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2.7.6.1 NN8640-3915
2.7.6.1.1 ERRREBREE

Trial registration ID-number : UTN : U1111-1119-0539
NCT01514500 EudraCT number : 2011-000146-38
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0092 Dz FHGOREM, AR, HMWENE R OB FMER 23N+ 5. BIELEI VT, 1 ek, 7
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REBREEEMS
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B 1% OPERE D EHEFRE : 201343 H 18 H
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CDICEORT AR R, 2013 4E 4 A 29 HIRE TORRIK T — Z _X— 2 2SN T 5,

BE -

FHEEM :

o (EEEHMENERE 2 xt4t L LCNNCO0195-0092 D Hi[m] f O 2 T8 G- O LB R ORFEEZ 77 2R
&R 5,

R H A

o EFESMEMERE 255 & L TNNC0195-0092 0D HiE] K NS AR B2 T 43¢ 5-1% D HA B iE K O T ) = /E
INT A= B EETT D,

o EFESMEMERE 255 & L TNNC0195-0092 D Hi[E K ONAR B2 T4 G- D Japi %M QEFHEALEOR)
7 7R L HBRET %,

BERAE

b h~OWE#ES (FHD) BRI, HEFHEBIEMERE 1Z NNC0195-0092 % F2 FH# 5425, HEAELE Y 117,
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semi-parallel 7 %A > T L 7=,

R G 8— bk - S A& (0.01, 0.04, 0.08, 0.16 %0032 mg/kg) I[ZOWTREHiL7z, Zh b 5 HRICE
\F % IGF-1 JUG OFHi#% . /A VT 4 27 O REME 7 NV —713, 0.32 mg/kg F TORTFERER IR
SKHNZIEHE TR T DB SN D IGF-I S Z A TV D L LTz, £, FE SN Kki&H
& (0.64 mg/kg) ~OWHHEAEHFIELT,

FHE IR — M 8 BIDHERE N E E4L, 6 FlILIEEE (NNC0195-0092) . 2 4L 7 7 B RO E25Z1F
Too BWERE L. WITN 1 OOHBRICOAEI VY TH, 1 BIOAREEEZZTT-, #5%, HERE IS
B St AR 8 HABE L, 0tk 3 BEIXE Akt L7z, BER etk OMRREICBIT 5%
BPEEFHIT 5700, HRE A EEREBIE L,




Module 2.7.6

Page 4 0f 283

iE#E 3= 4 HE (0.02, 0.08, 0.16 %21 0.24 mg/kg) (ZOWTaHli L7z, Za&tErsn—12kn,
M (v —R2L0E) OMERET 572012, T LTz 0.32 mgkg TidZe<, FHHE

(0.24 mg/kg) \CHHES 2 Z LSRR ST, RER G 3— ML, BARNERESEYERE O 4 O &
aR— MEROIET U7 NEEBHEGERE D 4 SO &2k — MR EENT, FHEaFR— N 8 HlO#ER
FENEEN, 6 FNEFEERE (NNC0195-0092) . 2HIE 7 7B RDELE A% -, SHBRE X, WTFho1-o
ODHBIZORE D Y THNTZ, TRTOWEFREIL, AEBORSMEEZ 22T T 4R0OFK 5 %% 7= (Day
1, 8, 1541 22) . 1ALV 4EH DK%, HEBE ITIRBRIEMEREREIC3 AMAR L, £0%3 A
i3 Pt L7z, 2BIH ROV3 [EIH o 5%I1%, 2 BB Lz,

FH Sl

EHEOELGKE TR, WOME~ERZ L 27T 572010, BEWMIN—TIZLHREMT —4 ., Y
e O ZHERT — X OBEM F L B2 —23Ei Sz, AEWHEANS, LTFTOWET = v 7 & Elii
LTWARWER T —Z IS & a2 3HE L=,

o LEERMIZETOMARMRA (MY, MiRAITROREA) - BB G ODay 9% T, KEKREG O

Day29% T

o R bozatt (LER., NA 2P A HOREFEES)  HEREGODay 11E£ T, ER 5 ODay
29% T

o EWENEE K O FAIER (IGF-1) @ B[R G-OFG%6RFH, SR kG- 04al B O 512961 4
aie

HARANKROIET 27 NPERE O RIFHE L, [FIRFIEAT THRM L7,

SHEI R OB S AT HERE 5L -

112 Bl O ERE 2 AR AAND T2, + o DO@BEBHERBREEZ A7 V—= 7 Uiz, HEkE
N— hDORKAEZTIE L (0.64 mgkg, ZEMEOMEREEZSH) BIC, HAANTEWBRE K% 104 41
WEIE LTz, L7eR-> T, TES THEBRERIL 10401 TH -7 (HEEE S— - 406 (5 5D ak—
M 8FIF D) | KEHE =k 646 : IET T APERE 32 FIL OB ARAYEERE 3261 4 oD% akR—
MZ 864 2) ], FHak— M 8HIDOWERE DN E ., 6411 NNC0195-0092, 2 llZ 7 T RD&E 5%
ZF T, BWERE L. WT 1 OO HBEICOREID B THNT,
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WERE, AERUVKREAE, Oy &S

NNC0195-0092 (6.7 mg//3A T V) | fEVEET/SA TOWC T S - dE i Rl B s, vy
b - I

o HREEHEDSOOMHE : 001, 0.04, 0.08, 0.165%70%0.32 mg/kg

o JEHEDASOE :0.02, 0.08, 0.16%70%0.24 mg/kg

RS HR -
o HIEHBG S b Day 40 ¥ COTERAE GRS
o UEHE/S—1 : Day49 F COFEHREL T LIIERS

XHRE, AERUVEREAZE. Oy &S
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S EE - EMEBIRERUVENZMER

vH U HF =2V FRA Vb
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N 168 REIZ 351 DAIGF-1, FE)FHIERICBE T 5= RARA > ME, IGF-1 2 OV IGFBP-3 O ffiiF
7a 7y A TS TEHME L,

SHMEEE . Bet

T4 =)= REKRAL b

o IRBRIEDOYEIF G Day40 (HilA# 53— ) XL Day49 (KEHEG/S—F) EFTORFEHELOD
FEEL

thHLH)—x REA |k

o HEFSH (BEMEKOEHEE)

o FRRMAIEA (MK, MIRAEITFRORBED =T A 6 DZA )

o NAHNHA

. LEN
. HFR

e HiNNC0195-0092 Hiff

o EHRIALLOE (HIEIEEE- 2N Day 40 (Hlalfe 58— k) XX Day49 (KfERE/S—F) FTOHES
AL SO DR B

JRFTRARME, R XU, € 98, BB, 2R (mm) | 5 (mm) | FEO 2 TER UhE7e

EA (mm) ) O, TOMOIERIZESE | EHEALZ B HMRE & fli TRME L7, 22O

T, A= (0: 720, 1 8REE, 2 REE, 3 HE) [ZOWTHE Iz, BRIICHEE 72 50T

OGS, AERZE L TRE I,

etk -

UT 2002 ER LT

o KON HGEM  BAEAEI Y 1T S, IRREOREAZ T =T X CogERE (REHEHE O
A3 d7e< &b 1 EETHOILZ)

o REMMNTRIGEEM RO E D72 &b 1 EIZ T T X TOMEBRE

T T ORETAEANE %O EE L,
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FLIRHEFH B X ONER 7 EFHEAT ClX, 7 7 8 R OG- 2 T 1o BE X, FI0 10 bz HEICEfR
<, R S— b (HEEE S— . BARAERE OKER 53— N ROIET U7 ANEERE OB 5/ —
F) TLIC1ODOREE LTS Lz, 72, HEMTOEIL, B/ S— k2L I2@NciTo 72, FEA
HI R OVRAT BB D LB DWW CORIRBI B OWTNNCEET S I A~ —x 2 KR4 > P AR
RTOMBHE D o H Y —x 2 RIRA  NOfRITIEL, REMMIT GBI S X E L, Zofthod
RCOTY RBRA > OBFHE, RO RERMIZ IS & i L7,

T RRA v bOFHEIE, FICER LR O—E 2 AW CEEBRBICAT > 72, IRBREOW]EF 575 Day 40
(AL 8— 1) XiE Day49 (KiEHKEG/S—F) ETICRBALEZAEEERICOVTL, RABR/— |
(A H =~ BARABERE ONEHRG/3— N R OFET T ANRE OKE®R G/ — ) | HE,
MedDRA ZR B BAIR DL OEAGTEZ LICEH LML, S HIC—ER TR L, ZaetEofR ok
L. BEMERITSREMNLEONIZLDOTH D, EWENEICET T RARA > O ERFERIT. &K
DIEMT R GEMICBIT DB RICESNTWNE CELVWWMUBIZRAA L TV D) |

BEREER

AN HITZIET 7 NMEREWERE 40 61 (NNC0195-0092 £f 30 il }e N7 7 B AREE 10 1)) 2643, Ak
BROH[ER G/ N— N E5ET LTz,

FALZR AR S AT B AR N 32 B B2, [RKEHR G/ N— M E5ET Lic, £, BT U7 AMEEEREER
FHIBHIDS G, 30BINIEREG/N— MEFET Lz, HARANEERE 24 B OFET 7 ABRE 25 B3,

4 OOMEONT N0 1 [BlEG 2% -, MEKRGOT 7 B REECIT 8 BIAMEAAN LI, FHED
NNCO0195-0092 BEZ 1% 6 BT DA FA AL B2 (0.24 mg/kg (2 OWTIX 7H4)) . NNC0195-0092 #EDFF 3
B ERERZ Tk Uz, 1BNEREZMEI L, 2603AEFS (LEMORE M OFEEE 5 SIHEER &
B) Ol BRE IR Lz, WgRE L b, YA EERNOEAICEIE L,

DEXOREFIE TOEXK QTR & LTHE S, EEEITRE CTH-7-0, IRBRE(TEMICEY .,

TRBRSE & OREEIRIT THREtES 0 | LHE S 7o, YERE 1B 1T 2 LEMD 130T RO H, 12
OFFRIZOWTIE TR, BROICHBEZR L) & LTHE S, BRICHE Shi QTeERIX, QTc

DIEFE B OFHN &Hlr S,

EMBERUVENZNIERAOHER -

fdt e BAIERBRE (251 D NNC0195-0092 O Hilal J NS IE R T He5-#% DI EIRE N T A — X MGt LTz -

o (REEBMHERE 21T HDNNC0195-0092D #5544 O S IMIE R 1T A BIREMICE L a7z, AR
BRCRRT L7z T R COHEICE S < HEHENT (NNC0195-009200AUC, AUCo.168022 OCrnan) - 7> 5 11
FEHBIEIIER S e o Tz,

o  THINDEAKHE (0.08 mgkgll T) OAITRE Lo REZLFEFFHT TIX, NNC0195-00920D
AUC K. *AUC 16800 22V CTHELBIMED R Z iz, HEDOIEANIAE 5 Coax D RIZOW TR, A&
BIEIZ A S N2 o 7z,

o LRMMENRE T A —H (AUCoaes NCimax) 1ZDOWT, HARANEFET U7 AWERE O TEWIZA
By AWAS Y

R B PEHERE 1235 1F 2 NNC0195-0092 D H[a] K NI R T BG4 DO HETJFHINER /R T A —Z ZRat L

7o

o HEHRE— F T L7252 HED 5 H4oD & (0.04, 0.08, 0.1657°0.32 mg/kg) TIGF-Tj
FER ES U, HEREZRIGF-IRS R bz, FARHE (0.01 mgkg) TOIGF-IKGE, 77 +&
RERRBETH- T,

o EEH NSR—FTHREI LT RXTOHE (0.02, 0.08, 0.16%0%0.24 mg/kg) TIGF-TEEN EH- L,
HERAFII7RIGF-IRUS N A BT, T O HEISIZAUC- 16802 DN Crnax l 2SR 3L TN,

e IGF-ISDAIT DT 17 7 A )5, NNCO195-0092 1 1A 512 LT\ D Z E BRI S
72o 0.08 mg/kgE TOMHEICIHBWT, BRIRANZERD &H HIGF-IK LR H BT,

o IGF-IOFER L O—EMIZR2 WS, IGFBP-31C oW T b HBKFERI RIS HER S -,
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REMDFER -

o ARBRTHEOLNTEKRT —ZITHS & BFEHBRE 2BV TNNC0195-0092 (KON 7&8) O
BIRONER THERGOERETRIFTHY . 2t EOBSIIRD bhoT-,

o HERAERDLOFHIEE TRIEFZNEROREII R T2, TXTOFEEG O EEE |3

EXIHEETH- -, AEFSIITICHRHHAETED LN, GHEAITL< IO TV I A ERS

( TRASMEZAE) | ToR%m) . TARPOIR) RO® TREEVR) ) LRERCTH -7z,

2FDNAFFEG (LEXORG K OFEEE L) BINEER KE) ooz il Lz,

o ZEMEREMMEHE L X DNNC0195-0092 DB I Ix B2 o T, BN BV TLEMEREA A Y v D—
BHEDOBAE R LN, BABEOGHEANZEE L= & T ICTFHREINIFENDO LD TH 72, A
VAV UEEIZ, BEERONT T EROMEETRD DL,

o WITNOEERIZBWTYH, N XY A U ROFEKRFTRIZOWT, A7 U —=2 7 LIRRIZERRM
W E 72 D BE~E B LT DT o7,

BRREHE

o EEREICRIE L 72 2 AT ABMEDOBEITIRD N h o 72, NNC0195-0092 D 5% 52 15 7-7941 120
BN BT —1EPE O TEREAL OGS Sz, T ISIE, EAEICB O TR ELAD
iz, BEIEFEDHEE LHE S24tf (Day 10 (BHEIEEE, 0.16 mgkg) THt S 1 0%E R,
JESRBUS, 72 HWNIDay 17 (AEHS-. 0.24 mg/kg) THE SAV7Z 1 ORERSE K OO FIREOE) %
Br& . Ky OWEFHAAL SIS ITERE LE S, 7T BROHRE %251 1226635123\ TS
ERALEOS AN STz,

o [EEEHERE IS 1T ANNCO195-00928% 5- DGR L RMET — 2 Bk, £ D% OREEYERE LK OEE T
DB %15 5 L 9 et EORBEITES S/ -o Tz,

2ER0OER

o HARAKROIET U7 NMEREBMERERE 2BV T, MEFL72 NNC0195-0092 OF X ToO & (H[AlH
5. :0.01~0.32 mg/kg, SKIEHSG : 0.02~0.24 mg/kg) O HAI K ONER FHE5OEFEILEREFTH
V. ERARZEMNE EORBELOEKRMICHEE 725 R A EORBRERITRD v o7,

e NNCO0195-0092 ™ AUC, AUCq.1680 2 O Conax [ZFHEDHNMNZAENKE < 2o 72y, HELBIMEN S O
TeBEA 58D H Tz,

o BT IGF-I KSR Z BT, IGF-1 72 7 7 A /Ld 5, NNC0195-0092 133 1 [|E[# 5123 LT
BY., TOMKHEIZ0.08mgkg L FTHD Z EIRIBINT,

o E/RIEMENRE K OSKS)FHIER ST A —ZIZOWNWT, BARANEIET V7 AEERE O TEVITA S
IR o7,

AHBRIT., ~LURES Q008410 H) KOVICH-GCP (1996 45 H) K TX21 CFR 312.120 %1457 L
THE < hi-,




Module 2.7.6

Page 8 0f 283

27612 AEBRICEHT I
3915 MO A FERIIHT 2R ER—V LV IR,



Module 2.7.6

1: AEs by SOC, PT and treatment group - safety analysis set, single dose
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0.01 mg/kg 0.04 mg/kg 0. 08 mg/kg 0.16 mg/kg 0. 32 mg/kg Total
MedDRA System Organ Placebo NNC0195-0092 NNC0195-0092 NNC0195-0092 NNC0195-0092 NNC0195-0092 NNCO195-0092
Class - Preferred Term N % E N % E N % E N % E N % E N % E N % E
Subjects Exposed 10 6 6 6 6 6 30
Adverse Events 5 50% 7 3 50% 3 4 67% 8 5 8% 7 5 8% 11 4 67% 15 21 70% 44
PR R R 2 20% 2 3 50% 3 0 2 33% 2 4 67% 5 3 50% 4 12 40% 14
SER 2 20% 2 2 33% 2 0 1 17% 1 4 67% 5 3 50% 4 10 33% 12
BEIRCE 0 0 0 1 17% 1 0 0 1 3% 1
FEED E W 0 1 17% 1 0 0 0 0 1 3% 1
T EAS TR KOS ARk 5 1 10% 1 0 o17% 1 3 50% 3 1 17% 3 3 50% 4 8 27% 11
7 P 0 0 0 3 50% 3 1 17% 3 2 33% 2 6 20% 8
A v 0 0 0 0 0 2 3% 2 2 % 2
utlisars 0 0 1o17% 1 0 0 0 1 3% 1
e 1 10% 1 0 0 0 0 0 0
— % - EEfEER L O GEA O R EE 1 10% 1 0 0 0 117% 1 3 50% 5 4 13% 6
H T —T VR B AR 0 0 0 0 0 1o17% 1 1 3% 1
A By PR 0 0 0 0 0 1 1m% 1 1 3% 1
SO BE 0 0 0 0 0 1 17% 1 I 3% 1
e SRz 2 0 0 0 0 1 17% 1 0 1 3% 1
TN 0 0 0 0 0 I 17% 1 1 3% 1
Y VR 0 0 0 0 0 1 17% 1 1 3% 1
SR A i i 1 10% 1 0 0 0 0 0 0
H Ik 0 0 1 17% 2 0 2 33% 2 0 3 10% 4
L 0 0 0 0 1 17% 1 0 1 3% 1
T 0 0 1 17% 1 0 0 0 1 3% 1
e 0 0 0 0 17% 1 0 3% 1
M - 0 0 I 17% 1 0 0 0 1 3% 1
R R IR A 1 10% 1 0 1 17% 1 0 0 2 33% 2 3 10% 3
ENERY 0 0 0 0 0 2 33% 2 2 % 2
C —RUSEE A 0 0 1 17% 1 0 0 0 1 3% 1
LENQ TR 1 10% 1 0 0 0 0 0 0

N is defined as the number of subjects having the given event,

E is defined as the number of adverse events reported.

% is the percentage of exposed subjects having the event.
nn8640-3915/susae002_20191119_er — 20/11/2019 - t_aesoc_3915. sas/t_aesoc_sd_3915. txt

or an event in the given system organ class at least once.
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AEs by SOC, PT and treatment group - safety analysis set, single dose

(continued)
0.01 mg/kg 0.04 mg/kg 0. 08 mg/kg 0.16 mg/kg 0. 32 mg/kg Total

MedDRA System Organ Placebo NNC0195-0092 NNC0195-0092 NNC0195-0092 NNC0195-0092 NNC0195-0092 NNCO195-0092

Class — Preferred Term N % E N % E N % E N % E N % E N % E N % E
AR P 0 0 1 17% 1 1o17% 1 0 0o 2 1% 2
IS B ik 0 0 1 17% 1 0 0 0 I 3% 1
0 0 0 1 17% 1 0 0 1 3% 1
JRYE s L OV AR thiE 1 10% 1 0 0 1 17% 1 0 0 1 3% 1
% ) 0 0 0 1 17% 1 0 0 1 3% 1
A )L ARG 1 10% 1 0 0 0 0 0 0
1fn. A2 BEE 0 0 1o17% 1 0 0 0 3% 1
S 0 0 1 17% 1 0 0 0 1 3% 1
AR L O EREE 0 0 I o17% 1 0 0 0 1 3% 1
EZ)f b 0 0 1 17% 1 0 0 0 1 3% 1
J2 G5 KOV T ik e 1 10% 1 0 1o17% 1 0 0 0 1 3% 1
ZITIE 0 0 1o17% 1 0 0 0 1 3% 1
HLEE 1 10% 1 0 0 0 0 0 0

N is defined as the number of subjects having the given event, or an event in the given system organ class at least once.
E is defined as the number of adverse events reported.
% is the percentage of exposed subjects having the event.
nn8640-3915/susae002_20191119_er — 20/11/2019 - t_aesoc_3915. sas/t_aesoc_sd_3915. txt
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2: AEs by SOC, PT and treatment group - safety analysis set, multiple dose, japanese subjects

0.02 mg/kg 0.08 mg/kg 0.16 mg/kg 0. 24 mg/kg Total
MedDRA System Organ Placebo NNC0195-0092 NNC0195-0092 NNC0195-0092 NNC0195-0092 NNC0195-0092
Class — Preferred Term N % E N % E N % E N % E N % E N % E
Subjects Exposed 8 6 6 6 6 24
Adverse Events 3 38% 4 0 2 33% 3 1 17% 2 2 33% 4 5 21% 9
PR R B 0 0 0 0 2 33% 3 2 8% 3
IRALPED F U 0 0 0 0 1 17% 2 1 4% 2
BB 0 0 0 0 1 o17% 1 1 4% 1
J2 G 8 KO TRk & 0 0 2 33% 2 0 0 2 8% 2
FERE IR 0 0 1o17% 1 0 0 4% 1
E A3 0 0 1 17% 1 0 0 1 4% 1
H I5 ke 0 0 0 0 1 17% 1 1 4% 1
T 0 0 0 0 1 17% 1 1 4% 1
JRYLIE 3 & OVEAE Ui 1 o13% 1 0 1 17% 1 0 0 1 4% 1
IR 1 13% 1 0 1 17% 1 0 0 1 4% 1
FEOR e, MaEhds L OVE kR b 0 0 0 1 17% 1 0 1 4% 1
1 Ve EE e 0 0 0 117% 1 0 4% 1
R R R A 2 25% 2 0 0 1 17% 1 0 1 4% 1
IR -5 ) 0 0 0 1 1% 1 0 1 4% 1
LENQ TR 2 25% 2 0 0 0 0 0
BE, PER X OWEAOHE 1 o13% 1 0 0 0 0 0
RS 1 13% 1 0 0 0 0 0

Page 11 of 283

N is defined as the number of subjects having the given event,

E is defined as the number of adverse events reported.
% is the percentage of exposed subjects having the event.
nn8640-3915/susae002_20191119_er — 20/11/2019 - t_aesoc_3915. sas/t_aesoc_mdjap_3915. txt

or an event in the given system organ class at least once.



Module 2.7.6

3: AEs by SOC, PT and treatment group - safety analysis set, multiple dose, non-asian subjects

0.02 mg/kg 0. 08 mg/kg 0. 16 mg/kg 0.24 mg/kg Total

MedDRA System Organ Placebo NNC0195-0092 NNC0195-0092 NNC0195-0092 NNC0195-0092 NNC0195-0092
Class — Preferred Term N % E N % E N % E N % E N % E N % E

Subjects Exposed 8 6 6 6 7 25
Adverse Events 5 63% 9 3 50% 4 5 83% 10 6 100% 23 7 100% 22 21 84% 59
— % - EEfEER L ORGEA O REE 0 0 1 17% 1 5 83% 9 3 43% 6 9 36% 16
R MV 0 0 0 3 50% 4 2 29% 2 5 20% 6
AT ALBE 0 0 0 0 1 14% 3 1 4% 3
e T7 0 0 0 1 o17% 1 1 14% 1 2 8% 2
BT —T VAR BN SE 0 0 0 I 17% 1 0 4% 1
%1% 0 0 0 1 17% 1 0 1 4% 1
PR 0 0 0 1 17% 1 0 4% 1
&27“ AN IR 0 0 0 17% 1 0 4% 1
e SRt 2 0 0 1 17% 1 0 0 1 4% 1
BRI KOS ALk 0 1 17% 2 1 17% 3 5 83% 8 2 29% 2 9 36% 15
A& 0 0 1 17% 2 3 50% 3 0 4 16% 5
7P 0 0 0 2 33% 3 2 29% 2 4 16% 5
RA AR 0 0 0 1 17% 1 0 1 4% 1
RES 0 0 1 17% 1 0 0 1 4% 1
FH IR 0 117% 1 0 0 0 I 4% 1
st 0 0 0 1 17% 1 0 1 4% 1
e 0 117% 1 0 0 0 4% 1
PR R b 3 38% 4 0 1 17% 2 2 33% 2 5 71% 5 8 32% 9
SER 3 38% 3 0 1 17% 2 1 17% 1 3 43% 3 5 20% 6
f A 0 0 0 1 17% 1 2 29% 2 3 12% 3
TH?Z%%JtKﬁE%E@%# 1 13% 1 0 0 0 0 0
AR A 1 13% 1 1 17% 1 1 17% 1 1 17% 1 1 14% 5 4 16% 8
LENQ TR 0 1 17% 1 I 17% 1 1 17% 1 1 14% 1 4 16% 4
DX 2 FRPE T 3 0 0 0 0 1 14% 2 1 4% 2
DX T s 0 0 0 0 1 14% 1 1 4% 1
DA X B T 0 0 0 0 1 14% 1 1 4% 1
ML 27 L7 F 2k AR —E 1 13% 1 0 0 0 0 0

Page 12 of 283

N is defined as the number of subjects having the given event, or an event in the given system organ class at least once.

E is defined as the number of adverse events reported.
% is the percentage of exposed subjects having the event.

nn8640-3915/susae002_20191119_er - 20/11/2019 - t_aesoc_3915. sas/t_aesoc_mdnon_3915. txt
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AEs by SOC, PT and treatment group - safety analysis set, multiple dose, non—asian subjects

(continued)
0.02 mg/kg 0.08 mg/kg 0.16 mg/kg 0. 24 mg/kg Total
MedDRA System Organ Placebo NNC0195-0092 NNC0195-0092 NNC0195-0092 NNC0195-0092 NNC0195-0092
Class — Preferred Term N % E N % E N % E N % E N % E N % E
RYWIE S & OV AR HUE 1 o13% 1 0 1 17% 1 2 33% 2 2 29% 2 5 20% 5
SRR 1 13% 1 0 I 17% 1 1 17% 1 2 29% 2 4 16% 4
NGRS 0 0 0 1 17% 1 0 1 4% 1
1 4 P 0 1 17% 1 1 17% 1 0 0 2 8% 2
1. i 0 1 17% 1 0 0 0 1 4% 1
S 0 0 1 17% 1 0 0 1 4% 1
briilie 0 0 1 1m% 1 0 1 14% 1 2 8% 2
Rz 0 0 1 17% 1 0 0 1 4% 1
BHEXZDRE 0 0 0 0 1 14% 1 1 4% 1
H I5hE 1 o13% 1 0 0 0 1 14% 1 4% 1
R 0 0 0 0 1 14% 1 1 4% 1
T 1 13% 1 0 0 0 0 0
FRE 3 X O TRk E 1 o13% 1 0 0 1 17% 1 0 1 4% 1
FRE IR 1 o13% 1 0 0 1 17% 1 0 4% 1
RO, B ds I OVERR B s Lo13% 1 0 0 0 0 0
1 VN EE e 1 o13% 1 0 0 0 0 0

N is defined as the number of subjects having the given event, or an event in the given system organ class at least once.
E is defined as the number of adverse events reported.
% is the percentage of exposed subjects having the event.
nn8640-3915/susae002_20191119_er — 20/11/2019 - t_aesoc_3915. sas/t_aesoc_mdnon_3915. txt
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4: Possibly or probably related AEs by SOC, PT and treatment group - safety analysis set, single dose

0.01 mg/kg 0.04 mg/kg 0. 08 mg/kg 0.16 mg/kg 0.32 mg/kg Total
MedDRA System Organ Placebo NNC0195-0092 NNC0195-0092 NNC0195-0092 NNC0195-0092 NNC0195-0092 NNCO195-0092
Class — Preferred Term N % E N % E N % E N % E N % E N % E N % E
Subjects Exposed 10 6 6 6 6 6 30
Adverse Events 4 40% 5 2 33% 2 3 50% 6 3 50% 4 4 67% 10 4 67% 14 16 53% 36
P R b 2 20% 2 2 33% 2 0 0 4 6% 5 3 50% 4 9 30% 11
SER 2 20% 2 2 33% 2 0 0 4 67% 5 3 50% 4 9 30% 11
BRI KOS SRRk E 1 10% 1 0 0 3 50% 3 1 17% 3 3 50% 4 7 23% 10
7 P 0 0 0 3 50% 3 1 17% 3 2 33% 2 6 20% 8
A v 0 0 0 0 0 2 3% 2 2 % 2
e 1 10% 1 0 0 0 0 0 0
—f% - BHFEER L ORGEALORE 1 10% 1 0 0 0 1 I7% 1 3 50% 4 4 13% 5
A By PRI 0 0 0 0 0 1 o17% 1 1 3% 1
SO ALBE 0 0 0 0 0 1o17% 1 1 3% 1
TSR 0 0 0 0 1 17% 1 0o 1 3% 1
7N 0 0 0 0 0 I 17% 1 1 3% 1
AR M 0 0 0 0 0 1 17% 1 1 3% 1
TSR, i A 1 10% 1 0 0 0 0 0 0
H I5hE 0 0 1 17% 2 0 1o17% 1 0o 2 1% 3
L 0 0 0 0 1 17% 1 0 1 3% 1
T 0 0 1 17% 1 0 0 0 1 3% 1
M i 0 0 1 17% 1 0 0 0 1 3% 1
R R IR A 1 10% 1 0 1 17% 1 0 0 2 33% 2 3 10% 3
BN 0 0 0 0 0 2 33% 2 2 % 2
C — DUSPER BN 0 0 1 17% 1 0 0 0o 1 3% 1
LM Q TIEE I 10% 1 0 0 0 0 0 0
MRpE 0 0 1 17% 1 1 17% 1 0 0 2 T 2
IS B 2 ek 0 0 1 17% 1 0 0 0 I 3% 1
2] 0 0 0 I 17% 1 0 0 1 3% 1

N is defined as the number of subjects having the given event, or an event in the given system organ class at least once.
E is defined as the number of adverse events reported.
% is the percentage of exposed subjects having the event.
AE causality is based on judgement of investigators.
nn8640-3915/susae002_20191119_er — 20/11/2019 - t_aesoc_3915. sas/t_aerel_sd_3915. txt
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Possibly or probably related AEs by SOC, PT and treatment group — safety analysis set, single dose

(continued)
0.01 mg/kg 0.04 mg/kg 0. 08 mg/kg 0.16 mg/kg 0. 32 mg/kg Total
MedDRA System Organ Placebo NNC0195-0092 NNC0195-0092 NNC0195-0092 NNC0195-0092 NNC0195-0092 NNCO195-0092
Class — Preferred Term N % E N % E N % E N % E N % E N % E N % E
AR L O EREE 0 0 1o17% 1 0 0 0 3% 1
EZ)f b 0 0 1 17% 1 0 0 0 1 3% 1
J2 G5 KOV T ik e 0 0 1o17% 1 0 0 0 1 3% 1
ZITIE 0 0 1 o17% 1 0 0 0 1 3% 1

N is defined as the number of subjects having the given event, or an event in the given system organ class at least once.
E is defined as the number of adverse events reported.
% is the percentage of exposed subjects having the event.
AE causality is based on judgement of investigators.
nn8640-3915/susae002_20191119_er — 20/11/2019 - t_aesoc_3915. sas/t_aerel_sd_3915. txt
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5: Possibly or probably related AEs by SOC, PT and treatment group - safety analysis set, mutiple dose, japanese subjects

0.02 mg/kg 0.08 mg/kg 0.16 mg/kg 0. 24 mg/kg Total

MedDRA System Organ Placebo NNC0195-0092 NNC0195-0092 NNC0195-0092 NNC0195-0092 NNC0195-0092
Class — Preferred Term N % E N % E N % E N % E N % E N % E
Subjects Exposed 8 6 6 6 6 24
Adverse Events 2 25% 2 0 0 0 1 17% 2 1 4% 2
H I5 ke 0 0 0 0 1 17% 1 4% 1

T 0 0 0 0 1 17% 1 1 4% 1
e B 0 0 0 0 1 17% 1 1 4% 1

BB 0 0 0 0 1 1m% 1 4% 1
AR ) 2 25% 2 0 0 0 0 0

LM Q TIEE 2 25% 2 0 0 0 0 0

N is defined as the number of subjects having the given event, or an event in the given system organ class at least once.
E is defined as the number of adverse events reported.
% is the percentage of exposed subjects having the event.
AE causality is based on judgement of investigators.
nn8640-3915/susae002_20191119_er — 20/11/2019 - t_aesoc_3915. sas/t_aerel_mdjap_3915. txt
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6: Possibly or probably related AEs by SOC, PT and treatment group - safety analysis set, multiple dose, non-asian subjects

0.02 mg/kg 0. 08 mg/kg 0.16 mg/kg 0.24 mg/kg Total
MedDRA System Organ Placebo NNC0195-0092 NNC0195-0092 NNC0195-0092 NNC0195-0092 NNC0195-0092
Class - Preferred Term N % E N % E N % E N % E N % E N % E
Subjects Exposed 8 6 6 6 7 25
Adverse Events 2 28% 3 1 17% 1 4 67% 7 6 100% 20 7 100% 17 18 72% 45
—% - EEfEER L ORGEAOREE 0 0 1 17% 1 4 67% 8 3 43% 5 8 32% 14
Y VR 0 0 0 3 50% 4 2 29% 2 5 20% 6
ST ER A AL BT 0 0 0 0 1 14% 3 1 4% 3
I 0 0 0 1 17% 1 0 1 4% 1
BRI E 0 0 0 1 17% 1 0 1 4% 1
VESHE AL H 0 0 0 1o17% 1 0 1 4% 1
e SRz 2 0 0 1 17% 1 0 0 1 4% 1
I T7 0 0 0 1 17% 1 0 4% 1
B TR KOS AL 0 0 1 17% 3 5 83% 8 2 29% 2 8 32% 13
A& 0 0 1 17% 2 3 50% 3 0 4 16% 5
AR 0 0 0 2 33% 3 2 29% 2 4 16% 5
REH AR 0 0 0 1 17% 1 0 1 4% 1
i 0 0 1o17% 1 0 0 4% 1
utlisars 0 0 0 1 17% 1 0 I 4% 1
i R A A 0 1 1% 1 1 17% 1 1 17% 1 1 14% 5 4 16% 8
LENQ TR 0 1 17% 1 1 1% 1 1 17% 1 1 14% 1 4 16% 4
DX 2 FAPE T 3 0 0 0 0 1 14% 2 1 4% 2
DX T s 0 0 0 0 1 14% 1 1 4% 1
DX T 0 0 0 0 1 14% 1 1 4% 1
PR R p 2 25% 2 0 117% 1 2 33% 2 3 43% 3 6 24% 6
SERGE 0 0 0 117% 1 2 29% 2 3 12% 3
SER 1 o13% 1 0 1 17% 1 1o17% 1 1 14% 1 3 12% 3
T L AR BRI A 1 13% 1 0 0 0 0 0
Tt 5 0 0 1 17% 1 0 1 14% 1 2 8% 2
RS 0 0 1 17% 1 0 0 1 4% 1
BHEXZDRE 0 0 0 0 1 14% 1 1 4% 1

N is defined as the number of subjects having the given event, or an event in the given system organ class at least once.
E is defined as the number of adverse events reported.
% is the percentage of exposed subjects having the event.
AE causality is based on judgement of investigators.
nn8640-3915/susae002_20191119_er — 20/11/2019 - t_aesoc_3915. sas/t_aerel_mdnon_3915. txt
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Possibly or probably related AEs by SOC, PT and treatment group — safety analysis set, multiple dose, non—asian subjects

(continued)
0.02 mg/kg 0. 08 mg/kg 0.16 mg/kg 0.24 mg/kg Total
MedDRA System Organ Placebo NNC0195-0092 NNC0195-0092 NNC0195-0092 NNC0195-0092 NNC0195-0092
Class — Preferred Term N % E N % E N % E N % E N % E N % E
H I5 ke 1 o13% 1 0 0 0 1 14% 1 4% 1
R 0 0 0 0 1 14% 1 4% 1
T 1 13% 1 0 0 0 0 0
& X O TRk E 0 0 0 1o17% 1 0 1 4% 1
FRE R 0 0 0 1 17% 1 0 4% 1

N is defined as the number of subjects having the given event, or an event in the given system organ class at least once.
E is defined as the number of adverse events reported.
% is the percentage of exposed subjects having the event.
AE causality is based on judgement of investigators.
nn8640-3915/susae002_20191119_er — 20/11/2019 - t_aesoc_3915. sas/t_aerel_mdnon_3915. txt
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7: Adverse events leading to withdrawal from trial product - randomised subjects, multiple dose, non-asian subjects

Cohort/ Sex (M/F)/ Onset Study Day Serious
Dose (mg/kg)/ Age (Y)/ Reported Term/ Preferred Term/ Date: /Duration Recovered /MESI Severity Action
Subject 1D BMI (kg/m"2) No. System Organ Class Time (days) (Y/N) (Y/N) /Causality Taken
4/0.24/201184 M/42/25.5 1 Biphasic t-wave changes lead v3 08JAN13: 2/ 17 Y N/ N Mild/ NA
and v4/ LER 2 FBET R/ BEERRE  08:00 POSSIBLE
2 T-wave negativity lead v3 and v4/ 14JAN13: 8/ 8 Y N/ N Mild/ NA
DR T s/ B 10:51 POSSIBLE
3 Biphasic t-wave changes in lead vb  14JAN13: 8/ 3 Y N/ N Mild/ PRODUCT
and v6/ LEEM 2 FHPET I/ BRRMA  10:51 POSSIBLE WITHDRAWN
PERMANENT
LY
4/0.24/201190 M/26/26. 2 4 Common cold/ EMHFELE/ 25JAN13: 19/ 8 Y N/ N Moderate/ PRODUCT
JRYYE RS X OV A BUE 10:00 UNLIKELY WITHDRAWN
PERMANENT
LY

AE causality is based on judgement of investigators.
nn8640-3915/susae002_20191119_er — 20/11/2019 - 1_ae_3915. sas/1_aewtd_mdnon_3915. txt



Module 2.7.6

Page 20 of 283
2.7.6.2 NN8640-3947
2.7.6.21 ERRRHEBREE
Trial registration ID-number : UTN : Ul111-1125-7331
NCT01706783 EudraCT number : 2011-005484-24
BERDAZRE

RN R R VR AR EIE (AGHD) B 255 s L, RREEERMRE ST (NNC0195-0092)
O 1 B G- Ot B, BN & O T #)E M % Norditropin NordiFlex @ 1 H 1 [B1#5- & b
Batd 5, BEAEI T, EEHR, TR, KERS, Y, 2Rk 53R

SREREATEA S

REREMEER -
Frow—U RORAT = —F D 4 ik

DRI (5IFAH)
A AR BB A BRI L T O AR SCHRIE 22 L

SRERHEAR DI —X -
M DOHERE OHEIFKRE : 20124-10 A 12 H 1
1% OWERF DEHEFRBE - 2013411 A 18 H

B#Y

EHEHA

o AGHDHEH (B#&) Zxt4 L L, NNC0195-00920 i 1[H], SR TG ORAM R OB EE
Norditropin NordiFlex?> 1 H 1[Iz T #¢5- & tofi U CREATT %

BIVREY H A

e AGHDEFH (Bk) Zxf4 L L. NNC0195-00920 1B, K8 R T # 5-1% O3 s Re K O ) 2 091E
ZEHi4 %,

e NNCO0195-0092i81[0], KR F#5-ORTAENE QEHEALEL) % Norditropin NordiFlex D1 H 1[A] 5z
T & T 5,

BERAE

AGRER X, NNC0195-0092 D224, Ao ME, SEWENEE K O AER 2 fitd 25, BIEAE v 1), IE

Bk, IR, ER G, AEEHE, ZkEERBRThH o7,

AL, A7V —=7FkbE CRPEO : FIEES, KBt 101 BELERD | A7V —=2273kpt CkB
1 KRR A~OMAHATICE L, AGHD BE OB IEMEGR) . ZAETOE MEREARLVEY (WGH) TR
ETHLITND IGF-1TIREARET 2kt CRBE2) . HEAEIV 17 CRBL3) A 14 (+2) HE DAL
FAREr (GH) wash-out #ifH], 1RBRSEHE AR 3VAARBET 2 2 BIOFEGKEE CEBL 3 & OV9) &ZD
%o 4 BRI OERE CRBE 4~7 OV 10~13) | KT 2[BOFGHKEE CREE 7R ON8) | 725 QNI HBRKE
THEERE CRBE 14) O ST,

4 H& (0.02, 0.04, 0.08 %Tr0.12 mg/kg) @ NNC0195-0092 |{ZOWTHET L=, 8= A— M 8D
AGHD JBE 2 E Tz, & adk— MIBWT, #EREF L. NNC0195-0092 D 1 [FIERS- (6 #) %
Norditropin NordiFlex @ 1 H 1 [A[# 5 2 ) OWTINITEERIZHI O 10 b7z, &HE LR %
Fhti L7z, AIOMEOZEMEPHER SN RIZ, ROPE~BIT L7z, Norditropin NordiFlex #-5-12# ¥ -}
T IR 13, Norditropin NordiFlex @ 1 A 1 [Bl#%5-% 28 A fH &k L 72, Norditropin NordiFlex O Jf] &
X, B HEBRE DS wash-out MR O 3 » HICHE G L2 h\GHEAIO 1 B & EFEE L,

NNC0195-0092 % O* h\GH (2%~ D HURD AT I O B MR IRIX, ~—A T A > Day29 (5706
168 FEfi1%) K ORRERE THE (Day 29 705 2 M%) (ZERELL 72, NNC0195-0092 @ 1 [B1H L O 4 [a] H D¢
A%, MR DR, SEERE K O FRIER 253 2 7o O % 7 BT - 72,
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SRR VBT SN HERE R

o TEMEREEL . AGHD EHE 32

o MEVEZEIY A HBRE S - AGHD 3 35 (NNC0195-0092 #¢5- 26 f5il, Norditropin NordiFlex % 5- 9
i)

o RO E 2T I HIRFEH : AGHD 3 34 4] (NNC0195-0092 #5- 26 il Norditropin NordiFlex %
5.8 i)

o FRNTHISBRE L : AGHD B35 34 (5l D342 R MERRHT R RAEH Je O K DT GHEMIZ & F T,

o BRTE THIBRE S : AGHD & 30 51 (NNC0195-0092 £ 5- 22 5], Norditropin NordiFlex #¢-5- 8 i)

o MUk - BVE L7-9EBRE S AGHD H3E 56 (NNC0195-0092 £ 5- 4 5], Norditropin NordiFlex ¢ 5- 1 f51])

26k, AEES [ THIB%) (NNC0195-0092 0.02 mg/kg BED 1 4] : EE/ARAERSL, KNEMZR [

L)) o HREEM) KOY TVRE) (NNC0195-0092 0.08 mg/kg BED 141« 8L, [KREAR THV ] ) ) I

KRB A T Lie, WgBRE & 10, URAFEERNOEE Lz, 10T IR Lo ol s

ik L (NNC0195-0092 0.12 mg/kg B - 6 4B B BRAMEHEICHRAR) | 2 BlIEE OMOBHIC LV RER A

Hik L7z (NNC0195-0092 0.04 mg/kg BEO 14 2 1.1 BIC[FEHEE], Norditropin NordiFlex ££0> 1 1] : 1K

), HIRERNIT S SORECTHEICHMLTRY . ST 1IHT 8RB EHIE L,

F 26 51173 NNC0195-0092 D ¥ 5% 5 1F 7= 2 DO HETIX, 76123 NNC0195-0092 D% 5-2521F7=) : 0.02

mg/kg (741) . 0.04 mg/kg (661) . 0.08 mg/kg (6%1) . 0.12mgkg (74]) .

%%&Uigﬁ%ﬂj\hgﬁ
2 RERLE CDWALIE (GHD)
o ARBRICEEET LM OO FNEL FEHT LN, AREBR~OSBIZHONWTLEIC L DFRENIHFHNTND
. [ Guidelines for the Diagnosis and Treatment of Adults with GHD | TOEFRIZHE U 72 AGHD £# (F %)
o  GHHiFEIEA 3 » AU EZITTnD
e BMI: 18.0 kg/m? LA k. 35.0 kg/m?* LA T
o Fin: 20mLh b 70K

BEREE, AERUVEEAE, Ov FEF

NNC0195-0092 1%, # 1 [\ TG0z 0, REFFEEREE Ffikd/LEr (WGH) 71 r 27 TH D,

NNCO0195-0092 O 513, 1 B O G A2 221 T 4[B%E)E 7= (Dayl, 8, 15&022) , $+_XTHEE
i KR B@R/:FE“%/D&AJ_@HTA@&TE% L ofrbhiz, BIARNO 7 ru—T v 70, 5
\ZHEST > TSI R TRl &2 1T 7=,

oy b ESE -

KHEEBEORG & (mgkg) OVHIL, TEINZHEL LW, KSOEREIL, TEINLZ4

[FEIONNCO0195-00920 % 5- 4% 1T 1=, FHETIFIT O ERZ FIE L, 2 b OEBRE LT E S v7z4El 0

NNC0195-0092D 4% 5-% 52 T Lo 7= GEIEIEIO#K S, 1FIF3EO#KE) |

BEHM

MR A M O 1T, NNC0195-0092 £ 5-Cld 25~27 H., Norditropin NordiFlex $¢5-TlX 28 H Th o7, 2k
A7 R S X, NNC0195-0092 % 5-TlE 0.4~0.5 A - 4} O} Norditropin NordiFlex £ 5- Tl 0.6 A - f£F T -
720

XEBE, AERVEEAE. Oy FES

Norditropin NordiFlex @ 1 H 11[a], 28 H]Z N4 5, Norditropin NordiFlex ® H &%, & #5R¥E 2% wash-out ]
[HoORT 3 » AMICH G L= hGH A 1 A R LRE L Lz,

T ANTOEEIL, NordiFlex < BIEAZRZ FIVT, KEFBOEE 2> F A TZEET~O K FIEFIC L 0 ATH
Nico RFTRAEMED 7 0 —7 v 7D, BHITHESL > THEFENLIZ A~ TRl Z ) 72,

ny b ESE -

Norditropin NordiFlex @ 1 H 1 [Bl$ 51351 27~28 [FE{ 74172,




Module 2.7.6

Page 22 of 283

SHMEELE - EMBERUVENFEMER

My Ehhe

HENRRIC BT 5 = RARA > Mid. NNC0195-0092 @ 1 [H H & T 4 [5] B O 54 O NNC0195-0092 D IfiLiF

H>'a 7 7 A L, XIX Norditropin NordiFlex @ 1[8]|H (Day 1) XU Day 22 COHGHZOMIEH 70 7 7 A

JNZFEESE R LT,

HENREICE T 5= KR A > b 1 AUCou6sn (NNC0195-0092 #5-07%) . AUCo24n (Norditropin NordiFlex

BHEDOH) | AUC (WEFEEGH D) | Coaes tmaxs tiae MRT, CL/A, V/f R O Ryee

A ZEHIER

HAPZHIERICET 5= RARA > M., NNC0195-0092 @ 1 [a] H & O 4 [8] B 0¥ 5-4% O 1GF-1 } 0¥ IGFBP-
3DIMEFR 7 17 7 A )b, XIZ Norditropin NordiFlex @ 1 [A]H (Day 1) KO Day 22 TO#:5-5% D IGF-1 LT
IGFBP-3 OIfijEF 71 7 7 A M H S BEH LT,

IGF-1 : AUCo.1680 Crmaxs tmaxs 168 R I 1F DAIGF-I (IGF-1IEEDNR—RZ T A4 b OBV E) . 168 K
BT A IGFISD A2 7 K Crax SD A 2T

IGFBP-3 : AUCo.168hs Crmaxs tmaxs 168 BEJIZ 31T HAIGFBP-3 (IGFBP-3 2 D_X— A T A L v b DL &)

KON 168 BFICH81T D IGFBP-3 SD A 2 7t TR Cpx SD 2 2 7

AIGF-1 L T'AIGFBP-3 [Z2OW L, FEHR DI E X—A T A > OfE (R 5a1 0% ORIEE) OELE
Fe L7z, mEEGCld, HEBROMEITEEEG% 168 FEICHIE S i s L,

SHEEAE . ket

TIA =)= RRA v b (Zaeth)

o JEBEEOWEIE G5 Day49 £ TOHEFROIEIIMHE

ZOMOT KARA v b (L4t

o H{RPTA

o (KE, XAXNY AU ROLERDRN—RT A s DEA

o  EEMIZHEITIMERAEED (KM, MR, R, 228 R R G & 022 fE A
VAN L) DR—RT A )b DAL

e HiNNC0195-0092 HiiA& K T hGH ik

Z Dl
o JRERIRDOWIEEEEH S Day 49 F TOVERHEL SO DI HEK
WMEtF% -

4OOMEAR—FENENT, 8410 AGHD BENKEGZ%1F5HZ & & Lz (NNC0195-0092 4% 5- 6 il K&

Y Norditropin NordiFlex £ 5- 2 f5]) . 723, NNC0195-0092 @ 0.02 %X 0.12 mg/kg O HETIX, 7617

NNC0195-0092 D¢ 5-Z 521 7o (FHE M ORHT S - BRE R DOHES )

ERRBE O EIT L Ty,

o KON IREM  SAEREI 1T S, IRREORE AV &b 1 RIZIT =T X TOWRE

o REMMNTRIGEEM IR0 E 2 D72 &b 1 EIZ T T X TOMEBRE

FHE I ORI AA MO BRI 2 RIR O WNFANCEET 57T 4~ —= 2 RARA v KL

TRTCOMBHIED U F Y —2 2 RARA » NOfFATIX, RN GEMICE S E L=, ZOfld <

TOTZY RARA » N OFENTIE, I ROMNTGERNICEES & FhE Uiz, FEERICZ T 7= HERTICHH S

77

e Norditropin NordiFlex D% 5-% 5 (F 7o g 13, AE 2R — MR, 1208 E LTHE LT,

o TV RAFKRAYMOFHIIE, EICEHEO—EEZHWTRIRIIIT o 72, EPEHIEXT X — & D 95%(5#H
XL, RS Uo7 — 2B 20 U TR Lz, IR — R a8~ OsRE &
W OHER & L CTiemm LT,

WEREHRR
g1 3461 (51 25 B Otk 9 i) @ AGHD SBE DWW TG L7z, 33 BIIEE A, 1 BlixZ oM (BA 7
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ZUBN) EWEESN, KRBT ~—72 Q761 79%) ROA T =—F > (T4, 21%) THEMEL
oo TRTOPREFIZONT, RIET [Fe A= 7 /TF7 %) LGS, T XTOMAEUTE
WO OFPAIT 43~57 ik (/h~H K : 21~697%) Th o7z, 723, NNC0195-0092 0.12 mg/kg FE DA
DOIFHNT B ThH -7 FFROPRAEIL 35 m%) o MR R OVHERZE U KEO T 823 kg (B~
K :54~121kg) THYH . BMI D113 27.1 kg/m? (Fe/h~H K 1 20~35kg/m?) Th o7, WA K OHRF
PEBIT AGHD OBFEEMEZKM LT b D Thofz, WS (FRAHAEIR TE, FURIREERRIK TAE
) ROWMAEREE IR 258 (FIMESE) 2@ IZRRD Hit7z, NNC0195-0092 B 26 i 7 4
(0.04 mg/kg £ 2 B, 0.08 mg/kg #F 3 51 & TN 0.12 mg/kg 2 ) CIRAMENSHE S 7z, BERFEIL 2 61

(0.04 mg/kg #f } % Norditropin NordiFlex ff) T 417z, £ Oftic, HEMRM CEIKICERO & 5 iE
WEA BN Te, N—=RA T A 2 THERM A T 2 HEHRITIE 5 L Ty,

EMBERUVENZNIERAOHER -

SENRE K OS2 HOEFICEE T2 =0 R A > R OfE R L ORI, RO REN (NNC0195-

0092 #¥ 26 {4l }2 O¥ Norditropin NordiFlex #f 8 f5]) 12325\ T 5,

S ENRE O HH

AGHD fBF 21T 5 NNC0195-0092 DJAE L T G- DIEMENFE /ST A —Z it Lz -

o fEFEH%. IMIEF NNC0195-0092 D 2413 H EARAFHNCHEN L7z, 48] H OG- O iE 4
EE ORREFHER (log-scale) #[X] 112777,

o JEEE D NNC0195-0092 @ AUC-tau M O} Conax D NI HEARFANC R E < 72 0 . HEHFIMED RS
ni,

1000.0 4

100.0 i |
”Kl “’&, fﬁﬁ(% .

NNC0195 0092 d4 log (ng/mL)

10.0
1.04
0.1%4
0 1 2 3 a 5 6 7
Planned time (days)
Dose mg/kg: ettt .02 #ibeii 0.04 0.08 0.12

X1 SEEIE H NNC0195-0092 2 FE DRRRHER (log-scale) —4 [A]1H O 5% (Week 4) —~AGHD &

FFHIE R D BELK

AGHD (2 H1F % NNC0195-0092 DFAE B T #5142 D2 ER N T A =2 gt LTz -

e REIL 72 NNC0195-0092 D3 XTDOMHE (0.02, 0.04, 0.08 XTr0.12 mg/kg) TIGF-IIRENML, H
BIRFR 72 IGF-1 UL A b7z, 4B H O 5% (Day22) DA IGF-TIRE (ng/mL) DOfRRFHER 2
21ZR T, ZOHERIGIE AUC 1680 X T Conax /KBS L TN,

e NNCO0195-0092 (0.02 }2Tr 0.04 mg/kg) @i 1 [Al45-1% D IGF-1 s & Norditropin NordiFlex @ 1 H 1 5]
BHZO IGF-1 SRR TH 5 £ & 2 Hivsd, NNC0195-0092 D 0.02 K T 0.04 mg/kg DF-FH & &
Norditropin NordiFlex D2, ZIZENHMATHRABEZILA DN o7 =1 ICxT 28E (BRER
PRENT) D o

o EHJIGF-1 ORRFFHER 5, NNC0195-0092 1338 1 [E# 512 LT\ % Z & VR S 7z, 0.08 mgkg £
TOMHBEIZBWT, BRBICERD & 5 IGF-1 BUSRH HiT,

e NNC0195-0092 (0.02 }2 T} 0.04 mg/kg) D 1 [B14% 54 & O Norditropin NordiFlex @ 1 A 1 [El#& 5%
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IGF-1 SD A 27 ON-H1%, 0~+2 OFIPH CTH -7, 0.08 mgkg Tld, IGF-ISD A7 DO —27 )3+2
Z Tz, 0.12 mg/kg TlE, IGF-1 SD A = 7 [FHEH i) e i 2B 2 T, S IGF-1SD A =27 Dt
IREHERS 21X 3 12" T,

600 1
500
:
400 1
)
£
q,300-
T
<200
L
(_9 100
o.
o 1 2 3 4 5 6 7
Planned time (days)
Dose mg/kg: Norditropin &—e—e¢ 0.02 ittt 0.04
0.08 5o —& 0.12

Reference Range [83 -- 168]

2 FHERIOFHIGF-TIRE (ng/mL) ORRFHER—4 [0 H O 5% (Week4) —AGHD fEF#

101
8.
]
a]
0]
-
0 =
: 5 il —
e . v SRR Y ——X
0 7 14 21 28 35 42
Planned time (days)
Dose mg/kg: Norditr%pin ¢ 0.02 it 0.04
.08 ©o—bo—>b 0.12

3 FHERIOIE) IGF-1 SD A 2 7 OFRREHER-AGHD B

o  HEKFEMRIGEBP-3S RN H -, IGFBP-3DE) T, HHEE TR CUTFN L VIRE) 2>
5. I ERH U, EEGEEHN T EICR 7272, Crad FAUC 160l 2 355 < &L NNC0195-0092D
0.02, 0.04/% 1%0.08 mg/kg® 45 & & Norditropin NordiFlex D2, ZIEIVRAIAOR A B 2T A LR
o T,

ZEMOHER

LRNT — 21, BRVEMITH RN (NNC0195-0092 #f 26 1 & OF Norditropin NordiFlex #f 8 i) (2430

TWo, THRENZEBY, FHAEFOKRGEOYEIX, F&E (0.02, 0.04, 0.08 XT*0.12 mgkg) &—

LT,

e FAFL 72 NNC0195-0092 D¢ ~~TDMHE (0.02. 0.04, 0.08 % 1X0.12 mg/kg) 2B\ T, AGHD HEI|Z
%95 NNC0195-0092 1 1 [Bl DB 2 RG5O FFMEILRLFCTH Y | BIRIIZHE & 72 52220 RO
ST AR OBREITFRD e o T2,
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0.08 mg/kg HED FHIEGERTE 2 ] CHRREE~ PR ORENE O biviz7oo, FHAETH S 0.12 mgke &

BEHEL L,

AGHD B %32 NNC0195-0092 D 1 [8]D AR T 5% IZFE T3S S veir> 72, NNCO0195-

0092 #5412, 4PNCBWTC SHOEELRAERFEN/RE SN, T XTCOWERENNODEERS

EHLMSEIE LT,

- 0.02mgkg#f . THMBKR) (KEBK el ) | [EEERERRED ) (KRBEFR TrTaetEdH D | )

- 0.04 mg/kg £ . TWumSE)] (REBR 7oLy | EmzgndEg) | DLEME) (KRR T
L))

- 0.12mg/kg #F : TEE) (RURBIER 7221 )

KRR BRITTIRBR B L ER OH E IS <

NNC0195-0092 B D 2 FINHEHEGIC L VB2 Ik L7z, WgRE & l, YA EFSHLREE L

77

- 0.02mgkg #f : [HIBK) (EELGESES, KEBFKR (el )

— 0.08 mg/kg #f : TREHM) . N CGEEERAHESFES, HEEE M) | KRBR (o))

NNCO0195-0092 D 18 #5112 18 5l (69%) 79 E DA EFFHG ) #AE S 41, Norditropin NordiFlex 1 H

1 [E4% 51412 561 (63%) 8D HERFSRNHRE Iiz, KD OFEEEST 1 HIXT 241T 1 HF:FoH

HEEINTbOTHY  BEIEEITRE (76%) ITEE (18%) Tholz, &IKD 113 DFEHEGT,

TR & OREBRD THY ) XX TAaEtESH 0 | EIRBRELEMIC L 0 HE S 7z (0.02 mg/kg B 1

fF. 0.08 mg/kg & 714, 0.12 mgkg #f 16 14) . REEEN [HV | XX TAeEEDH Y | L HESNEH

ERELOO L, HEEICHRESNERIILLTFO@Y Thovm o MRESEM GHle) . T~

RO, @ s o TEiE) QI3 KOY TRMMEE) (0 fl214) .

FERFH72 A EEFSORBBEE OBEME VEEE OBLN A LI, AEFZORBMEIT,

NNC0195-0092 D & (0.08 T 0.12 mg/kg) Theb o7z, WL D DOFERIE, GHRAIT X <4

BNTWIEERERTH-T= (Thbb, [RMMERE RO MREEM )

HEREGEZRE L-W5RE OB, NNC0195-0092 (0.02~0.08 mg/kg) #f & Norditropin NordiFlex #f

TR¥ETH -7,

AGHD 5128 T, NNC0195-0092 £ 5421250 NNC0195-0092 Hrifidm i & ivzeino7z, Fiz,

Norditropin NordiFlex #¢5-# (25T hGH Hti& | T H S v ig o 7z,

NNCO0195-0092 O ZENGIRF MAENEIZ KT T 2B B2 BT A b e ino 1o, ZEIERsA A Y ONE) 34k

L CREHFANTH - 72, ZEIERFA A OBER A LT, GH BUA O 8 585 TR & 5 #ipH

NTH-o7,

INA B A OB ARFT ROV TC, BRRAICIIRE & 72 B (RIZ A B e o 72,

FEPRBOIC R & 72 2 R T RARME DR AT B V7R )y - 72, NNCO0195-00928F T2 D 1 EH ERAL S i
(0.04 mg/kghf : HOAM, 0.12 mg/kghf : FAR) DNMEINTZN, WHERE LICHEEIRECH-

77

EIRDHER -

AGHD BFIZHB\W T, i L7z NNC0195-0092 D3<TO A& (0.02, 0.04, 0.08 % Tr0.12 mgkg) D
NERE FHEEORRMIRIFTHY . BERARLeM EORMBE R OERIICIE L 725 R AR EOBS
IR BT,

AGHD B#FIZB T 5 FE K FHE4%1C, M NNC0195-0092 ¥ S 3 B FRIC R & < 72 o
720 [ABEIZ, NNC0195-0092 D AUC.1680 &2 T8 Conax D FEENZ DN T H FHBEIKFMIICKRE LS 20, A&
BHED R ST,

HFEAKAFH) 72 IGF-1 BUG D A B LTz, ) IGF-1 ORRFHER 2> 5 . NNC0195-0092 (30 1 [A1#¢5-1256 L T
WD ZEDRENTWD, 0.08 mgkg £ TORHEIZEWT, BRMICEWRDOH D IGF-1 MG A 51
776

NNC0195-0092 (0.02%1%0.04 mg/kg) il 1[R[ 5% DIGF-1))its & Norditropin NordiFlex D 1 H 1[R[ 5-#%
DOIGF-IMSIEFEECH D 2B 2 Hivd, IGF-IRIGIZ 2V T, NNC0195-0092 (0.02}%27100.04 mg/kg) &
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Norditropin NordiFlex D IZ Y2 G BT A DR Do T,
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2.7.6.3 NN8640-4237
2.7.6.3.1 ERRRFAEBRME

BRIkEES
Novo Nordisk A/S Novo Allé, DK-2880 Bagsvaerd, Denmark

AR 4 -
PH]-Y~7+ % B7.5mgmL

Trial ID
NN8640-4237

Trial registration ID-number : UTN : Ul111-1178-1251
NCT02962440 IND number : Not applicable
EudraCT number : 2016-000096-24

TBERDIZRE

PEREBMERERE 25 & LT, VY~ T v Z HEIRCTRGEOWIL, & ORI 2 BREd 2 1 e,

kB

SREREATEA S

The Netherlands

REREMEER -
KRBT A T 2D 1 iz CEEI -,

The Netherlands

DRI (5IFAH)
A B AR A S A Bl X T ORI A2 L,

SRERHEAR BENDIJz—X:
SKERBALAH - 2016411 A 14 H %148
HREMETH 200781 H 11 A

Cut-off date :
T ZICHOR T ARERIL, 201746 H 7 BEF R CTOEFKT — X _X— R |ZHSN TV B,

wmER -
2017410 H 13 H

BE -
EHEHM :

o (EEEBEMMYIREICLH]-Y ~ 7V X 2 BRI T REGRO Y =72 o OWIL, A& Ok 2 fed 4

D4
FICGRIEEDE

o (EFEBMHERF ICPH]-Y ~ ST F U EBEIKE T RGHEOPH-Y ~ T F CEEE RN v T A

DI ENRE 2 FHES D,

o (EEEBMEMRE ICPH]- Y ~ U F VAR RBIR TR GHD Y ~ TV 7 o ORIV ORI S,




Module 2.7.6

Page 28 of 283

BERAE

AARBRIL, BBV E I B Y F U APHEER Y ~ 7> % > (6 mg/540 uCi (20 MBq) 1 A HilElf F#5-
L. PH]-Y ~ 7' & CBEWE ORI, RO (AME) Z a3 2 1 sk, HFERRBRTH -7z,
AN T EWEREBILEF THITH o7z, HBE 1T, il 45 UL L 6475 L0, BMI 20.0 kg/m? UL 1
29.9 kg/m? LN DERE7R N B L LTz,

BB 1L, LA T O 0 IR R AR e C S RI@RE L7« A2 U —=> 73Kkt CkBt1) . Day-1 7
5 Day 15 £ To 16 B BIEER EhE LI ARE (157A) T 2& 5k CEBE2) | HWEhRE K 02 MR
fliskle CEBE3 : Day 21~22, M OGSERE 4 : Day 28~29) . &4 kbt CEBE 5 : Day 35~36) ,
FTRTOWRENE B ICEEG 220072 CEBE2 D Day 1) , #5554, WBRE X185 0 EmAERI I 15 B RIA
PbeL7- CkBE2) . 20k, 1B 24 F#lEE CRPt3 X1V 4) o=, #&5#% 3588 CkBLs5) £Tia
BRI M R R B IEBE L7z, 1 H DR R OFEHF O H R &2 0E L, KB 5 Ol (37245 Day 15,
22 XUE29) (THUFREHEI BN R O T HEEICE LA, IBINO 24 B AR BRI E g9, 445k
THEERE KRG TS D& & LT,

R REHEI BN DR T HRMEICET H F T, I 5% 35 H B £ Tk, il o= o4, ik,
M, SR, #EROMREZERR LTz, & TEEEL, Day 13~36 OHIRIIC, HEH T ORPH]ELER 7S 90%ER1Z
BT D X 2 [BlEE T 24 R AT OPH] ORI R GELX DIRTFHRIEEDGF) & G5-ED 0.5%L
TERBBHEOWTNNE LT, PH-Y ~7 v % EEYEOREZ RO D702, ImifE, Mg, 4,
JR. R ORER DS 2T -T2, EHIT, PH-Y ~ 7Y% U BEEMBEOREW 7 1 7 7 A L O5HT R O E
MIORIED TS, —EoflE, REOFERKEZER Lz (REM7 0 7 7 A4 L OSHRE RIIAREIZITE D
o Tn)

V= T H ORI LRI R I N—F 5, V=TV E U ROPH]- Y ~ 7 F BB o S B e
I D MR IR AR T AR 14 H 2B IRKC 35 HEREL L7z, AilE ORI S TR T BB 7= e o 7o
BB DI, Day 15 DI (T725 Day 22, 29 R N3610) MikEZEERT 52L& Li-, SEBREDE
HERBHIEIIA 7 ) —=2 7 Ok 1) o FEE#AE OkPLS) T, REIBEIBThH-T,

SRR VBT SN -KEREL
TR B ERRERE 7T BICPH]- Y ~ 7> 2 > 540 nCil20 MBq & &3 5V~ 7T X 6 mg & Al TR 45 L
776

PHRUVEELGHANELE

FAEIREE .

o B, FR : 45EELL R, 64RLL T (RIEEUSIE R

e  BMI: 20.0kg/m?LL F, 29.9 kg/m* LL T

o  WMEEFEEEOHARHTA, 72O WCAYZ U —=0 T REETIHEME LT/ A XA 2 DER L OEREAD
RIS & BB EATER A s & I U - iR

TR EEE

o ARANIFZED/S— NS —NEY) BT (B OEREDOIEITIC L0 BRI DY) Rkt TR &
FHT 2EENR, IR GERRK 4 5 AR O R E X 5 B EN W/ EFERTREF R O F 1, 25
BINLBHEOERE L UL, 5ERRER, BT T, #F I L oMb ooy R—A/H, XS
— M= X 2O B EO T/ End D RO U A 713 1% TRITE R 520 |

o RJU—=VJHi14 HUNIZAGIE, &5 WIKEGE S RAIETHO v I Rl 2 E Tk
T A LI=A, B, /X7 8 X E— /U350 24 BERTE T THIULREREH 2 7] & L7z,

o IBMEIOHMIZ2SmL A2 AEME LI, HDWNEAZ ) —= 7190 ALINIZ 400 mL #8254
1 AR ORI % L7256,

o P NEZ— R —E T, XUFHEED 2 BIZ 1 [BERHOLA,
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HERE, AERUVEREARE. Ov MBS
1RBRE A& ° v &5 HZhHIR
PH]-Y~73 %2 B75 6.0 mg ] 20164E1279H

mg/mL SH-Y~ B

o VU TUHZL15mg/lSmL, K, EHK, 1.5mL— Y v

o YURTUHEUTTRAR, KTEE, BEHIK, 1.5mL— Y v

o JHUERR LY~V Z v PH-Y v VX VJRHER, 7.5~125 mg/mL (HEE : 9.5mg/mL) | 1.5mL
H—hrY v

TRBRE D A BUAN, TRBREMB CPH]- Y ~ 7> & VIREE, VY~ 7 v # VNS mg/1.S mLE DY v 7

BT TR RERAR, WE AT 52 LKV ER L7, 1RBRIEOERITEE K5 K OEFR A L O RS

HR OWVEEHLOIEYE (GMP) (ZHEHL L 72, 1RBRIE D AT AT S A 00 IEHfe 722 I FE Mo OV RE & B % e

L7z,

®5HM
BB G R 35 AT,

HRE, AERVKREAZ. Av +ES
AT T HEORBRTH D | AHEEA M L T2,

SHmEE . ARt
TIA4 <) —x2 KiRA b
TIA~ V=2 RARA > ME, BRI G4 35 BRICIRF. FEP R ORI PEE S - i e &
(Bt EICKT2EI5) &L,
o  [H]-Y~7v & BEWEORF IR (BEEICxHT25E)
o  [H]-Y~7 % EEWEOFETRIEE (REEIIHT2HE)
o [H]-Y~7v % BEWE O HRIEIEE (&5 EICHT 5EE)
PH]-W'& O g H R O PEit R 13 24 BEREIBIBR CHIE L, [PH]-Y ~ 7' v & o B O MR OHE S 1T 3
oy TEIBE CHIE LT,
BRI A XY — U RARA V|
SMENREICRAT AR D o F Y —x RiRA > M, IRBREOWEE G/ S Day 36 (R#&ERE) £TO
F— FICHSXEFHE LT,
Beh U2 PHIERSROREN S (R, #R OROAE)
PH]-V ~ 7> &% v B E o4,/ it
A, Mg, fE R ONVRFS AR R TP PH]- Y ~ 72 % BEWE 72 B N LT Y ~ 7 & v DY E)
FERT A —H
— 0~168 K] F TORRE —REM R FiEfE (AUCo-16sn)
- O~ EE e/ oS £ CORE — B fh#R FiiifE (AUC)-)
= O~ MERRKIRFRE] & COPRE — R Ah AR N imfE (AUCouine)
- EMHFRE (Cha
- fem i PR R ER R (tma)
- RERMEEI (6e)
o  FTOWMOMIET Y~ TR L DIYENHERT A —H

- 27 U7 Zv A% (CL/F)

- BERMICBT D AT OS5 HER (V/F)
Mg, JRPROEFOER YT X AREIT A 7 a~ N TT 7 4 —IZ K0T 5,

HmEE  men
FeANEOFIAT E IR WA, A 21 . DR, SRR R E A ST,

G BT AR E S 2 ) — o KAA v Mg, RO HIEHE 5705 Day 36 £ COREFRROR
U 72 B DN TR O BIEHE 577 5 Day 36 % TOMIEEIORE . MGAEEIRE, RRE. /1 2L
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YA, LEX, FRFTRAEMEEDOEL L,

WEtFi% -

BRI OFHIIIT > TRV, 7 611E AME 3Bk CEEHER) 22 B F S ORPHN TH 0 | IGBREEOHE)
RBEERFICTHTED B2 DL,

RO REM GO % 1[0 723 X CTOWBRE,

LENEMAT R R - IR DR % 101521 723 X COWBRE,

R DFRHT IR & MR R G IX R — ORI TH D . 27 HlOERE % 2 DOATRIGEMICE
Wic, EYBEREICET AT T4~ —x2 2 RARA > MERORPE D X ) —x2 2 RARA ¥ MIRKOMT
RGN 2 TN LTz, M58 b o) —x 0 RIRA v MIZ SR R EM 2 VT
L7,

TIA <Y =2 RRA Vb PH- Y~ 7% U BEEYE ORBGTHERIZE T 5= R A > b 2 FREURE R
TLICER L, HERE R R ONE OB R AR LTz, BT 0 7 7 A VIR R OWRERE L IR
L. AR /TR O3/ R IR %2 [ CIXNZEEH Lz, YW RBEOMFEICHT V| K& kbitk D RHE
wmiT, RZICEONTEREEEZHWTHsE Lz,

MENREICRI T2 = R A > b 1 85 LZPHEERR ORREIER T, RAFRRAT, RAF IR A KO
FERPICHRIE S - R E OGRS L TR LU TR Z ST L, & DICHERE I O O HER il
AR Lc, SEHREIEEOHEIZH - | RAEORFEZ OREBIERIL, REZICETZREIGEEZ H O THisE
L7,

TR 5% o4, g, R NS EZRIAE R OPH-Y ~ 7> % UEEE 7 e 7 7 A V7R B NS
BHRY~TvErTa7 A VCHESE EYEREICET 2= RARA > FOFHEi S i L7z, miE, mik
K OEMOPH]-Y ~ 7 & BV O R N O,/ M b A2 BRI 8 2 S IR L, R E Bl M OV
T Ty ANET T T TR Lic, EYEEICET 5= R4 > b (AUC, Cmaxe tmaxs tiz. CL/F K OY
VJ/E) 1/ va =AY MENHICEVPH]- Y ~ 73 % CEEWE LY ~ T2 o TEFEER] 5
— AN LT, = RARA v MIERH I L 0 3Em L 7=,
TRCOLEMICET I e F Y —2 2 RRA v ME, Rl E2 AV CEME L 7=,

HERER =

BB 7 BN 2 B E THV . DI B 68 (85.7%) IZHANT, AR R=w T/ FT7 R ThH
ST 10 (143%) ODAFEIL [Zofy (AAROT AV AT 4T YY) ICHEEN., e A=y )
ST T URTHoTo, VFEHFEEIL 537w, PR EIT 84.3 kg, A4 BMI F 25.1 kg/m* ThH o7,

AMEDHER

Day 1512 4, Day22 |2 1] (Day 29 (= & aEfli A4 %Ef) . Day 29 (2 2 5] (Day 22 OFMiiiEFEMET) HH&

TRMER T LTz,

FIL Y=z RRAL ]

o JRHPDOPH]-Y < 7% o BEWE ORI & OBERE B OHERB IR T, ARFRIR K Oz R AR C R
Thole, &hH%, PH-Y ~ 7% B E ORPEMEREIT 7019~ T THM L7z, ROBIR K Oz
PRIRIRIZIS T B PH]-Y ~ 7' & B E O P& e KIS L2, & 5% 3 0 (Day4) 235
B, 5% 4 H (Days) 2816, 5% 3BKO5SH (ENFN Dayd L 1V6) N 1B TH-=, RE
DPH]-Y ~ 7% Bl E ORI EIZB L T, RABR K ORBEIRIRIEDZIZ T T Tho
77

o RAVFRIR K ONEIRRAR R IR S U2 PH]- Y ~ 7o 2 BEEWE O B R, 5% 28 H
(Day 29) DOWFRT, TNENHEEGED 80.9%K N 79.4% Th -7z,

o RMFRHEN OCHERERATICE T BPH]-Y ~ 72 & o BEYE O HE S O W B OHER HhR Tl
ARAELIR K ORI 1T B PH]- Y ~ 73 & o B E OWRBRE B OHEB i#R & i LT, k&7
WA AR DLz, #EPOPH]-Y ~ 7 v & BEYE ORBEIEEOWERE B OB dhiRiT, £
JLBRFE J O ERA ClRER Ch o 72, G515, RO OBREMRERICBIT APH]- Y ~ 7 & B
B ORPEIEIL 7T T TN L, PH]-Y ~ 73 % o BEWE OHRME BN i R I U7 BRI,
Beh% 4 H (Day5) 2846, &5%5H (Day6) M 141, #E%6H (Day7) N261TH-o7-, KA
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PR e ORISR ARAR & Polie U C3ERRA Tl WA CRORDPH]- Y ~ 7' v & o B B i et &
WZEEL, BiEIZNEhoTe, EHOPH]-Y ~ 7" v % U BEYE ORYRIEEIZEE LT, RUOERE K OWLE
EMREROZEITLS TN ThoT,

FALFRAE N O R R TP I HE SN PH)- Y ~ 73 & VB O S BRI, 5% 28 B
(Day 29) DOWFRT, TNENHEGED 12.9%K N 12.8% Th -7z,

MR OPH]- Y ~ 73 % B E OfPEIE 3 oM TRILIZ&) OWBRE BloHERR S, 7
Bl & S OB R CIRHIZPH]- Y ~ 7o & CBEME NP S L2 0o T2 2 E RS, %2 H
(Day3) % C[H]-Y~ 7% v BEHME ORPEEIIMEE S 2oz, HERHFOPH]- Y~ 7 v & v
B E DY BN SN FRERUT 7B & BG4 S B (Day6) Thoiz, R ERDFEF DL
HIXPH]- Y ~ 7> 2 B E R PR B OB IUERD 24 K Th o 7oolzxk L, FERH Tix 3 49T
bololew, FERFDOPH]-Y ~ 7 v Z By E Ot & OBEI TR R OFEF L0 D7 &2
BETO0END S,

PRSP S V72 PH]- V ~ 7o 2 VBEWE O R fE R, # 5% 28 B (Day29) ORFRT, &
&M 0.19% Tdh -7,

HKyEh I T DRI E N o F Y — RARA b

#e54% 28 H (Day29) £ COPH]-Y ~ 7 v ¥ B EOFEERREIGE T, 580 94.0% (HiFH
90.8~103.5%) Th o7z, PH]-Y ~7 % »BEWE ORI TR FICHRIE S dv, —5IE3E P It =
. FERHICITIE & A SRS o T2,

ARALFR I E Je ORISR IC I 1T B[P H]- Y ~ 73 & o B E OWRE B OHEB RN S, T rn 7 7
ANDEYIOEH Sy (BE— 7 FEE2Eite) OBREEIIFRRE CTH LN, HRMEIZAD & RLIMAERE T
RRE Dol T, ROFMAE & BB MAERIED Chax X P taax DRIFBETH D Z & 72 H NI RLL
PRIMAERRAR D AUCo.168n. AUCo- X TN AUCo-ine DS HZIRMAERRIA L D REWZ & & —&K L=,

AAVER 3 N QNI RIS 381 B [PH)- Y ~ 7L & BEWE OB E B OHER R T 5 B3R
OIS OFANTE — 27 2 22D L, 2 BlIINH ORI S OFEANTE—27 28 1 D58 b
7o ACKUVER M R QAR IMAERRRIZ 351 B PH]- Y ~ 73 2 o BhE B R 13 5% TH & b L., 1
BB G4 12 FEfE (Day 1) 12 Coax (222 L. 2 BT 512 16 5[] (Day 2) . 3 filidBe5-#% 32 REfH
(Day2) (ZEEL7-, 1BICBIL TIE, fBmiERIRIcs T DPH)- Y ~ 7 2 & 2 B E O Coa BIZERE
M 5-1% 16 FEfE] (Day2) | AALERMBERIA T3 5% 32 KEfl] (Day2) ThHo7z, 47 HIOPH]-
~ B BEE D Crax 1, AR A T 49.6~233.0 ng Eq/mL, FZERMAERRIA T 54.1~

232.0 ng Eq/mL O#iPH CTd - 7=, ARLLELIMAE K QR MAERIRIZ IS 1T B PH]- Y ~ 7o 2 v By E o9
B B OHERS B FRIC R & 2R E A B AR b Tz,

ARALFR A E Je OREFRIMERRR TlE, [PH]-Y ~ 7 & EEME OB E B OHEB - DIE L A & T2
DY —7 PRRD LR, R BRARICBIT APH]-Y ~ 7Y & o B E OERE R OHER itk <
WX, 70 ST ORI S OFPFANT 1 DO —7 (REEEICHY) NERD LN, iUk, K
PR IE N ORERR IR A I R T R R ORI SN D o zleb L& D, #E4,
HEIR AR AR IRIC BT D PH]- Y ~ 7 > & BEYEIREIIHEM L, 6 flid#&x 5% 1 H (Day2) BANIZ, 1
BlEBe 5% 3 H (Day4) LINIZ Cox \ZFE L T2, 22 7B Crax 13 13.8~103.0 ng Eq/mL O#iH T -
77

ARALBR A E Je ORERRIMERR R TlE, [PH]-Y ~ 7 & EEE OB & B OHEB fhiRDIE L A & T2
DY —7 RFRD LA, WRIMIERARIC BT HPH]- Y ~ 73 % o BEWE O E B OHER itk <
IE. 7Bl E B OB S OFANT 1 2O —7 (REEEICHY) AR LR, Zhid, R
PRIMIE K ORI AR T, MG RIR ORI SN Do T-fcd LB 2 bivD, wlgimiE
R L BB ISR ERIC T HPH]- Y ~ 7o & BB IC R X R EIT5R 0 bivie o Tz, 54, ik
MIERIEICEB T DPH]-Y ~ 7 > 2 Bl ERE I, 6 3% 5% 1 B (Day2) DN, 140X
#5%3H (Day4) DINIZ Crax (2 L7242 7 B0 Ciax 1% 21.1~168.0 ng Eq/mL O T - 72,
A/ M OB B OHES iR D, B 5% 761 < Coaf ks R L EavRER
7o BIWIREIR, 2 76OPH]-Y ~ 7> 2 VB EWE Ol e (il T iSO a7 & & TR
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i (LLOQ) Al S ZBR<] 1£0.61~0.95 DHPH CH > 7=, 2, MIE O &L, 21 oPH]-
V= 7B B EIR S LLOQIZIE DWW TR iz, [PH]-Y ~ 7' v & v By E O 4
/AL & RIMPH]- Y ~ 7 v # CBEWE OBARIK DD PH]-Y ~ 7 & 2 B E A3 O IR T
IO L TWD Z ERHL NIRRT,

o IMIEF Y ~T T H L OWEBREROHER MR T, 5 HITUIH OIS OFEANTE =27 R 2 258D b
. 2 BN ORI R O#PENTE —27 8 1 2R bz, #5%, 78 biEd Y ~7F 2
WRENEM U, 2013 5-% 12 R[] (Day 1) T, 36IIE&E 5% 16 Kl (Day2) T, 23514 32
Rifd] (Day2) C CumlZEELTZ, & 7HIOMEF Y~ 72 % 2D Cuald 64.1~306.0 ng/mL O#iFH T -
7o MIEH Y ~ 72 B o OYEERE R OHER MR & 7 pBrRE A B G580 bz,

o MIEF YT X REIL, PIMOR R (B5%K2 B ET) ORI Oz iR K e 5 TN
R IERRIRDPH]- Y ~ 7'y &V BEW IR E % B[Rl > TR, ZO%OKE (RE5%H3 Bn6
28HFET) TENLZ FEIST,

) FHIE R EHI OfE i

o A LAVVERERERT-I (IGF-1) KOS AU UERERER 755 EA-3 (IGFBP-3) Ohfix, HEFEHL
&L L TCTrHlan-@Y CThot,

TEHDHER -

o 2BOHEREICMEOFEEELENHIL, VTN HERE T, JGBRELEMIC L 0 IERIE L ORRERIX
(72 L) CHESNTZ, BB NG DOFEEESENSEIE LT,

o U LIHBEORE IR, EEREEREZORE Lo, HBRPIcRE SN FESELR T, R
BROHFILICE -T2 DX o7,

o [EEEMAEME (MIKFAOME., MIRAL2ARAE R OURBA) . S 21 v DR, JEFT R 7%
HONCREICEI LT, BERMICHIE & 2 5B bITA Lo T2,

EXTNOLE I

o R, ERRORKHFOPH]-Y ~ 7' % U BEEYE O E) G| F51% 28 HRF A TER G ED 94.0%
MEML S, 2D 5 HARABIRBRAETIZ 80.9%, ARUBLEMRIARTIZ 12.9%, FFRTFIZ 0.19%23 BRI X
DI ENRENT,

o IME, MIE. AMIZHT HPH]-Y ~ 7' & BHEYE OEMENEREIL., T TUIZBNWT T 5 L5
2 bz,

o [EBEBEMWERE ICHEE THRYG LPH]- Y~ 7V 2 (540 uCil20 MBq) 2 &8 T HY~T T X6
mgDBFEMEIZREFTHY | Bt EORMBEITRD bedo Tz,

AHBRIL, ~VTURES Q013410 H) KOVICH-GCP (1996 4 6 H) K TNFDA 21 CER 312.120 % 14~5F
L CHEE Sz,
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2.7.6.4 NN8640-4297
27641 ERRRHBREE

BRIkEER
Novo All¢, DK-2880 Bagsvaerd, Denmark.

Novo Nordisk A/S, Clinical Reporting Anchor and Disclosure (1452); email address:
clinicaltrials@novonordisk.com

RIRARES
YV ~7 2% PDS290 (10 mg/1.5 mL)

BRED %
Developmental name: /'~ 73 % >
Approved product code: NNC0195-0092

Trial ID : NN8640-4297

Clnicaltrials.gov identifier : UTN : Ul111-1187-9141

NCT01706783 EudraCT number : 2016-003910-29
Paediatric status :

ZNET

TBERDIZRE
FRED R 5 BEHEERE L AT 28BE DY ~ 7' 2 OERG% OEyEE, HEFRIER. Z4a
PR O BREME 2 EF 2 BREE 2 A 9 D90 & a3 2 alR

RERBEEEMS
1 SOIRBREREENFER T 1 4 OIBREEEMMEM Sz, LUFOIRREEEMIL, B4HEZAT
HERT, BBt E2 a2 —LEA LT

REREMEMER -
AL N A Y D 1 sk T I S vz,

Germany

DNRXE (GIAXE) -
A PR A S AR R A T DRI e L,

SREREART EFENDIT—X:
AERBALAE 2017456 A 20 H %1
AERSETH 2018455 7 17 H

Cut-off date :

ZZACHORT ARERIL, 201847 H 3 BEF R COREKT — X X— R ZEESN TV 5,

wmER -
2018 12 H 4 H
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AHBROFEHNE SR UIEN
AHBRIT, VY~ F COBREEBRAR 0 ST A0—H L U TEMES N, DR LB HREEE
(BRfE, rhEefs B, MRS 2 L8 L T2 BHERE) 25328850 Yy ~7 % v ORERS
e OEpEHRE EI)FLIER ., etk OB 2 B 7B EE 2B 3 D988 L eiat Lz, 9%
TOWRFIIABRDO Y A7 L XX T 4 v MIOWTHBHEZ ST 72, SBRICBIE T 20 5 0 FIE A it
THRNS, HRE O XEIC L DRIEZET-, R XS E OEN R BRI, IRBRIKIEE OLRER D
W AT,
BH -
THEHA
o  FREEDRI: D EREREREE (RE, hEE, HE, MREN AL L T 5 BERERE) 2 H T 58
BB DEFIRRBICBIT D Y~ V¥ o OgGgREEy, EHREHEL A T 205 & a3
Do
BRI E Y
o REORLIBHERELZE T OIWREOEFIREIZK T D Y ~T 2 Oy EERtEE2, I
WIRBRERE A A T D HIRE & LR D,
o  FREEORIDEREREEZE T MBI, WIRL TG Z23MFEERED Y~ 7B DR
BOERMNE, IEWREHEEA T H85E L LiGHE 3 5,
RERAE
o REBIL, BREORL L EHERE LA T AWERE K OIERE 2 BHEL BT oE 2 x4 L L
T Y~ T H DO YEhEE K O3S0 E R 7 © N 2 R OB 2 et 5 Uiesk. FE
B, KERE., WTHERBR TH -7,
o KERBRIZ., LLFDI0BEIDEKRENS 2D,
- [FIEBSESD=OOEERERE CEBE0)
- WRE OB ETERT DDA ) —= Tk CRBE 1)
- BHRPE K O EhRE 2 TR T 5 72 O OB K PE kBt 2~4)
- IRWENRE A BT A T2 D OFLMKREE CRBE 5~7) KON, BN CHEWENEE 2 F i 5 720D 1 #
W& DM AT CREE 8)
- EERADRET BB T oREE CRBE9) . AKBEIZEW T H EYENEZ TN 5 72O ORI &
1T-72,

BT A OMIKKILI TRESROZ &,

Visit 0 Visit 1 Visit 2 Visit3 Visit 4 Visits 5-8 Visit9
(Days -1-2) (Days 7-9) (Days 14-19) (Days 20, (Days 36-43)|
21, 22, 29)
Informed consent Screening 1%t dosing 2 dosing 3 dosing/PK sampling  PK sampling Follow-up
>1 day before V1 2-28 days 7-14 days
In-house In-house In-house

0.08 mg/kg somapacitan s.c. once
weekly for 3 weeks

PK: pharmacokinetic

o  EHEREEEZ AT OHEE OMA AL, BIE LTOREKIKIERE (GFR) ITESWW T To7, &
HIZ, 7 LT F =il ikSE . CKD-EPIR A W THEFRERRIEE & (eGFR) ZHH L.
Cockeroft-Gault:\x AW C 7 LT F =07 U T F A (CLer) #HEH U=, EELSEY iF 134T0
o tz, TRTOWREIZ0.08 mgkgD Y~ 7 & & H1E], ik T3E CEb2, 3K%0V4) |
AR N CR TG Lz, MBI K O3 PRI ER 23 HIi 3 2 720 O ML, #5105/
MZ . T _XTOHERE CE ISR I i 5% OB A Fhi L7,
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o IMIRENT &M LT DHERE T, FEERZRIGRINIEICHE > T BRI 28 U TS irin i &
ke L. 1RSI AT A Ici G Shiz,

FHE R VR SN - 1ERE 5L -

AR~ DOFMH AN TERBRE 1L 48 FITH Y | BT 7 BHERE - 8% OB FERERRE & OB RER
= EEOBRERE - MRENT AL EE T HAWBREDOLEEZ 16:8:8:8: 8L THTFETH-T-,

FHOABIOWERE N AT )V —=2 T %%, ZDOILSOFINAZ Y —= TR TH Y, 44608

~ TV H DGR T T, G 44 BIOWEERE BARBRICHAAN BT, Z O SCREERGEEE N
Inutest® DR FE & 1L L7=720, #ERE DY 7 — hE2HiE L7z, fOEENLA XV U EEATSH Z

ENRTEehololodd, BHEEEORERN O MO T, #ERE ZFEEY ITHAAND Z LN T
ol MHBREEIT 4B THY FREOWNRIZ15:8:8:5:8L7%-7-, IEFLRBHELZHETS
R 213 Y ~ 72 &2 o ORI GZRICFEREZ A L, BEOBKERTZ A3 28R 16018 s
BRIhE R I 1 A ANESE ) O ORI IR A I Lz, LR -> T, REBREE T Lot
BBt a1 THY, HREONRIZ13:7:8:5:8ThHo7=,

THRUVTFEGHEANRE

LA PULYE

o s 18EKLA L T5LAT (RIEHUGRER) OF 2

e BMI: 185 kg/m? L k. 34.9 kg/m?* LL T

o HRHNIHIE ST RERRIER EORKIEINE > 7o, BIHEREREE ORRED 1~4 O45FE EEER S L
THMAMES =2 R U > (Inutest®) & W THEIE L7 RERIRIER EIZE-S <) ITHET D4RE .
XIFMEENTIZ & DIEE 2T TV D HERE

LA BRAMILAE

o m, WHME., b LITREZMEL TWD, b LUIIRO ATREMEN S VD | W) Z2BEEE (4%
[ OB SIAEBN L0 @) & & 2 S D) 2 L TR Wb g, RAAUTZ D
= =S E )R (B EORKI UGN X 0 EY & B 2 S HREEE) AL TY
2, b LI B OIRBRER 55072 < &b 16 ARITHE TRt 2 ¥ 2 5 B 22 WATHAT s
D F MR

o EHSREDMET L7o#BRE IC BT 2 B E ICBE T 2B AR E , REOLREEE )T, K
ROFHM, TR I G EE OB 2 NEEHZ 32 vRetE & 5 Ll SR B2 BT D905
FH (BREEEMOHENC L D) o PlxiE, BEREES 263 2645E Tid, BilrEsLE, &
i, MbERERE S, T2 RERIEE AT 2ma ThBIE s L,

HERE, AERUERSAE. Oy FEF

IRBREKIL Y ~ 7> % PDS290 (10 mg/1.5mL) THY ., /K /T 4 A74 L0k E iz,
PDS290 ~ U HRIE AZR TR E RS Ch o 72, RRBR CIIIaRIEREL & U CRHMI3AT o9 =R
BT B RARA > MIRE LR o T,

V<724 PDS290 (10mg/1.5mL) oy MESEECHY . A0WRIT 201945 A 30 B
THoT,

5 HAR
wE G (Day 1. KBE2) 7O FEFHARDE (Days 36~43, K[t 9) £ TORMERE O T &5 1M
1236~43 HTH o7z, EBEORGHM & TERGHMICIZZN 2o T,

HRE, AERVKREAZ. Av +ES
KIREE DM HIT 2R > T,

SRl - E Ay EhEE

FHFHME X, Day 15 O 5% 0~168 RFIZI1T 2 MiEH Y~ 7' o & LR B — REEHER iR T
mFE (AUCoa6sn) & L7720

LUF OB EEIC B DM e mE I v & ) —x RARA o M, Day 15 DR#EHE G5 Day 43 (FH#
KRR FCOMmET Y~ 7 v PR — R AR T A D L,
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o Cow: EMFR Y~ 722 R
o tma EIMIEF Y~ 7 X PR BIERFH

FHmEE - e
o IRBREDOYEIF H 5 Day 43 (FHMAKNT) F TOREFGOREBHE
o RX—RT A UMD Dayd3 (FHBFAKPE) T TOPLY T B HURDEE

WEtFi% -

WA B O R H

FHE L 7B T BRI A O BT E S b O TR o 7oA, BIEREREE 2 H 1 DR E & %f
SIS BB A et L 7o SRR B 1T DI ER 2 B E O TH V. BEERE 20 T 285
BT X DB EBFICTRITE S B2 b,

FEAT R LA e OB SN T= T — &

BROIHTHREM : V~T X O G5520 & 1 RZTZT X TOWRE TR L. 4410
GOz, T4~ =2 RARA VN ROEYEEICET M XV —= RARA U hO
FEATIE ., B R OENT X RENCIE D & FEhE U7, SEMENRE Kk O 12 0VE A I BEE - D AT s B RS &
IR K O — Z X722 o 7=,

M REN « V~T X o050 EH 1 RIZT T XTOWRE L ER L, 460
ooz, BEMICETIMEN 2D ) =2 RiRA S OMEHE, et S E M 1
S& i L7z,

AREHARAT

S EhRE

T4~ =2 RKRA 2 b AUCouesnld. #EREEE HWTELIL T,

ER AR BAREAL (D) 2% 92 WER & 0 #7030 168 BER L 0 AT Cd o 7254 1~ 168 IR & C O ffid
MBI ES (W) ZHWTHEME L, fld LT AUCoesn AT LT

AUC.168n = AUCo1 +Ce*(1-exp(-AL*(168-)/A,e  Z Z T Cold B R ATRE 7R e #R I s DY FE DHE A & L 7=,
ERARER B () 2N R2FFMEVAIT, REFDOT e 7 7 A A E 2 2 HETE R o725
A ST 5 BEEEEREEREO A, OWEEMEO R IREEZ . YBHERE O L OWEME LTHWSZ &L
oo ZOBE, YT IHIWBRE OFRMEEZHEE (C) L THWAZ L LT,
HHEREICE T 5= FARA b (AUCo.168n. Comax X D tmax) 15, 5 DOBHEREDFR R
BEAWTEL L7, AUCo1680 2 O Conax [2 DWW TUIE L SRR RO E & LT, 080T
(ANCOVA) % M\ CBBERERE S 28 7 29508 O IEH 72 BHGE 28 7 D 98 o3t 9~ D REfE 2=

() ZRbES3 2 1 90% (S HE XM & & HITHEE L7z,

MARBEHT 2 LB L T HHERF LN D, TR TOFEREREEZ AT HHHE DT — X 1253 < AUCo.168n
DOFEFTIX, BHERERE ORE DK 1% HEFCRER AR R (eGFR) OXE CE X -7 L% Hn
TRV IR LI L7-, AFITE D HE OHEEMm ST 5 il 95%E XM & & b bz,
eGFR & AUCq.165n DBIFREAY, IRBRAIC MHENT & B & - 2 P50E & MO 7o WEBRER CH—Td
L EETERNZD, I ORI IEENT 2 L8 & T 5 WBRE 2 & o iz, MENT
B LT HYERE D eGFR & AUCq. 1650 DREEIZ T 2 B ZFHET 572912, 2o OBRE 5
DIRIT BT o T2, WEEM LT VT F=2 7 VT T2 A (Cla) OHEEMZDAZSE LTHW
7= [FREDIENT OFE R 2R L2, AUCo168n & eGFR (CKD-EPI TR L72_— 2 T A i ; difiZs
) . KOVAUCo. 680 & CLer (Cockeroft-Gault = CTHEH L72R_R— AT 1 UE ; @5 AE) OBMRL X%
FAWTR LT,

Freesuin

HEERR O ~ 7 VX UHROEAR, SBidHEEZH O TOR L, YT T2 o OFEE G D
Day 43 CERt 9. FHHHAKN) ETICRIA LT R TOREELLZMTICED T, BAEFELIT. BIE
B, V=T UH OB OBRE S RT —Z & & bIc, WERE K OB IR EREIC —E TR L
Yl

Tl

+

WU

)
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FHE S N HEHRIT FEN O OB FIT R o T,
BEBREER
KA AU B P B 1 T 72 HERE 29 % B SIS 00 572 2 B HEIREA 24 % Ot
(1 Q561, 56.8%) . &t (196, 432%) ] Thoiz, HEBREOMHEINL, BEHEORELZB LT
IFIEB ST LTV,
PR DR—RA T A AR FRITRT,
N2 T A RO R (e R DTG4 )
Requiring
Normal Mild Moderate Severe haemodialysis Total
No of subjects 15 8 8 5 8 44
Age (yrs)
N 15 8 8 5 8 44
Mean (SD) 46.3(12.6) 62.9(8.1) 57.0(8.6) 53.8(13.2) 44.5(10.6) 51.8(12.6)
Median 47.0 63.0 57.0 58.0 51.0 53.0
Min ; Max 28.0;64.0 48.0;74.0 44.0;68.0 32.0;66.0 28.0;55.0 28.0;74.0
Height (m)
N 15 8 8 5 8 44
Mean (SD) 1.74(0.10) 1.73(0.08) 1.69(0.09) 1.70(0.12) 1.74(0.09) 1.72(0.09)
Median 1.75 1.73 1.68 1.69 1.76 1.71
Min ; Max 1.59;1.90 1.59;1.85 1.57;1.85 1.55;1.84 1.57 ; 1.83 1.55;1.90
Body weight (kg)
N 15 8 8 5 8 44
Mean (SD) 80.2(19.6) 88.8(15.6) 86.9(16.7) 75.7(12.1) 78.4(19.1) 82.1(17.4)
Median 74.5 95.9 85.5 71.1 78.3 81.0
Min ; Max 57.6;114.6 64.0;108.5 65.5;116.9 65.5;95.0 49.2;108.0 49.2;116.9
BMI (kg/m"2)
N 15 8 8 5 8 44
Mean (SD) 26.1(4.2) 29.6(4.4) 30.3(3.1) 26.1(3.2) 25.7(5.4) 27.4(4.5)
Median 25.5 29.6 29.7 27.3 23.7 27.0
Min ; Max 19.5;32.1 24.8;35.0 26.0;34.2 20.5;28.1 20.0;34.8 19.5;35.0
Glomerular filtration rate (mL/min)
N 15 8 8 5 NA 36
Mean (SD) 121(16) 74 (12) 44 (9) 22(3) NA 80 (41)
Median 125 70 40 21 NA 80
Min ; Max 98;149 63;89 34;59 19;26 NA 19;149
Estimated glomerular filtration rate (mL/min/1.73m2)
N 15 8 8 5 8 44
Mean (SD) 105(12) 54 (10) 31(9) 15(3) 10(6) 55(40)
Median 104 55 29 15 9 45
Min ; Max 81;124 40;68 21;49 11;18 4;25 4;124
Estimated creatinine clearance (mL/min)
N 15 8 8 5 8 44
Mean (SD) 126 (23) 69(14) 44 (6) 22 (6) 17(8) 69(47)
Median 125 67 44 23 15 56
Min ; Max 97;179 56;91 35;55 15;32 8;35 8;179
N: Number of subjects, BMI: Body mass index, SD: Standard deviation, yrs: Years
EYEBREDHER
EH 7 ERRE A A T DR, B, PEE KO EEOBEEERE A A T 2 HBE 22 b N IEET &
VBT OB 2R E LT/~ T F 1 B TG4 3 EIEmEZIC, EYERRICET L2771
~ )=V RARA L MROWRRE D XY —x > RARA > M 5L F OGRS b7,
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TIA<Y =T RIRA 2 D AUCouesn T, EH72BEEEEZ AT H2HE bl LT, EEOH
BERERETE O WEERE K OB 2 3 & T HHERE CRE o7, EFLBEELZ R T 2 HHE
(2% 9% AUC.168n D ELOHEEAEIL, FHE O BEREREE OHERE T 1.75 (90%(S#HX[H : 1.00;
3.06) | IMFZENT &2 HE LT HPBRE T 1.63 (90%EFEIXM : 1.01;2.61) Thol-, BE K NF%E
FE D EHERERE E DO HHRE D AUCo6sn 15, IEHRBHIEEZ AT DHRE LR CTH T, EFLRE
BERE 2B T D HBRE IZK 92D AUCo1680 D LLOHEEAEIL, #8E OB FEREREE OHERE T 1.25 (90%
R © 0.74;2.11) | FREEEE O RFERERRE OBL5RE T 1.27 (90%FHHIXH : 0.77;2.07) Th-
Yl

eGFR X TN CL ME T L7258 12 AUCo168n DR E L 72072,

- IMRENT & B LT DR 2 BRI L7235 A D log (eGFR) KX TN log (CL)IZ 3T % AUCo.168n D
& OHEEMEIX, ZhEi, -030 [ (95%FFE XM : -0.63;0.03) . p=0.0738] K 1*-0.34
[ (95%(E#HIXH : -0.73;0.04) . p=0.0800] T >7=, eGFR & CL, DX FIZHED AUC,.
16sh DEERIT, MIENT 2 LB LT HPHRE 2RI LT2GE . MitIcaE il o7,

- MIEENT &M LT D HERE &G O T2 HA D log (eGFR) K U log (CL)IZ %95 AUCo. 1680 D
T OHEEMIL, i, -0.22 [ (95%(E#XH @ -0.41;-0.03) , p=0.0234] K T*-0.26
[ (95%(EHHIX[H : -0.48;-0.03) | p=0.0247) Toh 7=, eGFR LT CLe DL FIZfE S AUC,.
lesh DEERIL, MR BT 2 LB LR E 25056, BiHMICAETh -T2,

WEREH L Z ) — FRA LV FOFERIZLUTO L BY ThoT-,

- EREREZ AT OWRE D Conld. EFREHELZATIHBRE LRETH- T, EFER
EHERE R AT DHBRE T T D Coax D ILOHEEE T, R OBFEREREE OHHRE T 1.31
(90%(EHEX ] : 0.71;2.39) | HEEREE DB REREREE O#ERE T 1.40 (90%(EHEXH @ 0.79;
247) | EEDOBEBEREEOWERE T 1.47 (90%EHEIXM : 0.77;2.81) | MiEKEN %2 42 L
LB T 1.34 (90%(E#IX[H ¢ 0.77;2.32) Tho7,

=t O REITBEEREEOREICL > TRARY | —B LIEBRITRD ONRD 5T, trax D
RO, IERWRBREEZ B T o0 T, PEE R OEE OB EREREOWEBRE . 7
5N MPENT 2 M E L T D85 T, T 8 Reft], 27 B, 12 BRI, 12 Rl R OY 14
H#Fﬁﬁf“ﬁ)@fio

ZEMEDIER

RS G T CRAL-AERESIT., TXTOEZE L T 2401 (54.5%) 65 s Shniz, K
SO EFGITEE 01E) THY . 22061 (50.0%) THESINT-, FOMD 150 EFLIT
MERETHY, 9 (20.5%) THE SN, BEEOAERRIIWME SR o7, IBBREEER
kv =T x L ORFERES THY | UL TAffEESH V| S HE S AEFSLIT 184137
ECholz, ZOMD 176 (38.6%) 28 FFOAFEHFELRIT, IBRELEAICEY Y~vT 2 LD
RERAGRY (72 L) LHEESNTZ, AEFERICL DY ~T IV H L OFREEBOET IR, AESF
BIZLDZDMOE LITONR -T2, TRTOMREIIHEEFR LV EE L,

T @mE Snenolz, FHAAEE CORBRTICEERAEFRIIRE SN 2T, EEZR

HEER | N EBFERICRESNTED, YT V&L OREMET R - T-,

FHE CHE SN AERES GYEDIRDE) X % - 2FEER IO EEAOIRIE] (16
) . TERREE ] (141 KO TiEiRB I OEAHRREE ] (114 Thotz, ZERI
KOGHE 1% - EHEEL LOBGHMAORE ] (TSN EEEROH L, @BHE THE X

Ni-AEEGT [RMEEE (61F) RO TEHEMER 1) Thoto, sERIKSH

MR REEE ] RO THEH-RB L O S HEES ] IOBESNAIAEFRO I 6, mHEE TR
HINTAEFELL, s [80R] 41 KO TR (61F) Thote, T XTOHRE
FHOEIEEITRE IPEE CTh o7, BHIEREL AT 20 E & EF B HEZ AT 58
B & OBIT, BEFROOMAICHLNRENIRD beho T,

PREBIRE % - 2FEEL LORGEAORE] (B SND, ERENSICEE T 5

HEFELN 2H (4.5%) 51RO ST,
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o« ARRCIE, WTROWEREC LI~ 7S BRI SRS

SRDHER

V=7 s R R TG 3 RIS

o VT UK UDBEEREIL, EWREHEEZ R T OGS Lkl LT, EEOBKIEREOERE
KOG BT 2 B & 4 DR E TRE L, GFR DK FIZfE-> TRE L R AN AH BT,

o  EHHEREREEAZB T HMIRE O Con T, IEFH R BHEEZ BT HHERE LR TH 572, Cunx (2D
T, BERERIEB DN DT, tne O PRI EEREREEOREIC L > TR Y | —B L7-BmIE
B LN T,

o ARFBRTIE, Hii- e eECARMORMBEII REINR o7,

AR L, ~V R ES, ICH-GCP (WA EDORE #&Te) LKTUVENISO 14155 }2 18 21 CFR
312.120 Z 857 L CE i S iz,
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2.7.6.5 NN8640-4298
2.7.6.5.1 ERRREBRME

RERIREEE S

Novo Nordisk A/S, Clinical Reporting Anchor and Disclosure (1452); email address:
clinicaltrials@novonordisk.com

Novo Allé, DK-2880 Bagsvaerd, Denmark.

RIRBERES -
V<7 % L (NNC0195-0092)

A4 -
V<7 % L (NNC0195-0092)

Trial ID : NN8640-4298

Clnicaltrials.gov identifier : UTN : UTN-U1111-1187-9247
NCT03212131 EudraCT number : 2016-003911-36

TBERDIZRE
R N VAR O IFHERERE B 2 T D HBRE O Y ~ T X v O E % OKmEIE, FEI1ERIER
LA R OBENEE EH R ITREEZ A4 D90 & a3 2 alR

BRELERS -
| SOBBEMERIBIT 1 4 OWRELER IR Shiz, UTOWREEEML, B4HTLAT
HEAIT, HBRRIERE T L e a— LBA L,

‘P

BERE MR -
ho FRBRIE R 1 3F 7 D LLUF Offiak T Ik S iz,

Slovakia

DNRXE (GIAXE) -
A PR B S A E R A T DRI e L,

JREREAR FREODI7—X:
ARERBAAAH - 201748 H 16 H 551 FH
#BR5E T H (completion date) : 20184F-3 H 8 H

Cut-off date :

T OACESRT ARERIT. 2018 4F 12 A 13 B TOERKRT — % _X— R THSW T B,

wmER -
201941 H 11 H

AABRDOBZHE R R VIR

AR, Y~ TV F U ORGRIEERRE T 0 7T AO—H8E L CHEM S i, 8RR O O TS RE R
HFaeHTLHEBE DY~ T2 F o DRERG®ROEDERE, EKERER, ZeEtEk BRI Z IER 72
ITHERE 2 A7 D B & LIRS LT, TN COHBREITRARO Y 27 LXK 7 4 v MIHOWTHH %2
27, PBRICBEE T DM SO FNAE IS DRI, BREN S LFHIC L HFAE G, HERE T4
[ DIERY 2 ZAHTHE N IRBRIKRERE ORBROEH 2521 72,
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BH -

FEHP

o  HEROHEEDIEERE LA T OWREOEHEHIREICB T Y~V U OBRGEREY, IEH
IR RE A B T DR E & R D,

BIRAE Y

o WREROTEEDOIHIERE A A T 2B OEFIREBIZE T 2 Y~ T & v DRy EhRERHE

. EHER TR E A T D RE & T 2.

R RE e ONR A FE D IR RERE 5 2 3 D BRE O E TR T 5 Y ~ v & v 3T aERFE

PEZ | EHE N2 A T D HRE & G 5.

o HRPE N OVHEEE OIFHEREREE 2 AT DR E (2, BRI TG &3[R EHRFO Y~ T H D%
MR OREMA . B RIEE A 3 DR & ILEGH T 5,

BERAE

AFRBRIL. LT 108 OKREN 5725,

o [AERSGAEEDT-DDKEE

° ATV == TRt

o 3[EIDF G KR K OSEYENRE 2 FEAM 9~ 5 72 8 O S[al O FR 1 K%

o ARERIK TREOEZL I KL

B ORERMIL 38~71 B CkBEE2 (Day-1) Ai2~28 HIZAZ U —=2 2 %%}, Day 15D

BRHAMIE 36~43 H]) ThoT-, KM L Z A 227 RO RFRRC 20 U 7 240 2 2550 L 72 364072

Tua—F ¥ — MIOWTiEH, K1E2BROZ L,

Visit 0 Visit 1 Visit 2 Visit 3 Visit 4 Visits 5-8 Visit9
(Days -1-2) (Days 7-9) (Days 14-19) (Days 20, (Days 36-43)
21, 22, 29)
Informed consent Screening 1st dosing 2nd dosing 3™ dosing/PK sampling  PK sampling Follow-up
>1 day before V1 2-28 days 7-14 days
In-house In-house In-house

0.08 mg/kg somapacitan s.c. once
weekly for 3 weeks

PK: pharmacokinetic

X 1 #ErT VA

BERE VL, Day 1. 8 KON 15 OFE-Ai & OFRMLAT 8 REHILL BAfiR OKIZAT) & L7z, FE S/ kPihs
(2, SRENRE K OSSR EIE R 70 D NS R SMERRR IR A TE B 2 39~ 2 72D ORI 217 > 72,
FHEIR U S TR E 5K
AR A~DOMAAN T EBRE L34 GITH O | B 72AFHEHE « B ORFRREREE « 45 O fTFkReks:
EOWBREOFEZ 16:9:9 LT HTETH-o Tz, HERE OIFHERED 3 ¥AIE Child-Pugh A =2 729t~
TAiT> 72,
THMRUVEZEGHANEE
T RS RULYE

1. A 18l b, TS EL R DB

2. BMI: 18.5 kg/m*LL [, 39.9 kg/m?LA T

3. EHWRNTHERE A A T D HRE U INTHERERE T (R XS 2 H 7 HRE
FE AR BRAN A UE
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1. #ha, #BHim,. b LIFEEEZFLEL TS, b LAIEHROPREMEN H 0 | @Y 7 lEtys:
(B E OHLHI SUXEFNC L 0@ &35 2 G HBHTEE) ZREORBEEER 5% 0L 16
B E CTHEA LW gibg

2. ARAXITZEDO/R— M=) ekatyE (B EOBH OXEFNZ X @t &5 2 G kT
15) ZEHL T, b L IEREOIBRIER 5%V &b 16 BRI Tt 2Pz
2 B TR W EFEAT i D B MR B

3. BEIRMIC2SmL A A8, £ A7 U —=ZFi90 B LAIZ 400 mL Z# 2 54
i SV A ek i & SEhE U 7= g R

4, FPHEREDMINT L7o#kBrd i) D ATRERERE I BT 2 B2 bR & . i 0oL 2%,
FEROFHL, IFXTRBR I M EOESTF 2 NI T 2 RN H D LW SN KEEF T 5
R (RBRELEAT ORI K %)

BERE., AERUVERESAE, Oy FES
RBEEIT Y ~ 7> % PDS290 (10mg/1.5mL) THY, /A /T 4 27k ks,
2y &SR <57

5 HAR
B ling OBMIRIL 38~71 B CRPE2 (Day-1) Ai2~28 HICAZ V—=027 %3 L, Day 1 nH D
AEAHIIE 36~43 H) Tholo, KHEE OKBERIBILEF 10 THh -7z,

HRE, AERVKREAEZ. Av +ES

STilEL 2 . ZYFhEe

HBREICBT 57 I A~ - RARAL b

e Day 15 DFEHEFEGH% 0~168 IRHICI T D MG Y~ 7 o & L JREE — W dhAR T s (AUC,.
168h)

EENREICET 28 XY —x v RARA b (Day 15 D#&E LD Day43 (ELHA KRR £ T

(ZERIfL X 7 MR AR

o Cua: WEIMIER Y~ 75 RS

o tm : EWILIET Y ~ 7 F YRR R

S BREIC BT AR = RARA b

LU OEYENEEIZBI T DIRR Y RARA > M, Day 15 Ofc#&EEE D Day 43 (Fhidkbt) £

TOMIFHF Y~ 7 & PR — R R B T ifE G 8 L,

e AUC. : O~MERKRFIIICEIT 2 MIET Y ~ 7 v & R — IR AhfR T i fl

Crrough : 17 7 IfLIE RS

tin : REAAH A

MRT : ¥4 7 RE e

CL/F : AT ORk7 VT A

o VJF: AT ONHEE

O ZEERICB T 2R RARA Vb

A VA URERER AT (IGF-I) KO A ) URRRER A5 A E -3 (IGFBP-3)

e AUCIGr1GFBP3, 0-168h @ BF&H% 5-1% 0~168 RE[IZ 35 1) 5 M o IGF-1 313 IGFBP-3 5 — B[ phifR
iy

o Coa ! BRI G510B0T 5 e ML i g

o tua o ECHEABEGRRITISUT D B i LI FP R R B 2R R ]

o 168 FEMIZ3H51T D AIGF-1 X IFAIGFBP-3 : IGF-1 X% IGFBP-3 DIfiLiF I E D_— 2 T A L) b fiefk
Be 5% 168 FEflil £ TOE L&
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o 168 HFICI51T % IGF-1 XL IGFBP-3 SD 2 17 : Ici#k#% 544 168 BRfIC 31T % IGF-1 = Wi 7
(SD) A =17 XX IGFBP-3SD A= 7

¢  ConxSD A7 @ Fch54% D IGF-1 X% IGFBP-3 @ Coax (2535 SD 2227

R AVE CREGER (GHBP)  (JRBRIFEMEEHEEOWETIZ LV LT Z800)

e AUCqusp, 0-168n : BA&HEEG 1% 0~ 168 RFRIZ 1) 5 MG T GHBP J B — RER R~ i fd

o Coa : BRI EHICRIT D R LT

ot KGRI IS T B dc i I TP R R R

o 168 KEIZH51T HAGHBP : [fiLiE ' GHBP 2 D_X— R T A 5 b Bt 5:1% 168 R & T &k
B

e ~X—2F A @ GHBP

A - et
MR Z) =2 RARA b
o N—RTA UMD Dayd3 (FHFAEKLE) T TOFEFZORBEE
o N—RT A5 Day43 (FRFAKEE) FTOHY~T U U PURDFEA
BRI F ) = RARA Vb
o WA E D Day 43 (LA NREE) £ TOEGEALLON DR B4
o RN—RTAUNE Dayd3 (BE&FHAKEL) FTOHKFTH
o UUTOHEHHDOR—ATA )b Daydd (FHiHARN) £TOEL :
- KE
A B A A
DB
AT DA MRAETEE (LR, ML RARRAS, 22 iR e K OV 22 fE i
A LAY V)

WEtFi% -

R DN R E I TIERIE DT 5.2 % 1T 12T R TCOWEBRE 2 &0, REMMHNT R EM & R DOfE
Wkt RERIZR—Tdh o7z, AUCoiesnld. MIEBRIEEZ AW GERI L2, EEATER &R (1) 23
QM LV %> 168 L VT CTH - T2HA . t~168 [l £ TO AUC O [HEifE I FHEE M I T4
() ZRAWTHEH L, Fik LT AUCoien ZFH L7z, FFHEREORENNICEEHMHETRL, 774
<~ V= RRA L FDF T 7121%, AUCoaesn EMTET VT 2 (R—=R2 T A V) (HERER) &0
BEIZOW T O R b E DT, reilbfatEDOMiE & LT, ool (ANCOVA) % FV T
WS DR RERR S O 9B & B R 7R NTRERE 2B T D95 ot 9 Rt 2= (bb) ZHEE L7z,
FRFEWHNE, ti=log2Q)/A, & L THEA L7z, LI, BERMBOT —X 2o\ T, B WL ORI %
ISEEEL, B AR E L LR RR oM E & UCHEE Lz, B, diRoRkgoisof
7B (RIEER) Z26H L7n, AUCL TERFEIC L VTl L, AUC)IE

AUC1stAUC extrapolated & L Tt L72, AUCextmpotated=Ct/A, & L, = 2T, tIZERATRER LI, Ctix
ERATRE R S DR OHEEE CTH D, 7V T T A (CLF) 1FHE/AUC 6 & L TEFRE L72,
RIS 2 WNT DA EFE (V/F) 1X, CL/F/A, THEE L7,

e, MR OERIT  RARA > MIT T, LM EEZ AW OR L, ESEMERICE
THZ RRA v M. & E51% O IGF-1. IGFBP-3 X (X GHBP OfiiE 7' 1 7 7 A /L SV CEHE
L7-, AUCIZEET D=y RARA v MIBEETEEEZ W GEEIL 72,
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BEBREER
KRR DY DR—RA T A V% FRITRT,
N— 2T A RED R (e R DTG4 )
Normal Mild Moderate Total
N (%) N (%) N (%) N (%)
Number of subjects 16 9 9 34
Sex
Female 9 ( 56.3) 4 ( 44.4) 6 ( 66.7) 19 ( 55.9)
Male 7 8) 5 5.6) 3 3.3) 15 ( 44.1)
Ethnicity
Not Hispanic or Latino 16 (100.0) 9 (100.0) 9 (100.0) 34 (100.0)
Race
White 16 (100.0) 9 (100.0) 9 (100.0) 34 (100.0)
Country
Slovakia 16 (100.0) 9 (100.0) 9 (100.0) 34 (100.0)

N: Number of subjects, %$: Percentage of subjects

EVHERVENZHERADER -
IEH 2T RE 2 A3 DR E 70 D NTRER O HEDOIRERE T 2 AT 2B 2R L LTy~
AU 1 RIRCT e A 3 AIEMIR IS, PUT OSRWEIREICBI Y D AR DME b,

TIA <Y =T RIRA 2 D AUCouesn 1%, EH 72IFHEEEZ BT 28508 & bl LT, HF2%ED
FFHSRERE = DG CRE Do 7o, EFRIFEEEZ A3 D2 BRE 1255 AUC). 1680 D LE DO HEEAE
I, T O AFRERERE E DR E T 1.08 (90%[FHE X : 0.66; 1.75) | EEEE D RFHRER = O PR E
T4.69 (90%IZHHIX[M] : 2.92;7.52) TH-o7=,

B N NP AR FE DS RERE E DY E BT D h v U —x2 0 RiRA > D Coax Tl AUC,.
16sh & FIRR DRI A BT, Coax DEEOHEE L, 5 O JFHEREREE DO WBRE T 3.52 (90%(5
FEIXE 2 1.97;6.31) | R OFFHEREREE OHERE T 095 (90%FHFHIXH : 0.52;1.74) ThH-o7T-,
tmax D HFRAEIE, 1B 72 IS RE 2 A5 D WEBRE I O D IS RERE = OB E T2, 11.9FF
MR O8I TH -T2, — ., PEEOIFHEEREDOHRE CIX 5.8 TH v | IEH 7 ITH

2.

3.

REZ AT O HBRE L i L TRE o T2,
o MREMEAFY -z FARA L M TR TORRP GO,
1.

AUCo... (ng*h/mL) DA FT, IEH 72 IFHERE 2 A 9 985 C 1870 ng*h/mL, B D TH%
REFETE OHERE T 2279 ng*h/mL, H 55T O TGRS O #ERE T 7728 ng*h/mL T -7z,
Curougn (ng/mL) DT ELL, IEH 22 FHEREZ A 3 2 45E T 1.51 ng/mL., BRE DO NFHEREREE
DR T 2.12 ng/mL, TR DATFFEREREE O HERE T 2.67 ng/mL TH o7z,

tin (REME]) OMFEL, EH 22 IFHRE 2 A 3 2 R T 50.3 REfE), BRI o ITRERERR 5 O 5k
FC 534, PEE OATRERENEE OHERE T 39.5 FFH Th - 7,

MRT (F§f#]) ORI, EF 722 FRERE 2 A 3 2 965 C 85.7 R[], R oD ITHERE IR 5 O R
FC 5.9 IRFfH, WL DATRERENR T OB E T 55.5 FFH Th - 72,

Rindor V77 oA (Lihkg) OKMAELX, EHE72FHEREZ A 3 2 #83 T 0.052 L/ih/kg,
8 FE D ITHERERR S DR T 0.042 Lihkg, 155 EE ORFHEREFE E O HBER# T 0.011 L/vkg Tl -
77

T OSHERE (Lkg) ORMEENL, B 2IFEE AT D H5RE C 3.743 Likg, B|ED
ITHERERE T O PBRE T 3.258 Likg, W5 B O JITHERERE 5 O T 0.630 Likg ThH o7,
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EAOFEWERIZET 2= R4 > b (IGF-1 XV IGFBP-3) OfEFAIL, 7T A4~V —=x > RiRA
YRR DHE ) =2 RARA  FOMHE L [FRETH 572, Coaxs Conax SD AT |t 1, HRJE
DT REREE OBERE & B e FERE 2 A T A HBE M CREEWVIIA LN o T2y, 5
JE DRFFSRERR E O YR CITIET e RE 2 B 3 2 8 E L ik L7288 CTENRE o7, 168
BRI B0 DAIGF-1 LV IGF-1 SD A a2 7 I OWTIE, N—2 T 1 MEIXIER eI RE 2 H 4 D8k
B & 9% EFSEERE E A2 3 DR E TR o 72 A3, RS K OVR AR FE O RS RE R 3 O #E 5k
FHCORISITIEIERBRETH > 77,

V=R 1 Rl TS A 3 a1 FE it D GHBP @ AUC. 6snlE. 1B 22 ITHERE 2 A4 5 PR
E G U, BE R O O TFRERERE B O ERE TRk Ch o 72, £/, GHBP O ¥ 7 a7 7
AT IER 72 NTHEEE 2B T D950 BE R O EE O IFEREREOHERE TR TH V. ER
U723 PERICEE T 5 = RARA > MIFHSREDORRE 2B L CREE TH - 7=,

IGFBP-3 OB KA > b TiL, IGF-1 TOFER & RIEDMER NI 5 3Tz,

ZEMEDIER

o HEERAFTFERIIWMESINRNoT,

o SEITIOREFEERPHEI LI,

o  KEOAEFRTBETHY (61F) . ZOMDIHTITHEEZ TH -T2,

o TRTOEMIMALIE @41F) 1%, THEEOIRIERE OWIRE 2B TRHAL, Y~ Z LD

RERRIE [0 LHESNT,

TRTOWRE TR P ICEEER LV EE L,

AR T, iy ~T & PRI A N o T,

BRATR, KE, A X P A > DEREOZEMERARRAEE B 2OV T, BRMICRIEL 72
DEACITH NI o Tz, —JF, MBPHENE A AV NI T 537 A —Z TN BRIz
23, RRBRAT X 0 WP RBRRE T 5L 2 BUBEIRIF OAREE Th o T2 ATREMEDN & 2 BTz,

Bl 72 e OREITI R SR o T,

EARDEER
Vs B R RS 3 R FEE

VUK v OMEGREIL, IEHE R ITSRE R AT DR &bl U CL R O IR RE R E O iR
HTREMoT,

IGF-1 &, OV IGFBP-3 (%, 1EH 72 iTHSRE 2 3 2 #Bis & bl U CHREE I OV & O ITRE RE RS 55 D 4%
BECIEN-oTm, 2T, REZETIERETIL MO TS, ERLVEVEPIEICE D
boLtEZLND,

V= 7B gEFE% O GHBP IS EEORRE 28 U CRIRE Ch o7,

V=B ORI OERMEL, EREOREZE L TR ThH -7,

R ORFRERERRE E O YRS CIIBBERDLPRE SR, Y~ V¥ OB EZHET DY
IR EEBZBND, TEEREEZ B T DH5RE TIIN—R T 4 TIGF-I BMEL . +o7eia#
SOz 1G5 7201213, ITFHRRERRE 28 SR WEBRE L i L C L 0 mHEDORE R /LVE 3
W2 B R[RREN D D, LIDL S, VY~ v X ORGEITLZEME R OE M FSUWCER)
IR SN D TETH D=0, IFRERELZH T2 BE ~O— R HES IV E RN E B 2 B
Do

ABRIZ, ~LY R ES, ICH-GCP (MENXEDIRE Z&Te) K121 CFR 312.120 23857 L C £l
iz,
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Trial registration ID-number : UTN : Ul111-1145-0211

NCT02229851 IND number : 116327

EudraCT number : 2013-002892-16

Japanese registration number : JapicCTI-152767

RERDIZE

RN R ARV AR AE (AGHD) BE A2 x5 E LT, 35HM (S3HEMOIFEROIEEH S
D) IZBITDY~T &0l 1 BIEGOFMEKROLZEME 77 2RO 1 [Bl# 5 & O Norditropin
FlexPro ® 1 H 1[I G- & biRatd 2, Zhax3tFE, EESIEE, BMIEAEI0 i, WATHEM, 77 +&
AR (CHEER) . R GFEMR) R,

55 : 34 R OFG AR RO 1 B D wash-out HH, 726 CNCEEMMIEZ S2 @B oG HARKE N1 H
[l D wash-out HifHl, #5-WIRHIF 57T 86 HfH,

BERETERE
ARERDOBL ELA2H T HEAN (signatory investigator) / VEBRFHFEEAN (co-ordinating investigator) %
LLFDiEY

Sweden.

REREEEER
AFRBRIT 16 # [H 92 fiigk (B GRE~OEEIEAE D 1),/ B0 Y TERIT- 2 figkdk) Tz, [EEH
WIXLLFO@Y c BRIN, a7 A=A STV T7 AR, ~bL—yT7 M7 7Y H, KEEKOTHAAK,

DNRXE (GIAXE) -
A PR A S AR R A T ORI A L,

RERHEAR DI —X -
RERBAGH (RAIOWERE OXIEIFKRE) 20144 | 5 3atH
10 H 31 H

Ak T H (BRI CoORE OWRERE D i
aRRE) 201745 A 1 H

Cut-off date :

T BRI (34 DN

TR T DRERIE. 20174 6 A 23 BHIFRLCORRKRT —Z RX— R 2SN TN D (34 ER O# 51
WoOT —2 2R ERBRYROT —4X—20 >y 7 H) |

7 R B SEHEE EE D D OB 2 & O 7 cut-off date [ £ 2017 47 A 26 H,

BE -

FEBW

e AGHDEEZXH L LT, BEHMBEDO Y ~TF ¥ o ORIAERGOENN 27T v R EHEE LT
FRAES 5,

ElREIEH
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o AGHDEFEZ X% L LT, 34AMTEICBIT L Y ~TF % o Ol a5 ORI 220 2 3l
Do

o AGHDHEEZXHRE LT, K86 HEM (EEREBRIAM L EEMFE) oGIcB T Y~ X
> DB MR ONZ M E Tl 5,

BERAE

ARBRIL, sk IR, ERRILE, MEAEI T, WATHERE., 77 BAx| (CEER) | FEEXR
GEEM) RBATH o7, AFRBRTIX, AGHD BH & x5 & LT, 34+1 O F2RABRMIH (8 1]

O BRI, 26 38 O H EHERFHI & O 1 O wash-out i) O Y ~7 > % 0 1 [m# 5.0

BIMER OZ 2% 7 78RO 1 B 5 &% O Norditropin FlexPro @ 1 H 1 [B]$: 5 L b Lc, K

AR, FEEBRIIRIC e T 52+1 I OIFEMOIER IR (8 W o H EFHHEIR . 44 RO H &

HERFHIA K OY 1 8 [# 0D wash-out WifH]) Z3%iT 72, HBEGHIRIZ 86 TH -7,

AGHD #£3E %, BV T 2:2:1 T, Y~ ¥ . Norditropin FlexPro #f (ﬂﬂ@%ﬁ'ﬁiﬁ? WZxr LTIk

B X7 7 'R (V7 Z R LT TEHEER) OWTIUNITEERIZEID 7,

%f/ﬁébi' DAHFIZEBWTIR, 2204 (AR ZDMOE) | 5 (%‘fﬁ/ﬁ‘ﬁ) S ORI DK R

* (BERFEOZKHY 72 L) TREHIL,

*REOPERFEEE (OAD) IZXD%E LTCIRIR 23T TV D BRI BE T, —#HOBINEAE GEMITIEER

FhFtEE ORI 11 22 0) 20 LG EEA AN Z e an & LTz (AAZERL) .

FERBHMOK TR, 77 8RO RE LY~V o oR512810 2 51, Norditropin

FlexPro ﬁ@%ﬁgﬁ%@ﬁ}ﬁ V=7 & BRI Norditropin FlexPro #£12 1:1 D LLER THEAEZAIZEI D 417 5

e (EEREIV TSz T j: BAIDOIAEZEID AT LR CEE AT L) , ERBIRET

L, BB IO LA EFES. eI D BRBRA K OFE IOV TEMBICHHAE LT,

SRR VBT SN -KEREL

AGHD 83 280 G EAEAEI D AT S D K 0 FHE S 4L, 301 BIAMEEAERAEI O A1 S4u. 300 B3 155
OB %22 T2, 1 BIOBERE PNEERFI 1 Shic b ODIRBREOR 2% T iinole, 209
H 27761 (92%) WEGZ25ET Lz G4l ORGHM,SkEE 15 £T) o 52841 (9.3%) 7235ikEra h
Ik L (Y~T 2 R 5.8%. 77 EARHRE 9.8%. Norditropin FlexPro #f 12.6%) . Hi:D%<
I, WEBRENSOR LHICE Db D ThoT-, [Z0fh) OFH CHRBR A F Ik L7=giBrE oFicix, &
RERD 23.9 I L2 T T ARBEDO 1 FINE Tz, BEELOD SH (77 BAREE 1,
Norditropin FlexPro £ 4 f5]) WNRERIEOR G2 F ik Lz (Mo ROERR) |

BB DR & AT R GAE]

Placebo Norditropin Somapacitan Total
N (%) N (%) N (%) N (%)
Screened* 510
Randomised 61 (100.0) 119 (100.0) 121 (100.0) 301 (100.0)
Exposed 61 (100.0) 119 (100.0) 120 ( 99.2) 300 ( 99.7)
Completed treatment 55 ( 90.2) 107 ( 89.9) 115 ( 95.0) 277 ( 92.0)
Discontinued trial product 1 ( 1.06) 4 ( 3.4) 0 ( 0.0) 5 ( 1.7)
- Adverse event 1 ( 1.0) 4 ( 3.4 0 ( 0.0) 5 ( 1.7)
Withdrawn 6 ( 9.8) 15 ( 12.6) 7 ( 5.8) 28 ( 9.3)
- Lost to follow-up 0 ( 0.0) 1 ( 0.8) 0 ( 0.0) 1 ( 0.3)
- Other 2 ( 3.3) 2 ( 1.7) 0 ( 0.0) 4 ( 1.3)
- Protocol violation 0 ( 0.0) 0 ( 0.0) 2 ( 1.7) 2 ( 0.7)
- Withdrawal by subject 4 ( 6.6) 12 ( 10.1) 5 ( 4.1) 21 ( 7.0)
Full analysis set 61 (100.0) 119 (100.0) 120 ( 99.2) 300 ( 99.7)
Safety analysis set 61 (100.0) 119 (100.0) 120 ( 99.2) 300 ( 99.7)

N: Number of subjects, %$: Percentage of randomised subjects
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* Re-screened subjects are counted only once.
PHRUVETEGHEANEE
FaRIREEE
o MERIARRA, ARG 23l B T9RATT (IR EHUASIRE )
e AGHD & f#ED ﬁéhfné(uT®%E®w¢hﬁlomﬁ%¢é%&%>
axu%

AGHD L fEEZM SN TWD [LLFOEEOWT N 1 DL RIS T 558, EEAED
T ENCRARE RN LB SN TR T 720 (BRBRE O H R ik LB 7= 72 A
HoOWTND) )
> A VAV CAMRER ITT) UIZ a3 AR - kA vEy (GH) TAfEN
3ng/mL (3 pg/L) A
> REAVEVHRMALEY (GHRH) Afif+ 7 /0% = Ak (BMI 5)
i BMI 25 kg/m? A3 : GHTEAEA 11 ng/mL (11 pug/L) A
ii.  BMI25~30kg/m? : GHIEfEAS 8 ng/mL (8 ug/L) A
iii. BMI 30 kg/m?#8 : GH TEfE 2 4 ng/mL (4 pug/L) Al
> 30U EOTFEAEFRVECRZIEZBLTEY, oA A Y UEER -1 (IGF-1) 12
YfR7E (SD) A = 7 23-2.0 K
HAEDH
—  AGHD & fEEZBI SN TWD (RABIFIEDOS A, L FOEAED T 1 DLl FIZiEY
L. /NEHIFRIEDY A LN OEEDOWT ) 2 DLL EIZE%Y)
> ITT : GHTEfEA 1.8 ng/mL LA F (U 2> B> |~ GH 2845 & L CTHWAHIE)
> V2 AMTRER - GH TEfE2Y 1.8ng/mL LLF (U = v b GH 28545 & LCH
W5 JIE)
>  GHRP-2 Afifakli : GH TEHMEA 9 ng/mL AT (Y = )2 b GH ZE%EL & LTHWD
HE)
e bt REKEANLEY (WGH) AN X DIEFEN 20 UTIESE Y 117717 180 H LAINIZ hGH Y
AL GH 3 Mg Al (Ml R OVEBREK) OG- 25217 Thviely,
o IEMEZAEIVLFITO 90 HULERTND . ZOMDERILE R ZIEITKHT DB N E LIz AT
MFRELEZZ T TS (RREEEMOEENINC L 2) 4T 556)
FRRRA L
o EMEG OB OFENH OWERE, 272U, LT OSEE AR -
— TEEE RN O YRR
— & DA TRAR R S I R O ARG
—E%Wﬁﬁﬁfﬂiamr®%ﬁ ZHERT S GHD & Th v | HEFFAFIRL SFEU EH D
Z LU E ORGSR SN TV A IGA
Wﬁ%smE&U&gﬁﬁ\DJFﬁﬁ-
V=74 PDS290 (10 mg/1.5mL) 1%, i 1[5l CR PGSz (BEMfb - 8ii)) o Bita
%%%Lﬁ@@[mmﬁ®w%ﬁilm@m_ﬁﬂixbm&/%&ﬁbfwéﬁi%%%(ﬁﬁm
X570 1X20mgH) & L. IGF-ISD A2 a7 S &4 ICHEFE AT 7=,
KRB OEREHICB T, BRETHD VY ~7F 2% PDS290 (10 mg/1.5mL) 1ZHEEME L1z,
7y FEE
Wk A HETEEIR%. 260 B O HEHERIRICH T2 Y~ 7 v 2 O HEOYE)IE 0.037 mg/ke/ I
ThHoT,
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&5 HR

FERABRIRE : 34 BE OB GHIH (B 51333 8) o 34 BICImBEEO®R L1372 L,
SERIAW - 52 @M o5 35 ~861E) , 87 MITIEBREDIKGI1T72 L,

PR B 72 ) OFGHIMIT AR T 86 M (T 2RBRINI &k CIERBIF) Th-o7e,

HMEBE AERUVESAZE. Oy bEF

V=72 PDS290 7T AR BN IR, BRMEEIROTCOIZ, 7T AR OPERE O B
3. VT X U HORERE OB L AT, vy NES R
Norditropin FlexPro (10 mg/1.5mL) (SEXIPRIK. FEER) (. 1 H 1B, WIKE PRSI @ED
BIRIELZ R 5729) o 72720, REERFICIRBREZ & 53 25613, FRiTHRICH& S Sz, 23 ~60
ik DBIRE OB EIX 0.2 mg/H (60 st OHERE 1L 0.1 mg/H, RO =X hasr v a2HE L TWoHi
MRS GERICE 520 1203 mg/H) Thotz, By &S :

o -

W##% i : Norditropin FlexPro (1 A 1[El§5) O-H)1% 0.035 mg/kg/l Th > 7,

SHEmEE - ARt

TIIA=Y— RARA b

o HKEMIBAHEALER (%) OX—RAT A b EERBIM OB G TR (5% 34H) £ TOEYL
B

ARG L, —ET R —XRRINEE (DXA) 2 W THIE L, EREARIE R (%) 1%, SREEsiAals

g (kg) ZHEEANEN R (kg) KOUREHEHERIBIAE (kg OFITERLZMED 100 1% & EFL LT,

HWEHEHAVFE) IV ERAU b+

UTFTOEADR—RAT A D EERBEAM OB G& TR (5% 34) FToZbaEix, FEED

nﬂﬂﬁ ﬁﬁb\%ﬂf\_ .

o DXA CHIE LA OFHMETEH « RErE RN &, MEERIsi A E, BIE &, NIgIEI/E
Mk, 7 RFueag K (B BBVE. T4 /A4 K (R Il &, (KSR & & OBRIBIG A
H

e IGF-ISD 227 kO » AV UERAKE IR 15 A& H-3 (IGFBP-3) SD A= 7

o HEWET T NI (PRO) A =7 [Short Form 36 version 2 (SF-36v2) . V&Y REE R0 B R 3 -
BN % =2 VA I /7 Nty T‘GMMAQD>&U%%EEF®ﬁEE(m@W -9]

o BEurvyA)N (ol ATu—)L, HDL-2 L AT a2 —/L  IDL-a L AT a—LEKNMN) 7Y
U R)

o LMAEFRNT A—F (B C St S 7327 (hsCRP) KA v Z—1A F -6 (IL-6) )

o (KEEOT=R AR

FHMEEE . Zet

HRMEH ATV RRAV b

ROy RARA ML, EERBRHE G5B ET) KOEEHHE B8 ET) (281 LM

BT 2RI B Z M T 570wk

o  AEFES (FEFRIISUGE &) OIRBEE

o HiY~T VX UHUKROEA (WGHIZKT D AR XHUE L W in vitro \Z 81T 2 FRIHUARG O R 2 &
i)

o [RRMRA (MKFRIMmA, KA FromRds, EIERFmpEE, EIER 1 2 ) EFEIRETO B
FIEREEE (%B) . A > AU P (IR)  (HOMA F5%%) K OVHbAlc) OX—RA T A b DR
b

o HEKFTR. DERIKOAAL Z LA L DR—RAT A b DL

o JATEARMEEDLAEFR, FLhGHHURDFHM (in vitro \Z351F 5 R RIHURKS DFHE & 5 1e)

WMEtFE -
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WS OB BB SOFIE « AR KT 7% EE L. 280 FlD#kERE 2 AR I AL D &
IFHE & Q60 IS EERBHIM A TTDEMWE : Y~T VX URE 1040, 77 2R REE 52 4,

Norditropin FlexPro #£ 104 i) , /) OHFEHTIZ, 77 A4~V == RRA MNIB T LY v TV ¥
Y ETTRROEDEEDFEE 2.5%, EHEFEEY 45%E L, A EAKNE %O M 2 EA tHRE & A,
V=TV ALK OTTRROEY T HRE 21 E L2, YTV H T TRREDEERBT ST
DO T 900% % bR T 2 121%, FERBRWIM 25 T o HRERIT Y ~ 7> % VB 104G O Z
TR R2BBLETH D, BB LOFIE - B E 7%, FERERMM 252 T L2 WEEERE O 50%03
MEAELEID (1T D DXA T — X # W EEBHITNICHF ST HEORED TFOVIab—raildd
L, IR TUE U IRBIRDT T BRSO HIDOGETY T2 T I e ROEERLT A
DR T11E 89% T - 7=,

H A NHERE $ oD & 52

AANERERT, Y ATy 8T TR L OB L, BUFO 2 >OMeRE RO Tt Lz (U
A RTA4 v TEHELERENGBRICET 2 EARE 2 7] THRENTND HE2 DB Z FHITESL)

A. Unconditional probability: Prob (AJ < 0% and ANJ < 0%)
ARAKROCHRANDMCBIT DT TA~ ) —x2 0 RRA b HRSREEELR (%) O_X—2F A i
b EHERBMIE OB G TR (b4 34) ETOLE] OffE (YT V2 r—T7%R) &%
NENAT ROANT & L& & AT <0%03DOANT < 0% & 72 D,

B. Conditional probability: Prob (AJ < 0% and ANJ < 0% | significant difference in all subjects)
EHRMICBNWTY v T H T TR EDRFNBRAREINVRESNIZE VI FJEOT T, AT<0%)
DANI<0% & 72 DR, BREMCTHRAMRAEENRENIZLEDHR, ARNIBT LY~ T v a2
LT TRREDEELRRT DLWV B RIS,

AARNBERE 2 156 (Y~T V2 BE106], 77 8ARESH) & L7284, Conditional probability,

Unconditional probability & &2 80%LL EOfERN RSN D, i, 5 L LT, A UEBRERIZBW
T, 2EMATOREICHT 2 HBARANTOREDLN 12 L0 KEL DR (AAA4 RT7A4 D)k
DFEZTITHY) 13272 L b T0% TH D, A I OFIEGEGIZEE L, £HFT 8 LR
EED DI BRANWERE S EZ DR EH 186 (Y~T 21261, 7T vREE6H) &L
7z Norditropin FlexPro #1121V ~ 7> % U L RIRREOHEBREL N FI 0 F 1T bn D7D, ZOEEIC
VB HARABRE T, D7 L300 (V<72 % 8 124, Norditropin FlexPro # 12 %], 75
EREE 6B ThHhD, ABLEEOERMEREIROEMBOMS 2 E 2. AARNBEICBIT 2 EHE
MR L0 %< OWERE TGS D728, BAEHITEF 42~52 il D B AR ANHEBRE 2 ARBRITHA AN D =
e L,

R DOENTIS4ER] (FAS) : BAEAZID 1T S, BIEAEID M1 SnizigiFka b &b 1T
-WsECchY ., TEEAE| DTSN EBY D (asrandomised) | FHHIZE 59 5,

M GER (SAS) : ERR LR UHERE 7223, NRR Sz B0 O (astreated) | FEAHIZEF
5425,

3508 (FEHBHMK TR FTIBoNeET — X OESRT — 2 X—2 0 v 7 | X ifr &
FEhid 5,

FERE AR OGN DT — 2 1%, FEFERIM CRAIELA SV ) SRR R OMER IR CHI 0 24 C
DT/ IEEAED 1T SN IRROMAE T ZHW T a5,

T334 )=V FiRA 2 FDfEHT

FHEEBRWIF W T, BRE DN EEA T 0 1T ST IR AR T o5 E . IEERIERIENI RO X—2 Z
A U b OREREFEEIT, B ThH L SN D, ZORED T, FI7A4~v ) —Z 2 KRS D
ML, IR ORKBIMENE N OWRE 7 7 B RN OT — X IS EHi5ET 5
L EMEEE VT L7,
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TR REEOIIOWT, GHD FIER (A U3/ o MR, s, BERIBEORRE,. 72 S ONCHE

% gl Ko OVHE PRI OARRE DZZ BAEF % IR 7, A—X74/@%%B¢%%4(%>%%%ittt%

AT T V2, WREEEIRIRI R DO R—A T A4 bR 5% 34 E TOBLEIZY TEHiz, 20

ETIVINHHETE SNTZ/8T A—Z B OFN SO AR, EREREOWBRE x4 5% 5% 34 H O

KBNT—H %, ZoOHERE OMER], Hilsk, FERBOIRRE, GHD BIER K ON— 2 T A > O 4REH

RRE NG SN THSE LT,

o HRBRERANENI RO N—Z2 T A b 5% 34 Bk TOE(LE L, 1B, GHD ZAER, Huls,
Bl BERIFOWREE, 72 5 ONTHER, Ml % OWEIRIE ONRRE DR BAEH % [K1-, A—X74/@%
%%%%%%%%%i&btﬁAﬁ NTET NERHWTHNT Lz, ZOET AN, #51% 348
TOY~T IR T TRROIRFRMEERE L, MInT 25 5% EFEX MR O pEErHE LT,
BIREI7e ke & LT, #5% 34 TD Y~ 7 ¥ & Norditropin FlexPro D&M ZZHEE L |
KI5 95%[EFEX M M N p %2 FHE L=,

o BT, ITAV—x U RAA » N ORIREIFEHTIX, missing at random (MAR) DO{RED T
(ZDOxZy FRA VD) BE#3ABOT — X035 HWRE DI %G 6 CHhn LT,

o JERESHTIC LV AEROLEME RN LT,

ANEREH U F )T FiRA > b DfEM

DXA ZHWTHIE L7/, 7= A MNEBHRLOIRE : X—RA T4 Vb 5% 340 E TOELE

X, 779 A4~V =2 RiRA v bOFERIT THWEZ b 0 L [E UL Bk kS < oEtrET v

TN Lz, N—Z2 54 v RO 5% 34 M TONSET — Z 1%, AT ORI L 7=,

FMDtEHUFY—T 2 FRA 2 CDfiEH

e IGF-ISD A2 7 KNIGFBP-3SD 227 : R—Z T A )b H#% 34 M E COLBLEIT, 154,
GHD Z&JER! . PERI, M, BEPRIBE OIRAE, 72 & ONTHERI,  Hulsl M OBEIRS OIRRE D A2 AL/EF % [N
%\N—X74/m%ﬁ£§tbf\_ngﬁmf%%hmfﬁn%%ktﬁéﬁw&L@m
$THIRAEETT /L (MMRM) TN L7,

e PROFAEE (TSQM-9, TRIM-AGHD K X SF-36v2) : PRO A7 D_X—RA T A )b %51 34
HE TOEEITZ. MMRM T#fT L7- (L) .

o  DIMEFRINT A—F (hsCRP LNIL-6) : _X—RA T A b EEH% 34 TOZLEIX. MMRM
TIRNT LT, =R T A 2 R OVBEVE 20 0 AT 1% KBt T OMIEE I ZAFAT O BT R B S vz,

ER SR DR

o  LFEOTRTOEH (TSQM-9 Z[%<) | BEELAOEEE ERBHOR) OX—=2F7 1006
5.1 87 £ TOEILEIL, ﬁ%%ﬁ@ﬁ@i@ 1YRE B OFARD 72 DI W 5, TSQM-9 (=
DWTIE, 5% 8THECTHMEIND AT Zr+ 5, 7 — X IXstilb st &2 HO TRl 5,

o V=7 UH U OhGH O IMIETIRET — & OffFTIE, FLlHatEs AWV TiT9,

REM DR

TRTOLREEOT L RARA > FOFHEiE, Rt EZH T To 70, AREE T, FEEERIR

(B5HET) BT HLREMEICTONTEIR L, EORIEREECIIEEMME (88 ET) oLatt

BEb,

FEREE R

7t 300 311> AGHD JBE NRERIEDO PG 251 7= (B 48.3%., &M : 51.7%) . 9161 (30%) D#ZExR
FHIVNEBHRIE GHD THh 0 (ZRENE - 36 61 (12%) . Hpoetk - 5561 (18%) 1 . 20941 (70%) 15k
Az wH T2 ﬁéﬂtom—z74/@MFme:7@Iwi2$%f%ot(yvfy&y
#F -2.54, 77 BARE -2.64 L U Norditropin FlexPro #f -2.53) . BEERE KR OOFFEIT, SRBTRERT
H5 AGHD BEZXM L2 D ThH-oT-, TRISZEY . AGHD F#E TL < AL 5D T EAFEREIK
TE K OVBE LR B e & ONE &) if 1 K OVIR B B i 03 i A Gy S 7z,
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RS (BEERAS) 14451 (15.0) mTH Y, #ERE ORI 23~64 %I 7 Ehiz, ¥ BMI
(BEERAE) 142274 (6.3) kgm’ THY |, RRBMEEOEMTH D Z LRI, BMILKUT =
A NERBEOYENL, Y~ 7 & RO Norditropin FlexPro £ L 0 & 77 B AREECT/hS o 7o, #E5R
FEPAANN SN ERENL, KE 26%) . BA (15%) . A—AFZ7 U7 (10%) . A~ K
(93%) KRUL—~=7 (93%) Th-ol=, £ DHEHRENEAN (66.7%) XIZT T N (28.7%) T
bolz, FH1661 (53%) [(VY~T T2 M6 (5.8%) . 77 AREE3H (4.9%) KO Norditropin
FlexPro ff 6 5l (5.0%) ] M _X—A T A VRHIFERIF 2 G0FL TWo, _X—2 T A DO ZEERF FEE
CFYy (R ) (Y~ v Z 494 (0.67) mmol/L, 77 &AREE4.91 (0.59) mmol/L Jz ¥
Norditropin FlexPro £ 5.03 (0.70) mmol/L] M OVZEER: A o 2 U v [FE¥ (BEHERZAE) ) (Y~ TP
VHET79.9 (76.6) pmol/L, 77 EAHEE 62.1 (43.0) pmol/L } U Norditropin FlexPro #f 73.6 (52.0)
pmol/L) [FHEFPANTH o723, N—=RA T A DA RV ALY ~ 72 % FE K O Norditropin
FlexPro ff CREVEHIPH L 0 @i o7z, T X TOHEGHEZHE U T HbAle D)L 5.4% Th o7, BMI K
Oy A NEHBEEOFEN T 7 v REETHL NN E N2 2 E 2RO TIE, R—=RAT A 2B TH
G CRRR NS B D B DNV T A b N2 oo (S ZdA v DEK, FIRPTRS) |

A0 RER

b S O R L B R OFRHT R RIS TN D (Y~ T v X UBE 120061, 7 F AR : 616,

Norditropin FlexPro # : 119 f5i]) .

o HRERESIANERIHR « WERERAENI R D= T A )b FEABRMIR O 58 T (B 5-1% 34 1)
ETCOENEONY) (HEEMH) (X, 77 'R (047%) LKL TY <720l 1 E#&EE

(-1.06%) TKEDo7c, WHEFARIRRIZONWT, Y~T V¥ o &7 7R ORISR AE
ENHDI, TTERICHNTD Y =T 27 OBEBEPREES Ve ERIZEOHEEE | -1.53%
(95% EHEIX [ : -2.68;-0.38) . pfE : 0.0090] .
s a4 /@L 1 @4&5& Norditropin FlexPro ™ 1 H 1 [Al4&% G- TR 22 ik 21T 78 o7 & 2
AL HKEERARERG =12 %9 % 2 13 Norditropin FlexPro TH S NI K& o7z (REFZEOHEESE -
1.17% (95%4—%EEF'3 0.23;2.11) J ,

o  DXAZHWTHIE LZEHAOFHMEER « WIBAEAEL T » Rea K (BHR) JEi&EI
VTV B BETIEIR—=AT A U b E5% 34 £ TTRD Ly, HErEERIENIIRE, ﬁ-‘ﬂfi”ﬁ’
KDL OBRIEMIAEIL 7 7 B AR & B LTI L, ZOEITHEIICAE CTh o7,
WEE AR &, RIEMELR O A 2 A4 K (R BRI RAEEZITA bR -o
Teo Y~ 72 UFE & Norditropin FlexPro HEH] CRIRFIZR I 21T 272 &L T A, A /A4 K (&
PR BN EICHHMIR B B ZN A D v, Norditropin FlexPro #EClib &N L Y K& o7, D
i DXAIZBET AHIEMED o F U —= 2 RARA b (NIEEMR, 7 Faoa K (GBHER)
NEN &, MR iRNEn &, e, WErEERIENIIAE, e R & & ORI AE) Tl
A NI PAT =W =l O NSV g WA Tl

e IGF-ISD A =17 K TNIGFBP-3 SD A 17 : IGF-1SD A 7 DL ITAR— AT A L D=2 At > B HE N
L. #&51% 34OV TEERFHN L 2oTe (Y~T T Z R 254000 0 17, 77 €&

#f 1 -2.64 72 5-2.62, Norditropin FlexPro #f : -2.53 725-0.23) . #&51% 34 #H1Z31F 5 IGF-1SD A =
T O¥EINEONY) HEEE) (X, Y~ 7 & U & Norditropin FlexPro B TR CTh 72 (Y~ 7
THURE 240, 77 BAREE 0 -0.01, Norditropin FlexPro £ : 2.37) ., ~—A T4 VL5144 34
I @D IGFBP-3 SD A =2 7 OEMNED LN DN T b FIERDHA A BTy (VY ~TF & B
1.60. 77 &AH#E : 0.09, Norditropin FlexPro #f : 1.52) . ZOHEMEIXIGF-ISD A2 7 XV H/hS
Mol

IGF-1SD 2 =17 L IGFBP-3 SD A 37 D=7 A b G% 34 TOELRIZOWT, Y
VTV E R T T AR RN A EEN A DN, Y~V Z R & Norditropin FlexPro
FECIIME R A BRI A bR 2T,
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NR—R T A U TIHEEEIZN LD BIEWVETH - 7208, REE GO (Y~T X 83
5, Norditropin FlexPro #f 2 ) T, BRI (FH SR & OVH EHEFFGIRK])  H11Z IGF-1 SD A
a7 N2 ELLER2 B2 TN,

PRO : Y~ 7' % U} & Norditropin FlexPro F£[#] @ i Ci, Norditropin FlexPro #£I3XFEEMHRD 1 H

1EEETHY ., BERMTFOR IERETHL Y~ T XLV b PROICK L TRE R ELE

ZDAREMEDRIEFIZE S, NA T AN E0E LW Z S ICHEENRVLETH D,

—  SF-36v2 : D OREEE N QS ATEREREIC DWW TR— 2 T 1 U D54 34 £ TOBLE
E, I EARBEEID YTV F UHETREL . EOETFHHNICARE TH T, AT
LONZEOMOD R 2T TIEEITA NIRRT, 1SR OEEREKO R a7 D~—2F 4
Vinb % 34 B E TOE{LEIX, Norditropin FlexProfif L W & VY~ 7 X UREC/haL, #
DETHEHNCER ThH -T2, AT ROZEDOMD A 27 TIIHFHIR BB EITA LN
Nolz,

—  TRIM-AGHD (RBAEFRM)  WPFhoORaTIZBWThHL Y~ T H UL 7T v R T
IR B BT LN 5T, 5ODAAT DI H4DITEBNT, R—=RA T4 b F5i%
341 ¥ TOZAL&EIT Norditropin FlexPro £ L 0 &V~ 7o Z T/ s < BEHEMZEITHE
MICAB TH-o72, LOLERLWNTROREIZENTH, A TICBIT 2 23R ICE
I D E/NEEZE (AT TI0) EiZSRhot,

- TSQM-9 (34D A=T) : FH5# 34 TlX, SRRIGEHEE DA a7 1377 2R RREXL
DNH YT UEUHTRELS, ZOEITFHICAER Th o7, IBRONEKLOFIEMED A
a7 TIEEHFIA BTN D o7z, 5% 34 - TIX, IREOMRO AT 1%
Norditropin FlexPro #£ L 0 & VY~ 7 & U T/ E L, BEHBZETRHINICARE CTh o T,
FUEME B VR B 72 1B R E D A a7 CTIIMHMI R B BEE T A bR o T2,

ZoM BEZwm 7740, DIERNTA—%, KEEKRY X NEHER) BE7er77A

) (el 27—, HDL-2 L A7 a—)L, LDL-2 VAT a— LK) 7 U+ K) | O

BHR/NT A =4 (hsCRPKTNIL-6) | XLV =R MNEAFHRDR—ZF A bR G434 FE TOE

fEEIZONWT, WTNOEGREIZBW T HERRMNICERD S 5201370 <. B GHEM TREHI7Z2

AEZIADNRNoTe, X—=RAT7 A b EGHE34EFE COREDOELEIZONT, WTho

BHBICBWTHERRMICEROH 52T A N0 5T, ¥V~ 7 2% 8 & Norditropin

FlexProft ] CIAEIZ DWW THEIIRBEEDALIL, Y~ T U X VB TIREOEIMENKE o

77

REHEDHER -
AGHD BEIZx T B Y~ ¥ O 1 BIOKER TS (48[ ORFMEIIRFTHY, 24ttt
AR RV OWTEERAICEWR D & 2 MEIZR O b o 72,

AGHD B |2 Y~ 7% O 1 [al1# 5} OY Norditropin FlexPro @ 1 H 1[4 5- L /=B #E &
TAEFZIIFAKRCTH o7 (TEUR) . TBIEDRE) . TRAMIRIE] RO EY ) %) . Ko
DOAEFFERIT, EEEPEEXITHEETH Y, WKL ORRERIT [20) LHESHE
(Y~T v Z R T6%., 7T AR 89%. Norditropin FlexPro ff 82%)

TR RO 1T [RPERIR R ERSREAR 4 ICK VT Lie, 1RBRETERNIC L 0 IEBRIE L O
RERRIT (720 SHESH (EERBRMM, 348M) .

72361 (7.7%) TR{EOEERAEFGVREINT (Y~ X2 U HETH (5.8%) 1218, 7
7w RSB (82%) 714, Norditropin FlexPro #f 11 5] (9.2%) 13 ) , EERAHFFHRO RN
Wiz ORBFEKIT, HHHEZBECCREECThHo72 (YT Z UREISH100 AN - 4, 7T&
ARHE17.6 /100 A\ - 4, Norditropin FlexPro #f 16.8 #4:/100 A\ - 4F) , Norditropin FlexPro #£® 1 {3
THBLLZ | HOEERAEFS TN 257683 & ORRBEES THo ] LHESNZD
LxbrE (RBREOHEKEIITIL) | T RXTOEERAEERIERELEMIC L VIGHEE L DR
REMRENR 72 L) CHESNT, YT X UBET2H0 THBR] DlEIhZZ L 2RV T
X, EERAEFEGUIHBORE Th T,




Module 2.7.6

Page 54 of 283

51 (7 Z&AH 14, Norditropin FlexPro #f 4 ) A EHEFROI-DITIRBEOR G2 HIE LT
(7 ZvAR8E . THEEEENN] . Norditropin FlexPro £ :  THEJRIG]  (RBREEL ORREME TH
V1) . TEBER] . TiRRNE (EEREERES, BRELORREER (Ho] ) KO 1T
bE—PERER) (EERAEHFEESR) ] .

FEEBE G4EM) 1T, FROERTARZEFHFESR (MESD [T#lE ST,
AERFRGEZRBBLLIZWRE ORIGITY ~ 7 Z RO 72 A TRHELTH Y . Norditropin
FlexPro B LV ©A&N o7 [V~ & UHERTHI (72.5%) 3851, 7" F AR 46 6l (75.4%) 184
. Norditropin FlexPro # 95 5l (79.8%) 426 {) . YV ~7v % UHEZE T 2 H EFG O HALRH
BHI= 0 OFBUEEIL, 7T BAREL Y $°°% <. Norditropin FlexPro £ L 0 0 7e o7z (V'
T2 R AR E/100 N - AE, T B AREE 462 1£/100 A - 4F, Norditropin FlexPro #¥ 549 {4/100
A )

7861 (26%) 189 fFDOFEHELRN, IRRE(LEMIC X 0 IRERIE L ORIERGRNS THY | UL THEE
Y CHES (T8UE) . TRAMERE) KO TR %) (Y~ v 829 4
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1: Adverse events by system organ class and preferred term - safety analysis set

Page 56 of 283

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R

Subjects exposed 61 119 120 300

Total patient years 39. 82 77.54 79. 88 197. 24

All adverse events 46 (75.4) 184 462.1 95 (79.8) 426 549.4 87 (72.5) 385 482.0 228 (76.0) 995 504.5

JERYYIER K OV hE 35 (57.4) 49 123.0 53 (44.5) 80 103.2 51 (42.5) 91 113.9 139 (46.3) 220 111.5
7 A VAN R E R 10 (16.4) 13 32.6 20 (16.8) 25 32.2 24 (20.0) 30 37.6 54 (18.0) 68 34.5
B Y 6 (9.8) 6 15.1 9 (7.6) 10 12.9 6 (5.00 7 88 21 (7.0 23 11.7
H A 2 (3.3 2 50 3 (25 4 5.2 5 (42 6 1.5 10 (3.3) 12 6.1
=13 3 (49 6 15.1 2 (1.7 2 2.6 2 (1.7 2 2.5 7 (2.3 10 5.1
A INT 2 (3.3 3 1.5 1 (0.8 1 1.3 3 (25 3 3.8 6 (2.00 7 3.5
U A% 3 (4.9 3 7.5 3 (2.5 3 3.9 1 (08 1 1.3 7 (2.3 7 3.5
iRV [ 1 (1.6 1 25 1 (0.8 1 1.3 2 (1.7 5 6.3 4 (1.3 7 3.5
TR I 1 (1.6 1 2.5 1 (0.8 1 1.3 5 (4.2 5 6.3 7 (23 7 3.5
FRbkZE 1 (1.6 1 25 2 (1.7) 2 2.6 4 (3.3 4 50 7 (2.3 7 3.5
NSN30 1 (16 1 2.5 1 (0.8 1 1.3 2 (1.7 3 3.8 4 (1.3 5 2.5
A L A S 2 (3.3 2 50 1 (0.8 1 1.3 1 (0.8 1 1.3 4 (1.3 4 20
MHEH S 1 (16 1 2.5 3 (2.5 3 3.9 0 4 (1.3) 4 20
T ROE Y 0 1 (08 2 2.6 2 (1.7 2 2.5 3 (1.0 4 20
SRR EZ0 2 (3.3 2 5.0 2 (L7 2 26 0 4 (1.3) 4 2.0
JEE A 2 (3.3 2 50 0 1 (0.8 2 25 3(1.0) 4 20
A L AR Y 0 2 (1.7 2 2.6 1 (0.8 1 1.3 3(1.0 3 1.5
Y 0 2 (1.7 2 26 1 (0.8 1 1.3 3(1.0 3 15
LR RS 0 3 (25 3 3.9 0 3 (1.0 3 15
JUaARNIIOUL T 4T 0 1 (0.8 1 1.3 1 (0.8 1 1.3 2 (0.7 2 1.0
o LY
U EREE MR SR 2% 0 0 1 (0.8 2 25 1 (0.3 2 1.0
A~ L~ R 0 0 2 (1.7 2 2.5 2 (0.7 2 1.0

N: Number of subjects having the given event, or an event in the given system organ class at least once,

E: Number of adverse events reported, R: Event rate per 100 patient years,

%: Percentage of exposed subjects having the event

MedDRA version 20.0

nn8640,/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:07:04 — t_ae_sum_4054. sas/t_ae_org_cl_sum_sas_4054. txt
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Adverse events by system organ class and preferred term — safety analysis set

Page 57 of 283

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R
LR Y 0 1 (08 1 13 1 (08 1 1.3 2 (0.7 2 10
RS 0 1 (0.8 1 1.3 1 (0.8 1 1.3 2 (0.7 2 10
S HFAR 0 1 (0.8 1 1.3 1 (0.8 1 1.3 2 (0.7 2 1.0
% 0 2 (1.7 2 26 0 2 (07 2 10
A L A Y 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
B Y G 0 1 (08 1 1.3 0 1 (03 1 0.5
AV A L A Y 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
Y FaEplE v A GE 1 (1.6 1 2.5 0 0 1 (0.3 1 0.5
[T/ 1 (16 1 25 0 0 1 (0.3 1 0.5
MEGE S 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
T M A R Y 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
A M 2% 1 (1.6 1 25 0 0 1 (0.3 1 0.5
R 4 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
RS 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
i 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
AILTE 7 J G 0 1 (08 1 13 0 1 (0.3 1 0.5
B~ LR 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
B RNEE S 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
JTNBH 2% 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
5 YR 0 1 (0.8 1 1.3 0 1 (03 1 0.5
MR Rz 1(1.6) 1 25 0 0 1 (0.3 1 0.5
B LS 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
=p RO 0 1 (08 1 13 0 1 (03 1 0.5
FRi i 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
MBS 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
EHFE 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
FaR 1 (16 1 25 0 0 1 (0.3 1 0.5
[EJREZC 0 0 1 (08 1 1.3 1 (03 1 0.5

N: Number of subjects having the given event, or an event in the given system organ class at least once,

E: Number of adverse events reported, R: Event rate per 100 patient years,
%: Percentage of exposed subjects having the event

MedDRA version 20.0

nn8640,/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:07:04 — t_ae_sum_4054. sas/t_ae_org cl_sum_sas_4054. txt
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Adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R

TR R P 14 (23.0) 26 65.3 17 (14.3) 69 89.0 22 (18.3) 60 75.1 53 (17.7) 155 178.6
A 10 (16.4) 15 37.7 10 (8.4) 49 63.2 10 (8.3 45 56.3 30 (10.0) 109 55.3
FFENME D E 1 (1.6 1 25 4 (3.4 7 90 4 (3.3 5 6.3 9 (3.00 13 6.6
SERE 2 (3.3 2 5.0 1 (08 1 1.3 3 (25 4 50 6 (2.00 7 3.5
JECRE SRR 1 (1.6 1 2.5 3 (25 4 5.2 1 (08 1 13 5 (L7 6 3.0
Jr BT 1 (1.6 3 7.5 1 (0.8 1 1.3 1 (0.8 1 1.3 3(1.0) 5 25
AR SE 0 0 2 (1.7 3 3.8 2 (0.7 3 1.5
PR 1 (1.6 1 2.5 1 (0.8 2 2.6 0 2 (0.7 3 1.5
W B 1 (1.6 1 25 1 (0.8 1 1.3 0 2 (0.7 2 1.0
FEARIEAE 0 1 (0.8 2 2.6 0 1 (03 2 1.0
FLIEREE 1 (1.6 1 2.5 0 0 1 (03 1 0.5
A FR T 0 0 1(08 1 1.3 1 (03 1 0.5
JE BN 0 1 (0.8) 1.3 0 1 (0.3 1 0.5
A IEAE 0 1 (08 1 13 0 1 (0.3 1 0.5
= 1 (16 1 25 0 0 1 (0.3 1 0.5

H R E 13 (21.3) 24 60.3 30 (25.2) 44 56.7 19 (15.8) 38 47.6 62 (20.7) 106 53.7
T 5 (8.2 8 20.1 5 (42 5 6.4 4 (3.3 5 6.3 14 (4.7 18 9.1
L, 1 (L6 1 25 6 (50 8 10.3 2 (1.7 2 25 9 (3.00 11 5.6
AR 1 (L6 2 50 4 (3.4 5 6.4 4 (3.3 4 50 9 (3.00 11 5.6
[ESEL] 1 (L6 1 25 4 (3.4 4 5.2 2 (1.7 4 50 7(2.3 9 4.6
LA B 1 (1.6 2 50 4 (3.4 4 5.2 2 (1.7 2 25 7(2.3) 8 4.1
REER 1 (1.6 1 25 1 (0.8 1 1.3 4 (3.3 5 6.3 6 (2.00 7 3.5
e 1 (L6 1 25 2 (1.7 2 2.6 3 (25 4 50 6 (2.00 7 3.5
[ 0 3 (25 4 5.2 0 3(1.0 4 20
TN 0 0 1 (0.8 3 3.8 1 (0.3 3 1.5
EE3 1 (16 1 25 0 1 (0.8 1 1.3 2 (0.7 2 10
33, 0 1 (0.8 1 1.3 1 (0.8 1 1.3 2 (0.7 2 10

N: Number of subjects having the given event, or an event in the given system organ class at least once,
E: Number of adverse events reported, R: Event rate per 100 patient years,

%: Percentage of exposed subjects having the event

MedDRA version 20.0

nn8640,/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:07:04 — t_ae_sum_4054. sas/t_ae_org cl_sum_sas_4054. txt
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MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R
WIS 0 1 (0.8 1 1.3 1 (0.8 1 1.3 2 (0.7 2 1.0
mERd 0 0 1 (0.8 2 25 1 (0.3 2 1.0
A 1 (L6 1 25 1 (0.8 1 1.3 0 2 (07 2 10
TR 0 2 (L7 2 26 0 2 (0.7 2 1.0
RN 1 (1.6 1 2.5 1 (08 1 13 0 2 (0.7 2 1.0
P R i 0 0 2 (1.7 2 2.5 2 (0.7 2 1.0
EF 0 2 (1.7 2 2.6 0 2 (0.7 2 1.0
H A IE R R 1 (1.6) 1 2.5 0 0 1 (03 1 0.5
THEEE 0 1 (08 1 1.3 0 1 (0.3 1 0.5
BERES 1 (1.6 1 2.5 0 0 1 (03 1 0.5
O E R 1 (1.6 1 25 0 0 1 (0.3 1 0.5
KIGRY —7 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
EAER Y —7 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
TR TE 25 1 (1.6 1 25 0 0 1 (0.3 1 0.5
JE K 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
2~ =T 1 (1.6 1 25 0 0 1 (0.3 1 0.5
BB~V =T 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5

Bk R B L O A ak = 11 (18.0) 16 40.2 30 (25.2) 43 55.5 29 (24.2) 40 50.1 70 (23.3) 99 50.2
3N 1 (L6 1 25 10 (8.4) 10 12.9 8 (6.7 8 10.0 19 (6.3) 19 9.6
TR 2 (3.3 2 50 4 (3.4 4 5.2 11 (9.2 11 13.8 17 (5.7 17 8.6
5 P IFg 3 (4.9 3 7.5 3 (2.5 3 3.9 1 (0.8 1 1.3 7 (2.3 7 3.5
VU RS 1 (L6 1 25 4 (3.4 4 5.2 2 (1.7 2 25 7(23 7 3.5
KT 0 1 (0.8 1 1.3 2 (1.7 3 3.8 3 (1.0 4 20
e 2 (3.3 3 7.5 0 1 (0.8 1 1.3 3 (1.0 4 20
IR e 1(1.6) 3 7.5 0 0 1 (0.3 3 1.5
B HAE 0 3 (25 3 3.9 0 3(1.0 3 1.5
BN REAR 0 2 (1.7 3 3.9 0 2 (0.7 3 15

N: Number of subjects having the given event, or an event in the given system organ class at

E: Number of adverse events reported, R: Event rate per 100 patient years,

%:

Percentage of exposed subjects having the event

MedDRA version 20.0

least once,

nn8640/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:07:04 — t_ae_sum_4054. sas/t_ae_org cl_sum_sas_4054. txt
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Adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R
[ 1 (L6 1 25 1 (0.8 1 1.3 1 (0.8 1 1.3 3(1.0 3 1.5
AT 0 1 (0.8 1 1.3 1 (0.8 1 1.3 2 (0.7 2 1.0
0B % i 0 2 (L7 2 26 0 2 (0.7 2 1.0
3] 0 2 (L7 2 26 0 2 (0.7 2 1.0
IR 0 1 (0.8 1 1.3 1 (0.8 1 1.3 2 (0.7 2 1.0
JB [T 73 B ARIE A 0 2 (L7 2 26 0 2 (0.7 2 1.0
MR 2 PESE 0 0 1 (0.8 2.5 1 (03 2 10
S\ B 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
ENEENEES 1 (1.6 1 25 0 0 1 (0.3 1 0.5
a3 g= 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
REHIE K 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
IS 0 0 1(08 1 1.3 1 (03 1 0.5
5B HE A 0 1 (08 1 13 0 1 (03 1 0.5
A g 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
FEEIMEA I B ENE 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
AR S 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
VU R A R J 0 1 (08 1 13 0 1 (03 1 0.5
FFHESR 0 1 (0.8 1 1.3 0 1 (03 1 0.5
JE % 0 0 1 (08 1 13 1 (03 1 0.5
LR 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
HERIARZEH 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
ZEFAE RE T 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
Fh#Rk-E 2% 0 0 1 (08 1 13 1 (03 1 0.5
ety % 1(1.6) 1 25 0 0 1 (03 1 0.5

—i - HREEL LOREE O 10 (16.4) 14 35.2 26 (21.8) 45 58.0 18 (15.0) 27 33.8 54 (18.0) 86 43.6

\‘-%E:
KA METENE 0 6 (5.0 8 10.3 4 (3.3 6 175 10 (3.3) 14 7.1

N: Number of subjects having the given event, or an event in the given system organ class at least once,
E: Number of adverse events reported, R: Event rate per 100 patient years,

%: Percentage of exposed subjects having the event

MedDRA version 20.0

nn8640/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:07:04 — t_ae_sum_4054. sas/t_ae_org cl_sum_sas_4054. txt
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Adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R
it 3(49 3 7.5 7 (59 7 9.0 3 (25 3 3.8 13 (4.3) 13 6.6
TR PN HH 1 2 (3.3 3 175 6 (5.00 6 7.7 1 (08 1 13 9 (3.00 10 5.1
TN 0 1 (0.8 2 2.6 3 (25 4 5.0 4 (1.3) 6 3.0
A VT PR 0 2 (1.7 2 2.6 1 (0.8 2 25 3(1.0 4 20
TSRS 1 (1.6) 1 25 1 (0.8 1 1.3 1 (0.8 2 25 3 (1.0 4 20
KA NENR 1 (1.6 1 2.5 3 (25 3 3.9 0 4 (1.3) 4 2.0
TR 0 3 (2.5 3 3.9 1 (0.8 1 1.3 4 (1.3 4 20
PR AR 1 (1.6 1 25 1 (0.8 1 1.3 1 (0.8 1 1.3 3(1.0 3 1.5
ISy 1 (16 1 25 1 (0.8 1 1.3 1 (0.8 1 1.3 3 (1.0 3 15
HESHBAL S 0 1 (0.8 1 1.3 1 (0.8 2 25 2 (0.7 3 1.5
FiyaEnd 1(1.6) 1 25 1 (08 1 1.3 1 (0.8 1 1.3 3 (1.0 3 1.5
e 0 1 (0.8 2 26 0 1 (0.3 2 1.0
filapea 1(1.6) 1 25 1 (08 1 1.3 0 2 (0.7 2 1.0
K 0 2 (L7 2 26 0 2 (0.7 2 1.0
FE L F TR 0 0 2 (L7 2 25 2 (0.7 2 1.0
M A 0 1 (08 1 13 0 1 (0.3 1 0.5
AN 0] 0 0 1 (08 1 1.3 1 (03 1 0.5
FATRBOWE 0 1 (0.8 1 1.3 0 1 (03 1 0.5
T B A 1 e 1 (1.6 1 2.5 0 0 1 (03 1 0.5
185 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
BT 1 (1.6 1 2.5 0 0 1 (03 1 0.5
&R 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5

fifs PR AR A 7 (11.5) 10 25.1 17 (14.3) 28 36.1 14 (11.7) 28 35.1 38 (12.7) 66 33.5
m 7 L7 F R ARST 0 0 4 (3.3 6 7.5 4 (1.3 6 3.0
—HEN
IREEHEN 0 1 (0.8 1 1.3 4 (3.3) 4 5.0 5 (1.7 5 2.5
BB A 1 %o R 1 (1.6 1 25 1 (0.8 1 1.3 1 (0.8 2 25 3(1.0) 4 20

N: Number of subjects having the given event, or an event in the given system organ class at least once,
E: Number of adverse events reported, R: Event rate per 100 patient years,

%: Percentage of exposed subjects having the event

MedDRA version 20.0

nn8640/nn8640-exploratory/susae002_20191119_er
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Adverse events by system organ class and preferred term — safety analysis set

Page 62 of 283

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R
TI=2T ) NIRRT 1 (L6 1 25 1 (0.8 1 1.3 1 (0.8) 1.3 3 (1.0 3 1.5
= 7 —BHN
T a~ESa e 0 1 (0.8 2 2.6 1 (0.8) 1.3 2 (0.7 3 15
IR B 2 (33 2 50 0 1 (0.8) 1.3 3 (1.0 3 15
M7 A h AT v Emd 0 3 (25 3 3.9 0 3 (1.0 3 L5
LA N 0 1 (0.8 3 3.9 0 1 (0.3 3 15
) a—FRFa=ED 0 1 (0.8 2 26 0 1 (0.3 2 1.0
IRJE 5 0 1 (0.8 1 1.3 1 (0.8 1.3 2 (0.7 2 1.0
27 L7 F =40 0 0 1 (0.8) 2.5 1 (0.3 2 1.0
M= R o e 0 1 (0.8 2 2.6 0 1 (03 2 10
1A PR A EE AN 0 2 (L7 2 26 0 2 (0.7 2 1.0
B LT F=r - UT T 0 1 (0.8 1 1.3 1 (0.8) 1.3 2 (0.7 2 10
o A
TANRGEUBT I ) b 1 (L6 1 25 0 0 1 (0.3 1 0.5
VAT T ~'lz°i%7][]
o LF ) — L 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
P A v X D 0 0 1 (0.8) 1.3 1 (0.3 1 0.5
~< hZ7 U NN 1 (1.6 1 25 0 0 1 (0.3 1 0.5
U o Eifihgn 0 0 1 (0.8 1.3 1 (03 1 0.5
y—TIWNE IV NTRT 0 0 1 (0.8) 1.3 1 (0.3 1 0.5
= 7 —BHN
ME E5 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
MR AN 0 1 (08 1 1.3 0 1 (0.3 1 0.5
MPTIHYRAT 7 #— 0 0 1 (0.8 1.3 1 (03 1 0.5
BN
A > 2 Y R 1 (1.6 1 25 0 0 1 (0.3 1 0.5
mA AV o KR 0 0 1 (0.8 1.3 1 (03 1 0.5
M = AT T — L 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5

N: Number of subjects having the given event, or an event in the given system organ class at least once,

E: Number of adverse events reported, R: Event rate per 100 patient years,
Percentage of exposed subjects having the event
MedDRA version 20.0

%:
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Adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N %) E R N (%) E R N (%) E R
T2 s 27 a o #00 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
M e Y L e 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
1A IR R AR AR L P 0 1 (08 1 13 0 1 (03 1 0.5
A
FOR R AR VB 0 0 1 (0.8 1 1.3 1 (03 1 0.5
SRERMRE R SR8 0 0 1 (0.8 1 1.3 0 1 (03 1 0.5
BN P REE 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
N EE o 0 0 1 (0.8 1 1.3 1 (03 1 0.5
DEE X B T 3 1 (1.6 1 25 0 0 1 (03 1 0.5
By LTF=r -2 VT T 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
NS )|
IR EA- 1(1.6) 1 2.5 0 0 1 (03 1 0.5
IREER D 0 1 (08 1 13 0 1 (03 1 0.5
=]iikzeepl 1 (1.6 1 2.5 0 0 1 (03 1 0.5

FERE R L O Rk 12 (19.7) 16 40.2 12 (10.1) 17 21.9 20 (16.7) 24 30.0 44 (14.7) 57 28.9
95 2 (3.3 2 50 2 (1.7 3 3.9 3 (25 3 3.8 7(2.3) 8 4.1
% ) FEIE 0 4 (3.4 4 5.2 1 (0.8 1 1.3 5 (1.7 5 2.5
=LA 2 (3.3 2 50 0 2 (1.7 2 25 4 (1.3 4 20
Bl R 5% 1 (1.6 1 2.5 1 (08 1 13 1 (08 1 13 3 (1.0 3 1.5
BRIV RS A a7 44— 0 0 2 (1.7) 2 2.5 2 (0.7 2 1.0
AE IR RE 0 0 2 (1.7 2 2.5 2 (0.7 2 1.0
T2 2 (3.3 2 50 0 0 2 (0.7 2 10
EEMEZ S FE 1 (1.6) 2 5.0 0 0 1 (03 2 1.0
JZ T HH i, 0 1 (08 1 13 1 (08 1 13 2 (0.7 2 1.0
F2 & 9% 2 (3.3 2 5.0 0 0 2 (0.7 2 1.0
F2 JE S 0 1 (0.8 2 2.6 0 1 (0.3 2 1.0
E /R 0 1 (08 1 1.3 1 (0.8 1 1.3 2 (0.7 2 1.0

N: Number of subjects having the given event, or an event in the given system organ class at least once,
E: Number of adverse events reported, R: Event rate per 100 patient years,

%: Percentage of exposed subjects having the event
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MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N %) E R N %) E R N (%) E R N (%) E R
SIE 0 0 1 (0.8 1 1.3 1 (03 1 0.5
7 e E s 0 1 (0.8 1 13 0 1 (0.3 1 0.5
T L —ME R RS 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
blop= Rl 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
fiR2 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
EBMEZ 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
KLBEM: R 5 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
VR B 0 0 1 (0.8 1 1.3 1 (03 1 0.5
i ESE 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
JTVi 8 0 0 1 (0.8 1 1.3 1 (03 1 0.5
N R 0 0 1 (08 1 13 1 (03 1 0.5
HILrERS 2 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
BEIK B IR K 5 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
BEPR A 1. 1 (1.6 1 25 0 0 1 (0.3 1 0.5
BEIR 5 0 1 (08 1 1.3 0 1 (03 1 0.5
RS A 1 (1.6 1 2.5 0 0 1 (0.3 1 0.5
F2 S 1B 0 1(0.8 1 1.3 0 1 (03 1 0.5
Fz e Ny 0 0 1 (08 1 13 1 (03 1 0.5
F SR A 1 (1.6) 1 2.5 0 0 1 (03 1 0.5
[ INIIN 1 (1.6) 1 25 0 0 1 (03 1 0.5
FEL 1 (16 1 25 0 0 1 (0.3 1 0.5

FE 25, BERs L OMERR R = 4 (6.6) 5 12.6 13 (10.9) 19 24.5 10 (8.3) 15 18.8 27 (9.0) 39 19.8
RZ K 3 (4.9 3 7.5 5 (4.2 6 7.7 3 (2.5 3 3.8 11 (3.7 12 6.1
1 VEIRBE 2 (33 2 50 1 (0.8 1 1.3 5 (42 5 6.3 8 (2.7 8 4.1
% [R] 0 3 (2.5 3 3.9 0 3(1.0) 3 1.5
7 LLX— MR 0 2 (1.7 2 2.6 0 2 (0.7 2 1.0
& H i 0 2 (L7 2 26 0 2 (0.7 2 1.0

N: Number of subjects having the given event, or an event in the given system organ class at least once,
E: Number of adverse events reported, R: Event rate per 100 patient years,

%: Percentage of exposed subjects having the event

MedDRA version 20.0
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MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R
Bl S oy it 2% 0 0 1 (0.8 2 25 1 (0.3 2 1.0
i 0 1 (0.8 1 1.3 1 (0.8 1 1.3 2 (0.7 2 1.0
W E 0 1 (08 1 13 0 1 (03 1 0.5
M GE AL BT 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
SaE D oI 0 1 (0.8 1 1.3 0 1 (03 1 0.5
&JE 9 o 0 1 (0.8 1 1.3 0 1 (03 1 0.5
I R 0 I A e 0 1 (0.8 1 1.3 0 1 (03 1 0.5
FEAENE A T ) R 0 0 1 (0.8 1 1.3 1 (03 1 0.5
2 A 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
Bl e 5 - i 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5

BE, hER L ONESDHE 3 (4.9 7.5 15 (12.6) 19 24.5 9 (7.5 12 15.0 27 (9.0) 34 17.2
s 1 (1.6) 2.5 3 (25 4 5.2 2 (1.7 2 2.5 6 (2.00 7 3.5
HAE 0 2 (L7 2 26 2 (1.7 3 3.8 4 (1.3) 5 2.5
AT 1 (1.6) 2.5 2 (1.7 2 2.6 0 3(1.0 3 1.5
ABEN 0 1 (0.8 1 1.3 1 (0.8 2 25 2 (0.7 3 15
B e B mAS; 0 2 (1.7 2 2.6 0 2 (0.7 2 1.0
JEET 0 1 (0.8 1 13 1 (08 1 1.3 2 (0.7 2 10
U5 0 1 (0.8 1 1.3 1 (0.8 1 1.3 2 (07 2 10
U SR 15 0 0 1 (08 1 1.3 1 (03 1 0.5
T S E T 0 0 1 (08 1 13 1 (03 1 0.5
AUE T X A KT 1 (1.6 2.5 0 0 1 (03 1 0.5
WLE %A OHE 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
%ﬁﬁhtbf@@ﬁ%@ 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
A
B e i g 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
AR 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
25 0 1 (0.8 1 1.3 0 1 (03 1 0.5

N: Number of subjects having the given event, or an event in the given system organ class at least once,

E: Number of adverse events reported, R: Event rate per 100 patient years,
Percentage of exposed subjects having the event
MedDRA version 20.0
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Adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R
wea T 0 1 (08 1 13 0 1 (03 1 0.5
S ==y 0 1 (08 1 13 0 1 (03 1 0.5

Rt LUk EE 5 (8.2 6 15.1 8 (6.7 8 10.3 6 (5.00 8 10.0 19 (6.3) 22 11.2
Irg 0 1 (08 1 13 2 (1.7 3 3.8 3 (1.0 4 20
E= Y 7 AE 1 (1.6 1 2.5 1 (0.8 1 1.3 0 2 (0.7 2 1.0
NE& BowE 0 2 (L7 2 26 0 2 (0.7 2 1.0
(NG TR 0 0 1 (0.8 2 2.5 1 (03 2 10
il NWRVNiik5id 1 (1.6 2 50 0 0 1 (0.3 2 1.0
BE PR IR 0 2 (L7 2 26 0 2 (0.7 2 1.0
vx I DRZ 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
oL AT a—/ UE 0 1 (0.8 1 13 0 1 (0.3 1 0.5
BNV ZUERY RifGE 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
=R MLAE 1 (1.6 1 2.5 0 0 1 (0.3 1 0.5
ik 1 (1.6 1 25 0 0 1 (0.3 1 0.5
1K v 7 I fE 1 (1.6 1 25 0 0 1 (0.3 1 0.5
R ik 0 0 1 (0.8 1 1.3 1 (03 1 0.5
AE G 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5

AR f 2 (3.3 2 5.0 6 (5.00 8 10.3 3 (25 4 5.0 11 (3.7 14 7.1
F 1 (16 1 25 1 (0.8 1 1.3 1 (0.8 1 1.3 3(1.0 3 1.5
=l 0 2 (1.7 2 26 0 2 (0.7 2 1.0
N o B A8 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
iRZ 5 FEIE 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
HIS Rz I 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
AR g i = 0 1 (0.8 1 1.3 0 1 (03 1 0.5
R [l 1 (1.6 1 2.5 0 0 1 (03 1 0.5
FEMGHH 1 0 0 1 (08 1 13 1 (03 1 0.5

N: Number of subjects having the given event, or an event in the given system organ class at least once,
E: Number of adverse events reported, R: Event rate per 100 patient years,

%: Percentage of exposed subjects having the event

MedDRA version 20.0
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Adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R
bl 0 1 (0.8) 3 0 1 (0.3 1 0.5
RIVET 0 1 (08 1 13 0 1 (03 1 0.5
FRPIBE 0 1 (0.8 1 13 0 1 (03 1 0.5
Bk K OYRK R E 1 (1.6 1 2.5 7 (5.9 8 10.3 3 (25 4 50 11 (3.7 13 6.6
BEIR 0 1 (0.8 1 1.3 1 (0.8 1 1.3 2 (0.7 2 10
IR 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
B AT 0 1 (08 1 13 0 1 (03 1 0.5
(23 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
eI 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
JRIAE 0 0 1 (0.8 1 1.3 1 (03 1 0.5
IREEAEH 0 1 (08 1 13 0 1 (03 1 0.5
SR PAZE 1 (1.6 1 2.5 0 0 1 (03 1 0.5
BER B 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
2 1 R e 0 1 (08 1 13 0 1 (03 1 0.5
1 sE IR 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
i 3 0 0 1 (0.8 1 1.3 1 (03 1 0.5
P oo WA R 2 (3.3 2 50 4 (3.4 5 6.4 6 (500 6 7.5 12 (4.0)0 13 6.6
@ﬁ%%mﬁ?ﬁ 1 (1.6) 1 25 1 (0.8 1 1.3 1 (0.8 1 1.3 3 (1.0 3 1.5
e RE 0 0 3 (25 3 3.8 3 (1.0 3 1.5
%@ﬂm& %ETA 1 (1.6) 1 2.5 0 1(08 1 1.3 2 (0.7 2 1.0
ot B HOPR AR REAR T E 0 2 (L7 2 26 0 2 (0.7 2 1.0
TV 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
@%%Er 0 0 1 (08 1 13 1 (03 1 0.5
Pt B MBI R RE AN 4 0 1 (0.8 1 13 0 1 (03 1 0.5
JiliE s 1 (1.6 1 25 5 (4.2 6 7.7 5 (4.2 5 6.3 11 (3.7 12 6.1

N: Number of subjects having the given event, or an event in the given system organ class at least once,
E: Number of adverse events reported, R: Event rate per 100 patient years,

%: Percentage of exposed subjects having the event

MedDRA version 20.0
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Adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R
& L 1 (L6 1 25 4 (3.4 4 5.2 4 (3.3 4 50 9 (3.00 9 4.6
IFTH 0 1 (0.8 1 1.3 1 (0.8 1 1.3 2 (0.7 1.0
[RYA L ANTINER 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
FE PR 2 (3.3 2 5.0 3 (25 3 3.9 5(4.2) 6 7.5 10 (3.3) 11 5.6
RHERR f 22 1 (1.6 1 2.5 0 3 (25 3 3.8 4 (1.3) 4 20
THENEE 0 0 1 (0.8 2 25 1 (0.3 2 1.0
5 O 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
fRIE 0 1(0.8 1 1.3 0 1 (03 1 0.5
R X w3 E 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
KL 1 (1.6 1 25 0 0 1 (03 1 0.5
ARHRSE 0 1 (0.8 1 1.3 0 1 (03 1 0.5
His KOk KR E 0 7 (59 9 11.6 1 (08 1 13 8 (2.7 10 5.1
JER 0 5 (4.2 6 7.7 0 5 (1.7 6 3.0
EIER G 0 1 (0.8 1 1.3 1 (08 1 13 2 (0.7 2 1.0
E AR ek 0 1 (0.8 1 1.3 0 1 (03 1 0.5
B 0 1 (0.8 1 1.3 0 1 (03 1 0.5
MikE LY v REE 0 3 (2.5 3 3.9 6 (5.00 6 7.5 9 (3.00 9 4.6
= 0 1 (0.8 1 3 2 (1.7 2 25 3 (1.0 3 15
U 2 RBRAE 0 0 2 (1.7 2 25 2 (0.7 2 1.0
MR PRAE 0 1 (08 1 13 0 1 (03 1 0.5
M N R 9E 0 0 1 (08 1 13 1 (03 1 0.5
R R hE 0 1 (0.8 1 1.3 0 1 (03 1 0.5
FRRZ M I 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
e 1(1.6) 1 25 2 (L7 2 26 3 (25 5 6.3 6 (2.0 8 4.1

N: Number of subjects having the given event, or an event in the given system organ class at least once,
E: Number of adverse events reported, R: Event rate per 100 patient years,

%: Percentage of exposed subjects having the event

MedDRA version 20.0
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Adverse events by system organ class and preferred term — safety analysis set
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MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N %) E R N (%) E R N (%) E R
oy = 0 1 (0.8 1 1.3 0 1 (03 1 0.5
fEERAEARN 2 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
Do I A8 P 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
LA R 0 0 1 (08 1 13 1 (03 1 0.5
R EASH AR 4 0 0 1 (0.8 1 1.3 1 (03 1 0.5
KERFF AR )E 0 0 1 (0.8 1 1.3 1 (03 1 0.5
EO)LES 0 1 (08 1 1.3 0 1 (03 1 0.5
TRMEAREER 1 (1.6) 2.5 0 0 1 (03 1 0.5
oI R R E 2 (3.3) 5.0 2 (1.7) 2 2.6 2 (1.7) 2 2.5 6 (2.00 6 3.0
EEPET L L ¥ — 1 (1.6) 2.5 0 2 (1.7 2 2.5 3 (1.0 3 1.5
T F T L — 1 (1.6) 2.5 0 0 1 (0.3 1 0.5
WY T L L ¥ — 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
BT LR — 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
AR E L O EREE 2 (3.3) 5.0 1 (0.8 1 1.3 1 (08 1 13 4 (1.3) 4 20
A R e 2 (3.3) 5.0 0 0 2 (0.7 2 1.0
TERAER b R SRR, 0 1 (0.8 1 1.3 0 1 (03 1 0.5
FLEETRE 0 0 1 (0.8 1 1.3 1 (03 1 0.5
SFEB X OWRHLE 1 (1.6) 2.5 1 (0.8 1 1.3 1 (0.8 1 13 3(1.0) 3 1.5
itk 1 (1.6) 2.5 0 1 (0.8 1 1.3 2 (07 2 10
12 J& Tl 0 1 (08 1 13 0 1 (03 1 0.5
JFNRIE R R 0 2 (1.7 3 3.9 0 2 (0.7 3 15
REAIE 0 1 (0.8 2 2.6 0 1 (0.3 2 1.0
RIS 0 1 (0.8 1 1.3 0 1 (03 1 0.5

N: Number of subjects having the given event, or an event in the given system organ class at least once,

E: Number of adverse events reported, R: Event rate per 100 patient years,

%: Percentage of exposed subjects having the event

MedDRA version 20.0
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Adverse events by system organ class and preferred

term — safety analysis set

Page 70 of 283

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N %) E R N (%) (%) E R N %) E R
Bk, BB X OFEABHOHA 0 3 (2.5 3 3.9 0 3 (1.0 3 15
Y (BRBIORY —T%5Te)
AF A MEREBE 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
T e B e 0 1 (0.8 1 1.3 0 1 (03 1 0.5
1055 75 g A e 0 1 (08 1 1.3 0 1 (03 1 0.5
o oo R RE 1 (1.6) 2.5 0 0 1 (0.3 1 0.5
RIS AR AN B 1 (1.6) 2.5 0 0 1 (03 1 0.5
FeRME, FiRMER L OWEEMEREE 0 0 1 (0.8 1 1.3 1 (03 1 0.5
SERVERR SR RIE 0 0 1(08 1 1.3 1 (03 1 0.5

N: Number of subjects having the given event, or an event in the given system organ class at least once
E: Number of adverse events reported, R: Event rate per 100 patient years

%: Percentage of exposed subjects having the event

MedDRA version 20.0
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2: Serious adverse events by system organ class, preferred term, and treatment group - safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) R N (%) E R N (%) E R N (%) E R

Subjects exposed 61 119 120 300

Total patient years 39. 82 77.54 79. 88 197. 24

All serious adverse events 5 (82 7 17.6 11 (9.2) 13 16.8 7 (5.8 12 150 23 (7.7) 32 16.2

JRYYER K O hE 1 (1.6) 1 25 2 (L7 2 26 4 (3.3 7 8.8 7 (2.3 10 5.1
7 A L AP IR 1 (1.6 1 2.5 0 1 (0.8 1 1.3 2 (0.7 2 1.0
H 5% 0 0 2 (1.7) 2 2.5 2 (0.7 2 1.0
RS 0 1 (0.8 1 1.3 1 (0.8 1 1.3 2 (0.7 2 1.0
A L AP AR Y 0 0 1 (0.8 1 13 1 (03 1 0.5
IJRARNIDTL - F 4T 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
o LY
B~ L2 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
B LS 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5

H R E 2 (3.3 3 175 1 (0.8 1 1.3 3 (25 3 3.8 6 (2.00 7 3.5
AR 1 (L6 1 25 0 1 (0.8 1 1.3 2 (0.7 2 1.0
TR 1 (1.6) 1 2.5 0 0 1 (0.3 1 0.5
BERES 1 (1.6 1 2.5 0 0 1 (03 1 0.5
OM% 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
T 0 1 (08 1 1.3 0 1 (03 1 0.5
HBE~L=T 0 0 1 (0.8 1 13 1 (0.3 1 0.5

BE, hER I OLESIHE 0 2 (1.7 3 3.9 0 2 (0.7 3 15
A E 0 1 (0.8 1 13 0 1 (0.3 1 0.5
HAE 0 1 (0.8 1 1.3 0 1 (03 1 0.5
S ==l 0 1(0.8 1 1.3 0 1 (03 1 0.5

N: Number of subjects having the given event, or an event in the given system organ class at least once,
E: Number of adverse events reported, R: Event rate per 100 patient years,

%: Percentage of exposed subjects having the event

MedDRA version 20.0
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Serious adverse events by system organ class, preferred term, and treatment group — safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R
Py Wk R 2 1 (1.6) 1 25 1 (08 1 13 1 (08 1 13 3 (1.0 3 15
BERI RS IE N A 1 (1.6) 1 2.5 0 1 (0.8 1 13 2 (0.7 2 1.0
P B MBI A RE AR 4 0 1 (08 1 13 0 1 (03 1 0.5
Bk K OYR KRR E 0 2 (L7 2 26 0 2 (0.7 2 1.0
B S AE 0 1 (08 1 1.3 0 1 (0.3 1 0.5
8 1 R e 0 1 (08 1 13 0 1 (03 1 0.5
fifs PR AR A 1 (1.6 1 25 1 (0.8 1 1.3 0 2 (0.7 2 1.0
MM 2 N 27 e L Hn 0 1 (0.8 1 13 0 1 (0.3 1 0.5
DEE X B T 3 1 (1.6) 1 25 0 0 1 (03 1 0.5
%%-éaﬁ%ﬁ;w&ﬁﬁﬁ@ 0 0 1 (0.8 1 1.3 1 (03 1 0.5
“ﬁ?
TN 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
MikE LY R REE 0 1 (0.8 1 1.3 0 1 (03 1 0.5
R PRAE 0 1 (08 1 13 0 1 (03 1 0.5
Rt L OueasEE 1 (1.6 1 25 0 0 1 (0.3 1 0.5
el VRN iik5id 1 (1.6) 1 2.5 0 0 1 (03 1 0.5
F2RE R KOV Mgk 0 1 (0.8 1 1.3 0 1 (03 1 0.5
7 M E—PER S 0 1 (0.8 1 1.3 0 1 (03 1 0.5
Bk, EMER X OFEABHOHA 0 1 (08 1 13 0 1 (03 1 0.5
¥ (FERBLORY —F %25
TR e B B 0 1 (0.8 1 1.3 0 1 (03 1 0.5

N: Number of subjects having the given event, or an event in the given system organ class at least once
E: Number of adverse events reported, R: Event rate per 100 patient years,

%: Percentage of exposed subjects having the event

MedDRA version 20.0
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3: Severe adverse events by system organ class and preferred term - safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R

Subjects exposed 61 119 120 300

Total patient years 39. 82 77.54 79. 88 197. 24

All severe adverse events 4 (6.6) 6 15.1 9 (7.6) 10 12.9 7 (5.8 11 13.8 20 ( 6.7) 27 13.7

H R E 2 (3.3 3 175 3 (25 3 3.9 0 5 (1.7 6 3.0
[E5EL] 0 2 (1.7 2 2.6 0 2 (0.7 2 1.0
TR 1 (1.6) 1 25 0 0 1 (0.3 1 0.5
BMERES 1 (1.6 1 2.5 0 0 1 (03 1 0.5
T 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
M - 1 (1.6) 1 2.5 0 0 1 (0.3 1 0.5

JRYWE R L OV A BUE 1 (1.6) 1 25 1 (08 1 13 2 (1.7 4 50 4 (1.3 6 3.0
W%wxf%%% 1 (1.6 1 25 0 0 1 (0.3 1 0.5
IJRARNYDTLF 4T 0 1 (08 1 1.3 0 1 (03 1 0.5
o LY
ElUES 0 0 1 (0.8 1 1.3 1 (03 1 0.5
Bt~ L 22 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
RS 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
B LS 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5

Bk R L O Ak e 1 (1.6) 1 2.5 0 1 (0.8 1 1.3 2 (0.7 2 1.0
e 1 (1.6 1 25 0 0 1 (0.3 0.5
HERIARZE 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5

BE, hER I OLEASIHE 0 1 (0.8 2 2.6 0 1 (0.3 2 1.0
HiAE 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
S ==y 0 1 (0.8 1 1.3 0 1 (03 1 0.5

N: Number of subjects having the given event, or an event in the given system organ class at least once
E: Number of adverse events reported, R: Event rate per 100 patient years

%: Percentage of exposed subjects having the event

MedDRA version 20.0
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Severe adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N %) E R N %) E R N (%) E R N (%) E R
TR R P 0 0 2 (1.7 2 25 2 (07 2 10
IEpEa 0 0 2 (1.7 2 25 2 (0.7 2 1.0
oy bR = 1 (1.6) 1 25 0 1(08 1 1.3 2 (0.7 2 1.0
kR R R RE R A 1 (1.6) 1 2.5 0 1 (0.8 1 13 2 (0.7 2 1.0
fifs PR AR A 0 0 1 (0.8 2 25 1 (03 2 1.0
m 7 L7 F R ARF T 0 0 1 (0.8 2 25 1 (0.3 2 1.0
— B HN
%%-éaﬁ%ﬁ;w&ﬁﬁﬁm 0 0 1 (0.8 1 1.3 1 (03 1 0.5
“ﬁ?
TN 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
ik LY v REE 0 1 (08 1 1.3 0 1 (03 1 0.5
R PRAE 0 1 (08 1 13 0 1 (03 1 0.5
FE 5. MERES K OMERm P 0 1(0.8 1 1.3 0 1 (03 1 0.5
I FF R 0 I e 0 1 (0.8 1 13 0 1 (03 1 0.5
FeRE R KO gk 0 1 (0.8 1 1.3 0 1 (03 1 0.5
7 b E—PER S 0 1 (0.8 1 1.3 0 1 (03 1 0.5
Bk, BB X OREABHOHA 0 1 (08 1 13 0 1 (03 1 0.5
Y (FRBIORY) —T%ETr)
T e B 0 1 (0.8 1 1.3 0 1 (03 1 0.5

N: Number of subjects having the given event, or an event in the given system organ class at least once
E: Number of adverse events reported, R: Event rate per 100 patient years,

%: Percentage of exposed subjects having the event
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4: Moderate adverse events by system organ class and preferred term - safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R

Subjects exposed 61 119 120 300

Total patient years 39. 82 77.54 79. 88 197. 24

All moderate adverse events 17 (27.9) 33 82.9 42 (35.3) 136 175.4 34 (28.3) 101 126.4 93 (31.0) 270 136.9

TR R P 5 (8.2 5 12.6 8 (6.7 43 55.5 9 (7.5 37 46.3 22 (7.3) 85 43.1
A 4 (6.6) 4 10.0 6 (5.0 36 46.4 5 (4.2) 32 40.1 15 (5.00 72 36.5
FEMED F W 0 2 (1.7 2 2.6 1 (0.8 1 1.3 3 (1.0 3 15
AR SE 0 0 1 (0.8 2 25 1 (03 2 1.0
Jr BT 0 1(0.8 1 1.3 1 (08 1 1.3 2 (0.7 2 1.0
AR 0 1 (0.8 2 2.6 0 1 (03 2 10
JERE BlLRR 0 1 (08 1 13 0 1 (03 1 0.5
A iR 0 0 1 (08 1 13 1 (0.3 1 0.5
PR 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
REIR 1 (L6 1 25 0 0 1 (0.3 1 0.5

JRYYER K O dE 6 (9.8 8 20.1 17 (14.3) 23 29.7 14 (11.7) 18 22.5 37 (12.3) 49 24.8
7 A AN R JE R 2 (383 2 50 4 (3.4 5 6.4 4 (3.3 5 6.3 10 (3.3) 12 6.1
HE 0 2 (1.7 3 3.9 2 (1.7 2 25 4 (1.3 5 25
GBI 1 (1.6 1 2.5 2 (L7 2 26 1 (0.8 1 1.3 4 (1.3) 4 2.0
JEE A 2 (383 2 50 0 1 (0.8 2 25 3 (1.0 4 20
A L A S 1 (1.6 1 25 1 (0.8 1 1.3 1 (0.8 1 1.3 3 (1.0 3 1.5
T RE Y 0 1 (08 1 13 1 (08 1 13 2 (0.7 2 1.0
RS AR 1 (1.6 1 2.5 1 (08 1 13 0 2 (0.7 2 1.0
FRbk 0 1 (08 1 1.3 1 (0.8 1 1.3 2 (0.7 2 1.0
A L AR 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
A L AL E R Y 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
AIVAEA T A L AR 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5

N: Number of subjects having the given event, or an event in the given system organ class at least once
E: Number of adverse events reported, R: Event rate per 100 patient years

%: Percentage of exposed subjects having the event
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Moderate adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R
AP M 1 (L6 1 25 0 0 1 (0.3 1 0.5
e 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
A 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
i 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
REWFAZ0 0 1(0.8 1 1.3 0 1 (03 1 0.5
AULTE £ J Y 0 1 (08 1 13 0 1 (0.3 1 0.5
HRIE B 0 0 1(08 1 1.3 1 (03 1 0.5
RS 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
TR I 0 0 1(08 1 1.3 1 (03 1 0.5
=13 0 1 (0.8 .3 0 1 (0.3 1 0.5
BLA% 0 1 (0.8 1 13 0 1 (0.3 1 0.5
EHFER 0 0 1 (08 1 13 1 (03 1 0.5
H R E 3 (49 4 10.0 8 (6.7) 16 20.6 5 (4.2 9 11.3 16 (5.3) 29 14.7
L 0 2 (1.7 2 2.6 1 (0.8 3 3.8 3(1.0 5 2.5
AR 1 (L6 1 25 3 (25 4 5.2 0 4 (1.3 5 25
L, 1 (1.6 1 25 3 (25 3 3.9 0 4 (1.3) 4 20
REER T 0 1 (0.8 1 1.3 1 (0.8 2 25 2 (0.7 3 1.5
T 1 (1.6) 1 25 0 1 (0.8 2 25 2 (0.7 3 1.5
TR 1 (1.6) 1 25 1 (0.8 1 1.3 0 2 (0.7 2 1.0
AN 0 1 (0.8 1 1.3 1 (0.8 1 1.3 2 (0.7 2 1.0
i 0 1 (0.8 2 26 0 1 (0.3 2 1.0
THEEE 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
R 0 1 (08 1 13 0 1 (03 1 0.5
BB~V =T 0 0 1 (0.8 1 13 1 (03 1 0.5
BB L O Ak 4 (6.6) 4 10.0 8 (6.7 10 12.9 7 (5.8 10 12.5 19 (6.3) 24 12.2
NS 1 (L6 1 25 3 (25 3 3.9 2 (1.7 2 25 6 (2.00 6 3.0

N: Number of subjects having the given event, or an event in the given system organ class at least once,
E: Number of adverse events reported, R: Event rate per 100 patient years,

%: Percentage of exposed subjects having the event
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Moderate adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R
KT 0 1 (0.8 1 1.3 1 (0.8 2 25 2 (0.7 3 1.5
AR 2 (3.3 2 5.0 1 (08 1 13 0 3 (1.0 3 1.5
SRR 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
BEHAE 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
g 0 0 1 (0.8 1 1.3 1 (03 1 0.5
JB [T 0 B AR B e 0 1 (08 1 13 0 1 (0.3 1 0.5
AR S 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
FHET 0 1 (0.8 1 1.3 0 1 (03 1 0.5
JE 5% 0 0 1 (08 1 13 1 (03 1 0.5
LR 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
PN REETE 0 0 1 (08 1 13 1 (03 1 0.5
Fh#kE 2% 0 0 1 (08 1 13 1 (03 1 0.5
1579 0 0 1 (0.8 1 1.3 1 (03 1 0.5
ety % 1(1.6) 1 25 0 0 1 (03 1 0.5

%%-éaﬁ%ﬁ;w&ﬁﬁﬁm 2 (3.3 3 175 6 (5.00 8 10.3 5 (4.2) 8 10.0 13 (4.3 19 9.6

\‘-%E:
N 0 1 (0.8 2 2.6 1 (0.8 2 25 2 (0.7 4 20
it 1 (1.6 1 25 1 (0.8 1 1.3 1 (0.8 1 1.3 3 (1.0 3 15
A VT PR 0 0 1 (0.8 2 25 1 (0.3 2 1.0
KA METENE 0 0 2 (1.7 2 2.5 2 (0.7 2 1.0
L35 0 2 (L7 2 2.6 0 2 (0.7 2 1.0
e 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
Jiapea 0 1 (0.8 1 1.3 0 1 (03 1 0.5
AL PN HH I 1 (1.6) 1 25 0 0 1 (03 1 0.5
TSRS 1 (1.6 1 25 0 0 1 (03 1 0.5
FiyaPnd 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
&R 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5

N: Number of subjects having the given event, or an event in the given system organ class at least once
E: Number of adverse events reported, R: Event rate per 100 patient years

%: Percentage of exposed subjects having the event
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Moderate adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R
BE, hER I OLESDIHE 0 5 (42 7 9.0 4 (3.3 6 175 9 (3.00 13 6.6
Hirf3 0 1 (0.8 1 1.3 1 (0.8 2 25 2 (0.7 3 15
ABE 0 1 (0.8 1 1.3 1 (0.8 2 25 2 (0.7 3 15
AT 0 2 (1.7 2 2.6 0 2 (0.7 2 1.0
T S E T 0 0 1 (0.8 1 1.3 1 (03 1 0.5
WLE% A OHE 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
SEET 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
g 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
weaEr 0 1 (08 1 1.3 0 1 (0.3 1 0.5
fifs PR AR A 1 (1.6 1 25 5 (4.2 6 7.7 2 (1.7 3 3.8 8 (2.7 10 5.1
R B 5 1 (1.6 1 25 0 1 (0.8 1 1.3 2 (0.7 2 1.0
T U a~E 7 a e HEN 0 1 (08 1 13 0 1 (0.3 1 0.5
AR E5 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
mA AV o K 0 0 1 (0.8 1 13 1 (0.3 1 0.5
m 7 L7 F R ARE T 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
— B
T2 ~ 27 a o #00 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
M= R o R 0 1(0.8 1 1.3 0 1 (03 1 0.5
LA EE N 0 1 (08 1 13 0 1 (03 1 0.5
IREEHEN 0 1 (08 1 13 0 1 (03 1 0.5
F2RE R KOV MRk 0 3 (25 4 5.2 3 (25 3 3.8 6 (2.00 7 3.5
R 0 1 (0.8 2 2.6 0 1 (0.3 2 1.0
9 FEIE 0 1 (08 1 13 0 1 (03 1 0.5
BRIV RS A a7 44— 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
VR E 0 0 1 (0.8 1 1.3 1 (03 1 0.5
F & 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5

N: Number of subjects having the given event, or an event in the given system organ class at least once,
E: Number of adverse events reported, R: Event rate per 100 patient years,

%: Percentage of exposed subjects having the event
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Moderate adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N %) E R N %) E R N (%) E R N (%) E R
B2 S 1B 0 1 (08 1 13 0 1 (03 1 0.5
AR i 2 (3.3) 5.0 2 (1.7 4 5.2 0 4 (1.3 6 3.0
=l 0 2 (L7 2 26 0 2 (0.7 2 1.0
N 2 B A 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
R [ 1 (1.6) 2.5 0 0 1 (0.3 1 0.5
RIET 0 1 (08 1 13 0 1 (03 1 0.5
F 1 (1.6) 2.5 0 0 1 (0.3 1 0.5
Rt LUk EE 2 (3.3) 5.0 1 (08 1 13 3 (2.5 3 3.8 6 (200 6 3.0
Irg 0 1 (0.8 1 1.3 2 (1.7 2 25 3(1.0 3 15
1K v 7 I fE 1 (1.6) 2.5 0 0 1 (0.3 1 0.5
ol NURYNiik5id 1 (1.6) 2.5 0 0 1 (0.3 1 0.5
i3 0 0 1 (0.8 1 1.3 1 (03 1 0.5
FE 5. MERES K OMERm P 1 (1.6) 5.0 1(08 1 1.3 1 (0.8 1 13 3 (1.0 4 20
1 JVEIRBE 1 (1.6) 2.5 0 1 (0.8 1 1.3 2 (0.7 2 1.0
WK 1 (1.6 2.5 0 0 1 (0.3 1 0.5
)% [R] 0 1 (0.8 1 13 0 1 (0.3 1 0.5
A8 0 3 (2.5 3 3.9 0 3 (1.0 3 15
1 1L E 0 3 (2.5 3 3.9 0 3 (1.0) 1.5
Bk K OYR KR E 0 3 (25 3 3.9 0 3 (1.0 3 1.5
B AT 0 1 (0.8 1 1.3 0 1 (03 1 0.5
IREEAEE 0 1 (08 1 13 0 1 (03 1 0.5
8 1 R e 0 1 (08 1 13 0 1 (03 1 0.5

N: Number of subjects having the given event, or an event in the given system organ class at least once
E: Number of adverse events reported, R: Event rate per 100 patient years

%: Percentage of exposed subjects having the event
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Moderate adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R
R = 0 2 (L7 2 26 1 (0.8 1 1.3 3 (1.0 3 1.5
TV IR 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
FRR iR s 0 0 1 (08 1 1.3 1 (03 1 0.5
Pt I MBI B R RE AN 4 0 1 (08 1 13 0 1 (03 1 0.5
P R E 1 (L6 1 25 2 (1.7 2 26 0 3(1.0 3 1.5
T F T L — 1 (1.6 1 25 0 0 1 (0.3 1 0.5
T VL ¥— 0 1 (08 1 1.3 0 1 (03 1 0.5
BYT LI F— 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
SFRB X OWRLE 0 1 (0.8 1 1.3 1 (0.8 1 1.3 2 (0.7 2 1.0
Pt 0 1 (0.8 1 1.3 1 (0.3 1 0.5
12 J& Tl 0 1 (08 1 13 0 1 (03 1 0.5
His KOk KR E 0 1 (08 1 13 0 1 (03 1 0.5
JER 0 1 (0.8 1 1.3 0 1 (03 1 0.5
T 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
TNV 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
AR R L O EREE 1 (1.6) 1 25 0 0 1 (03 1 0.5
A R e 1 (1.6 1 2.5 0 0 1 (03 1 0.5
FEappEE 0 1 (0.8 1 1.3 0 1 (03 1 0.5
R X w3 E 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5

N: Number of subjects having the given event, or an event in the given system organ class at least once,
E: Number of adverse events reported, R: Event rate per 100 patient years,

%: Percentage of exposed subjects having the event

MedDRA version 20.0
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5: Mild adverse events by system organ class and preferred term - safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R

Subjects exposed 61 119 120 300

Total patient years 39. 82 77.54 79. 88 197. 24

All mild adverse events 41 (67.2) 145 364.1 81 (68.1) 280 361.1 75 (62.5) 273 341.8 197 (65.7) 698 353.9

JRYYIER K O hE 30 (49.2) 40 100.4 38 (31.9) 56 72.2 41 (34.2) 69 86.4 109 (36.3) 165 83.7
7 A VAN R JE R 9 (14.8) 11 27.6 16 (13.4) 20 25.8 20 (16.7) 25 31.3 45 (15.0) 56 28.4
GBI 5 (8.2) 5 12.6 7 (59 8 10.3 5(4.2) 6 7.5 17 (5.7 19 9.6
=TS 3 (49 6 151 1 (0.8 1 1.3 2 (1.7 2.5 6 (2.00 9 4.6
A7z W 2 (3.3 3 1.5 1 (0.8 1 1.3 3 (25 3 3.8 6 (200 7 3.5
H 2 (3.3 2 50 1 (0.8 1 1.3 2 (1.7 3 3.8 5 (1.7 6 3.0
iRV [ 1 (1.6 1 2.5 1 (08 1 13 1 (0.8 4 5.0 3 (1.0 6 3.0
TR I 1 (1.6 1 25 1 (0.8 1 1.3 4 (3.3 4 50 6 (2.00 6 3.0
KB AR 2 (3.3 2 5.0 2 (L7 2 26 1 (08 1 13 5 (1.7 5 2.5
FRbkZE 1 (16 1 25 1 (0.8 1 1.3 3 (2.5 3 3.8 5 (1.7 5 2.5
NMHEH 1 (16 1 2.5 3 (2.5 3 3.9 0 4 (1.3) 4 2.0
ERIERRAZC 2 (3.3 2 5.0 2 (L7 2 26 0 4 (1.3) 4 20
BEWFAZ0 1(1.6) 1 25 0 2 (L7 3 3.8 3 (L0 4 20
G 0 2 (1.7 2 26 1 (0.8 1 1.3 3 (1.0 3 1.5
A L AR E R Y 0 1 (0.8 1 1.3 1 (0.8 1 1.3 2 (0.7 2 1.0
U R MR SR 2% 0 0 1 (0.8 2 25 1 (0.3 2 1.0
T RGE Y 0 1 (0.8 1 1.3 1 (0.8 1 1.3 2 (0.7 2 1.0
A~ L~ R 0 0 2 (1.7 2 2.5 2 (0.7 2 1.0
RS 0 2 (1.7 2 2.6 0 2 (0.7 2 1.0
LR Y 0 1 (08 1 13 1 (08 1 13 2 (0.7 2 1.0
XD 0 1 (0.8 1 1.3 1 (0.8 1 1.3 2 (07 2 10
B 0 2 (1.7 2 26 0 2 (0.7 2 10
B G 0 1 (0.8 1 1.3 0 1 (03 1 0.5

N: Number of subjects having the given event, or an event in the given system organ class at least once
E: Number of adverse events reported, R: Event rate per 100 patient years

%: Percentage of exposed subjects having the event
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Mild adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R
JOARNIT TN T 47 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
o LY
ShpaitE b v A E 1 (1.6 1 25 0 0 1 (03 1 0.5
[T/ 1 (16 1 25 0 0 1 (0.3 1 0.5
MEGE 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
I M A R G 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
R 4% 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
BRNEE S 0 0 1 (0.8 1 1.3 1 (03 1 0.5
JTNPH 2% 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
5 YR 0 1 (0.8 1 13 0 1 (03 1 0.5
-3 1 (1.6) 1 25 0 0 1 (0.3 1 0.5
=p RO 0 1 (08 1 13 0 1 (03 1 0.5
FRIE 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
EaR 1 (16 1 25 0 0 1 (0.3 1 0.5
[EREC 0 0 1 (0.8 1 1.3 1 (03 1 0.5

BB L O Ak 9 (14.8) 11 27.6 23 (19.3) 33 42.6 21 (17.5) 29 36.3 53 (17.7) 73 37.0
IR 0 3 (2.5 3 3.9 11 (9.2) 11 13.8 14 (4.7 14 7.1
E3NEGE 0 7(59 7 9.0 6 (5.0 6 1.5 13 (4.3 13 6.6
5 P 3 (4.9 3 7.5 3 (25 3 3.9 1 (0.8 1 1.3 7 (2.3 7 3.5
VU RS 1 (L6 1 25 4 (3.4 4 52 2 (1.7 2 25 7(23 7 3.5
iR EL S 1(1.6) 3 7.5 0 0 1 (0.3 3 1.5
RE AR 0 2 (1.7 3 3.9 0 2 (0.7 3 15
BE H A 0 2 (1.7 2 2.6 0 2 (0.7 2 1.0
e % i 0 2 (L7 2 26 0 2 (0.7 2 1.0
3] 0 2 (L7 2 26 0 2 (0.7 2 10
EER 2 (3.3 2 5.0 0 0 2 (0.7 2 1.0
pERIE 0 1 (08 1 13 1 (08 1 1.3 2 (0.7 2 1.0

N: Number of subjects having the given event, or an event in the given system organ class at least once
E: Number of adverse events reported, R: Event rate per 100 patient years
Percentage of exposed subjects having the event
MedDRA version 20.0
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Mild adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R
MR 2 PESE 0 0 1 (0.8 2 2.5 1 (03 2 10
[ 1 (1.6 1 25 1 (08 1 13 0 2 (0.7 2 1.0
S\ B 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
it 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
ENEENERS 1 (1.6 1 25 0 0 1 (0.3 1 0.5
IS e 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
REHIE K 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
IS 0 0 1 (0.8 1 1.3 1 (03 1 0.5
B HE A 0 1 (08 1 13 0 1 (0.3 1 0.5
BT 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
A g 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
FEEITEA A B ENAE 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
JB [T 0 B AR B e 0 1 (0.8 1 1.3 0 1 (03 1 0.5
DU R A R J 0 1 (0.8 1 1.3 0 1 (03 1 0.5

el 9 (14.8) 17 42.7 22 (18.5) 25 32.2 16 (13.3) 29 36.3 47 (15.7) 71 36.0
T 4 (6.6) 6 15.1 4 (3.4 4 5.2 4 (33 5 6.3 12 (4.0) 15 7.6
HIEARE 1 (1.6) 2 5.0 4 (3.4 4 5.2 2 (L7 2 25 7(2.3 8 4.1
L, 0 4 (3.4 5 6.4 2 (L.7) 2 2.5 6 (2.00 7 3.5
M - 0 1 (08 1 1.3 4 (3.3 4 5.0 5 (L7 5 25
REER 1 (1.6 1 2.5 0 3 (25 3 3.8 4 (1.3) 4 2.0
LR AN R 0 0 1 (0.8 3 3.8 1 (03 3 1.5
i 0 1 (0.8 1 1.3 2 (1.7 2 2.5 3 (1.0 3 1.5
EE3 1 (1.6 1 25 0 1 (0.8 1 1.3 2 (0.7 2 1.0
33 0 1 (0.8 1 1.3 1 (0.8 1 1.3 2 (0.7 2 1.0
mERd 0 0 1 (0.8 2 25 1 (0.3 2 1.0
TR 1 (L6 1 25 0 1 (0.8 1 1.3 2 (07 2 10
A 1 (1.6) 1 2.5 1 (0.8 1 1.3 0 2 (0.7 2 1.0

N: Number of subjects having the given event, or an event in the given system organ class at least once,
E: Number of adverse events reported, R: Event rate per 100 patient years,

%:

Percentage of exposed subjects having the event
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Mild adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R
R AR 1(1.6) 1 25 1 (08 1 1.3 0 2 (0.7 2 1.0
P A i 0 0 2 (1.7 2 2.5 2 (0.7 2 1.0
R F 0 2 (1.7 2 2.6 0 2 (0.7 2 1.0
i 0 2 (1.7 2 26 0 2 (07 2 10
H A E W R 1 (1.6 1 25 0 0 1 (0.3 1 0.5
O E R 1 (1.6 1 25 0 0 1 (0.3 1 0.5
KIGRY —7F 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
EAER Y —7 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
TR B 5 1 (1.6 1 25 0 0 1 (0.3 1 0.5
JE K 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
R 0 1 (0.8 1 13 0 1 (03 1 0.5
2~ =7 1 (1.6 1 25 0 0 1 (0.3 1 0.5

FRE R P 10 (16.4) 21 52.7 14 (11.8) 26 33.5 16 (13.3) 21 26.3 40 (13.3) 68 34.5
A 7 (11.5) 11 27.6 7 (5.9 13 16.8 7 (5.8 11 13.8 21 (7.0) 35 17.7
FENME D E W 1 (1.6 1 25 4 (3.4 5 6.4 4 (3.3 4 50 9 (3.00 10 5.1
SERE 2 (3.3 2 50 1 (0.8 1 1.3 3 (25 4 50 6 (2.00 7 3.5
JECE SRR 1 (1.6 1 2.5 2 (L7 3 3.9 1 (08 1 13 4 (1.3) 5 2.5
Jr BT 1 (1.6 3 7.5 0 0 1 (0.3 3 1.5
PR 1 (1.6 1 25 1 (0.8 1 1.3 0 2 (0.7 2 1.0
R L 1 (L6 1 25 1 (0.8 1 1.3 0 2 (07 2 10
AR SE 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
LB E 1(1.6) 1 25 0 0 1 (0.3 1 0.5
JA BN 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
A FAE 0 1(0.8 1 1.3 0 1 (03 1 0.5

—f - AFEERS IOREEHMAD 9 (14.8) 11 27.6 23 (19.3) 37 47.7 14 (11.7) 18 22.5 46 (15.3) 66 33.5

Ny
RuE

N: Number of subjects having the given event, or an event in the given system organ class at least once
E: Number of adverse events reported, R: Event rate per 100 patient years
%: Percentage of exposed subjects having the event
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Mild adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R
KA METENE 0 6 (5.00 8 10.3 3 (25 4 5.0 9 (3.00 12 6.1
it 2 (3.3 2 50 6 (5.0 6 7.7 2 (1.7 2 25 10 (3.3) 10 5.1
TR PN HH 1 2 (3.3 2 50 6 (5.00 6 7.7 1 (08 1 13 9 (3.00 9 4.6
RAH AR 1(1.6) 1 25 3 (25 3 3.9 0 4 (1.3) 4 2.0
P VAR 1 (1.6 1 25 1 (0.8 1 1.3 1 (0.8 1 1.3 3(1.0 3 1.5
Fs = 1 (16 1 25 1 (0.8 1 1.3 1 (0.8 1 1.3 3 (1.0 3 15
HESHBAL S 0 1 (08 1 1.3 1 (0.8 2 25 2 (0.7 3 1.5
HESHERALE TR 0 1 (08 1 1.3 1 (0.8 2 25 2 (0.7 3 1.5
A VT PR 0 2 (1.7 2 2.6 0 2(07 2 1.0
i 0 2 (L7 2 26 0 2 (0.7 2 1.0
IR T 0 0 2 (1.7 2 25 2 (0.7 2 1.0
Fiyapnd 1 (1.6) 1 25 1 (0.8 1 1.3 0 2 (0.7 2 1.0
LT 0 1 (0.8 1 1.3 1 (0.8 1 1.3 2 (07 2 10
e 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
fiapea 1 (1.6) 1 2.5 0 0 1 (03 1 0.5
M A 0 1 (08 1 13 0 1 (03 1 0.5
AN 0] 0 0 1 (0.8 1 1.3 1 (03 1 0.5
FATRB O W E 0 1(0.8 1 1.3 0 1 (0.3 1 0.5
T B A 1 e 1 (1.6 1 25 0 0 1 (03 1 0.5
185 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
TN 0 0 1 (0.8 1 1.3 1(0.3) 1 0.5
BT 1 (1.6 1 2.5 0 0 1 (03 1 0.5

fifs PR AR A 6 (9.8) 9 22.6 14 (11.8) 22 28.4 12 (10.0) 23 28.8 32 (10.7) 54 27.4
IREEHEN 0 0 4 (3.3 4 5.0 4 (1.3) 4 20
BB A 1 %o R 1 (1.6 1 25 1 (0.8 1 1.3 1 (0.8 2 25 3(1.0) 4 20
TI=2T )N TURT 1 (L6 1 25 1 (0.8 1 1.3 1 (0.8 1 1.3 3 (1.0 3 1.5

= 7 —E M

N: Number of subjects having the given event, or an event in the given system organ class at least once,
E: Number of adverse events reported, R: Event rate per 100 patient years,

%: Percentage of exposed subjects having the event
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MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R
m 7 L7 F R ARF T 0 0 3 (2.5) 3.8 3 (1.0 3 15
— B
M7 A h AT a8 0 3 (2.5 3 39 0 3(1.0)0 3 1.5
T a~ESa e 0 1 (08 1 13 1 (0.8 1.3 2 (0.7 2 1.0
U a—FRFa= D 0 1 (0.8 2 2.6 0 1 (0.3 2 1.0
m 7 V7 =88 0 0 1 (0.8) 2.5 1 (0.3 2 1.0
1. A PR A EE AN 0 2 (L7 2 26 0 2 (0.7 2 1.0
LA 0 1 (08 2 2.6 0 1(03 2 10
B LTF=r 7T 0 1 (08 1 13 1 (0.8 1.3 2 (0.7 2 1.0
o AP
TANRGEUBT I ) b 1 (1.6) 2.5 0 0 1 (03 1 0.5
VAT =5 —BHEN
o LF ) — L 0 1 (0.8 1 1.3 0 1 (03 1 0.5
P A a xS 0 0 1 (0.8) 1.3 1 (0.3 1 0.5
~< hZ7 U NN 1 (1.6) 2.5 0 0 1 (0.3 1 0.5
U Lo gHifhn 0 0 1 (0.8) 1.3 1 (0.3 1 0.5
y =T IWNE IV NTRT 0 0 1 (0.8) 1.3 1 (0.3 1 0.5
= 7 —BHN
ISR B 5 1 (1.6) 2.5 0 0 1 (0.3 1 0.5
R E5- 0 0 1 (0.8) 1.3 1 (0.3 1 0.5
I E B 0 1 (08 1 13 0 1 (03 1 0.5
M/ NREE N 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
MP 7BV RAT 7 #— 0 0 1 (0.8 1.3 1 (03 1 0.5
BN
meA > 2 Y R 1 (1.6) 2.5 0 0 1 (0.3 1 0.5
M= L AT o — L HIhN 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
mH ey e s Hn 0 0 1 (0.8 1.3 1 (03 1 0.5
A= Ko s 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5

N: Number of subjects having the given event, or an event in the given system organ class at least once,

E: Number of adverse events reported, R: Event rate per 100 patient years,
%: Percentage of exposed subjects having the event
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Mild adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R
I A EDER AR AR L 0 1(0.8 1 1.3 0 1 (03 1 0.5
A
FR R AR VB L) 0 0 1 (08 1 1.3 1 (03 1 0.5
SRERME R SR8 0 0 1 (0.8 1 1.3 0 1 (03 1 0.5
BN P RIEE 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
TN 0 0 1 (08 1 13 1 (03 1 0.5
DEE X B T 3 1 (1.6) 1 25 0 0 1 (0.3 1 0.5
B LT F=r - UT T 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
A HENN
IR ES- 1 (1.6 1 2.5 0 0 1 (03 1 0.5
IREER D 0 1(0.8 1 1.3 0 1 (03 1 0.5
i ER A 1 (1.6) 1 25 0 0 1 (03 1 0.5

F2RE R L O Mgk 12 (19.7) 16 40.2 10 (8.4 12 15.5 17 (14.2) 21 26.3 39 (13.0) 49 24.8
W95 2 (3.3 2 50 2 (1.7 3 3.9 3 (25 3 3.8 7(2.3) 8 4.1
9 FHIE 0 3 (2.5 3 3.9 1 (0.8 1 1.3 4 (1.3) 4 2.0
Bl % 1(1.6) 1 2.5 1 (08 1 13 1 (08 1 1.3 3 (1.0 3 1.5
A =LA 2 (3.3 2 50 0 1 (0.8 1 1.3 3(1.0) 3 1.5
ARG AR K SE 0 0 2 (1.7 2 2.5 2 (0.7 2 1.0
BT 2 (3.3 2 50 0 0 2 (07 2 10
EEMEZ 5 EE 1 (1.6) 2 5.0 0 0 1(03 2 10
JZ T HH i, 0 1 (08 1 13 1 (08 1 13 2 (0.7 2 1.0
F2 JE 9% 2 (3.3 2 50 0 0 2 (0.7 2 1.0
E/ R 0 1 (0.8 1 1.3 1 (0.8 1 1.3 2 (0.7 2 1.0
SIE 0 0 1 (08 1 1.3 1 (0.3 1 0.5
T L —ME R g% 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
blEp=R (4 0 0 1 (0.8 1 1.3 1 (03 1 0.5
liR2 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5

N: Number of subjects having the given event, or an event in the given system organ class at least once,
E: Number of adverse events reported, R: Event rate per 100 patient years,

%: Percentage of exposed subjects having the event
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Mild adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N %) E R N (%) E R N (%) E R
EBMEZ 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
BRMEY RS A ha 7 — 0 0 1 (0.8 1 13 1 (0.3 1 0.5
KLBEME R 5 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
i ESE 0 0 1 (0.8 1 1.3 1 (03 1 0.5
JTVi 8 0 0 1 (0.8 1 1.3 1 (03 1 0.5
N R 0 0 1 (08 1 1.3 1 (0.3 1 0.5
HILrERS 2 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
BEIK B IR 2 5 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
BEPR A 1. 1 (1.6 1 25 0 0 1 (0.3 1 0.5
BEIR 5 0 1 (08 1 13 0 1 (03 1 0.5
RS A 1 (1.6 1 2.5 0 0 1 (0.3 1 0.5
Fz i Ny 0 0 1 (08 1 13 1 (03 1 0.5
F2 JE IR A 1(1.6) 1 25 0 0 1 (03 1 0.5
A 1 (1.6) 1 25 0 0 1 (0.3 1 0.5
FEZ 1 (1.6 1 2.5 0 0 1 (0.3 1 0.5

MEIR ER . MRS & OMGERm ke 3(49 3 1.5 11 (9.2 17 21.9 9 (7.5 14 17.5 23 (7.7) 34 17.2
RZ K 2 (3.3 2 50 5 (4.2 6 7.7 3 (2.5 3 3.8 10 (3.3) 11 5.6
1 JEIHBE 1 (1.6 1 25 1 (0.8 1 1.3 4 (3.3 4 50 6 (2.00 6 3.0
7 LLX— MR 0 2 (1.7 2 2.6 0 2 (0.7 2 1.0
% [R] 0 2 (1.7) 2 2.6 0 2 (0.7 2 1.0
£ i 0 2 (L7 2 26 0 2 (0.7 2 1.0
N A S i ES 0 0 1 (0.8 2 25 1 (0.3 2 1.0
i 0 1 (0.8 1 1.3 1 (0.8 1 1.3 2 (0.7 2 1.0
YO E=3 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
M GE AL BT 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
SaE D oI 0 1 (0.8 1 13 0 1 (0.3 1 0.5
&IE D o 0 1 (0.8 1 1.3 0 1 (03 1 0.5

N: Number of subjects having the given event, or an event in the given system organ class at least once
E: Number of adverse events reported, R: Event rate per 100 patient years

%:

Percentage of exposed subjects having the event
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Mild adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R
FEAENE A T ) R 0 0 (0.8 1 1.3 1 (03 1 0.5
& PA 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
Bl e 5 - 1 0 1 (0.8 1 1.3 1 (0.3 1 0.5

BE, hER I OLESIHE 3(49 3 1.5 9 (7.6) 10 12.9 6 (5.0 6 7.5 18 (6.00 19 9.6
s 1(1.6) 1 25 3 (25 4 5.2 2 (L7 2 2.5 6 (2.00 7 3.5
B e B mAE; 0 2 (1.7 2 2.6 0 2 (0.7 2 1.0
MU SR 1 0 0 1 (08 1 13 1 (03 1 0.5
AT 1 (1.6 1 25 0 0 1 (0.3 1 0.5
WU Z X A IET 1(1.6) 1 25 0 0 1 (03 1 0.5
%g&mttvw@ﬁ%m 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
B e B E; 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
T 0 1(0.8 1 1.3 0 1 (03 1 0.5
A E 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
HAE| 0 0 1(08 1 1.3 1 (03 1 0.5
ZE 0 1 (0.8 1 1.3 0 1 (03 1 0.5
g 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5

Rt LUk EE 4 (6.6) 4 10.0 7(59 7 9.0 4 (3.3 5 6.3 15 (5.0 16 8.1
E= Y 7 AE 1 (16 1 2.5 1 (0.8 1 1.3 0 2 (0.7 2 1.0
NE& BowE 0 2 (L7 2 26 0 2 (0.7 2 1.0
IR TR 0 0 1 (0.8 2 2.5 1 (03 2 10
BE PRI 0 2 (1.7 2 26 0 2 (0.7 2 1.0
X ILUDRE 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
oL AT o — UIE 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
&RV ZUERY RifGE 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
=R fAE 1 (1.6 1 25 0 0 1 (0.3 1 0.5

N: Number of subjects having the given event, or an event in the given system organ class at least once,
E: Number of adverse events reported, R: Event rate per 100 patient years,

%: Percentage of exposed subjects having the event
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Mild adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R
Mok 1 (1.6 1 2.5 0 0 1 (0.3 1 0.5
Irg 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
el VRN iikid 1 (16 1 25 0 0 1 (0.3 1 0.5
bt 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
Bk K OYR KR E 1 (1.6 1 2.5 4 (3.4 5 6.4 3 (25 4 5.0 8 (2.7 10 5.1
BAR 0 1 (0.8 1 1.3 1 (0.8 1 1.3 2 (0.7 2 10
bR 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
(23 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
EDI 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
JRIAEE 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
SR PAZE 1(1.6) 1 25 0 0 1 (03 1 0.5
BEIR BH 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
1 sE R 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
5 B3 0 0 1 (0.8 1 1.3 1 (03 1 0.5
FEappEE 2 (3.3 2 5.0 2 (L7 2 2.6 5 (4.2 6 7.5 9 (3.00 10 5.1
RHERR i 22 1 (1.6) 1 25 0 3 (2.5 3 3.8 4 (1.3) 4 2.0
THENEE 0 0 1 (0.8 2 25 1 (0.3 2 1.0
5 O 0 0 1 (0.8 1 13 1 (0.3 1 0.5
fRRIE 0 1 (08 1 13 0 1 (03 1 0.5
KL 1 (1.6) 1 25 0 0 1 (0.3 1 0.5
ARHRSE 0 1 (0.8 1 1.3 0 1 (03 1 0.5
A8 1 (1.6 1 25 3 (2.5 3 3.9 5 (4.2 5 6.3 9 (3.00 9 4.6
L E 1 (L6 1 25 1 (0.8 1 1.3 4 (3.3 4 50 6 (2.00 6 3.0
IFTH 0 1 (0.8 1 1.3 1 (0.8 1 1.3 2 (0.7 2 10
{E SEAEAR o 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5

N: Number of subjects having the given event, or an event in the given system organ class at least once,
E: Number of adverse events reported, R: Event rate per 100 patient years,

%: Percentage of exposed subjects having the event
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Mild adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R
His KOk KR E 0 6 (5.00 8 10.3 1 (08 1 13 7(2.3) 9 4.6
i 0 4 (3.4 5 6.4 0 4 (1.3) 5 2.5
[Edisp 6D & U 0 1 (0.8 1 1.3 1 (08 1 13 2 (0.7 2 1.0
E ARk 0 1 (0.8 1 13 0 1 (0.3 1 0.5
B 0 1 (0.8 1 1.3 0 1 (03 1 0.5
AR f 0 4 (3.4 4 5.2 3 (25 4 5.0 7 (2.3 8 4.1
F 0 1 (0.8 1 1.3 1 (0.8 1 1.3 2 (07 2 10
iRZ 5 FEIE 0 0 1 (0.8 1 1.3 1(0.3) 1 0.5
HIR Rz ) 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
AR R i = 0 1 (08 1 13 0 1 (03 1 0.5
ARG 1. 0 0 1 (0.8 1 1.3 1 (03 1 0.5
bl 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
FRPIBE 0 1(0.8 1 1.3 0 1 (03 1 0.5
ik LY R REE 0 2 (L7 2 26 6 (5.00 6 7.5 8 (2.7) 8 4.1
=1 0 1 (0.8 1 1.3 2 (1.7 2 25 3(1.0 3 1.5
U L RBRAE 0 0 2 (1.7 2 2.5 2 (0.7 2 1.0
MR R 9 0 0 1 (08 1 13 1 (03 1 0.5
R EREEhSE 0 1 (08 1 13 0 1 (03 1 0.5
FRRZ A I 0 0 1 (0.8 1 13 1 (0.3 1 0.5
Py Wb fi 22 1 (1.6) 1 2.5 3 (2.5 3 3.9 4 (3.3 4 5.0 8 (2.7) 8 4.1
FROIR IR RE AR T 1 (16 1 25 1 (0.8 1 1.3 1 (0.8 1 1.3 3(1.0)0 3 1.5
BB RE R A 0 0 3 (2.5 3 38 3(1.0) 3 1.5
ot B HOR AR REAR TE 0 2 (L7 2 26 0 2 (0.7 2 1.0
e 1 (1.6 1 25 2 (L7 2 2.6 2 (1.7 4 5.0 5 (1.7 7 3.5

N: Number of subjects having the given event, or an event in the given system organ class at least once,
E: Number of adverse events reported, R: Event rate per 100 patient years,

%: Percentage of exposed subjects having the event
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Mild adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R
oy = 0 1 (08 1 13 0 1 (03 1 0.5
FEERREARN 2 0 0 1 (0.8 1 13 1 (0.3 1 0.5
Do i A8 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
fEmE S BASH AR 2AE 0 0 1 (0.8 1 1.3 1 (03 1 0.5
KENRFF AR IE 0 0 1 (08 1 13 1 (03 1 0.5
EO)LES 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
TRMEAREER 1 (1.6) 2.5 0 0 1 (0.3 1 0.5
JFNRIE R R 0 2 (1.7 3 3.9 0 2 (0.7 3 1.5
REFSE 0 1 (0.8 2 2.6 0 1 (0.3 2 1.0
RIS 0 1 (0.8 1 1.3 0 1 (03 1 0.5
AR E L O EREE 1 (1.6 2.5 1 (0.8 1 1.3 1 (08 1 13 3(1.0) 3 1.5
A %R HEiE 1 (1.6) 2.5 0 0 1 (0.3 1 0.5
TE RS R SRR 0 1 (0.8 1 1.3 0 1 (03 1 0.5
FLEETRE 0 0 1 (08 1 1.3 1 (03 1 0.5
oI R R E 1 (1.6) 2.5 0 2 (1.7 2 25 3 (1.0 3 15
EEWPET L L — 1 (1.6) 2.5 0 2 (L7 2 25 3 (1.0 3 1.5
Bk, BEMER X OFEABHOHA 0 2 (L7 2 26 0 2 (0.7 2 1.0
Y (FEB LR —T 25T
AF A MEREBE 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
ke 0 1 (0.8 1 1.3 0 1 (03 1 0.5
SFEB X OWELE 1 (1.6) 2.5 0 0 1 (0.3 1 0.5
Pt 1 (1.6) 2.5 0 0 1 (0.3 1 0.5

N: Number of subjects having the given event, or an event in the given system organ class at least once
E: Number of adverse events reported, R: Event rate per 100 patient years

%: Percentage of exposed subjects having the event

MedDRA version 20.0
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MedDRA system organ class
Preferred term

Placebo
N

(%) E R

Norditropin Somapacitan

Total
N (%) E R

fL o R
SRR AR RE R B

FeRME, FEMER K ORI IEEE
SE RV BRI

1 (1.6 1 25
1 (1.6 1 2.5

0
0

[N e
[ Ne]

S o
——
~~
oo
0 oo
=
—
wW w

1 (03 1 0.5
1 (0.3 1 0.5
1 (0.3 1 0.5
1 (03 1 0.5

N: Number of subjects having the given event, or an event in the given system organ class at least once

E: Number of adverse events reported, R: Event rate per 100 patient years

%: Percentage of exposed subjects having the event

MedDRA version 20.0
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6: Possibly or probably related adverse events by system organ class and preferred term - safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R

Subjects exposed 61 119 120 300

Total patient years 39. 82 77.54 79. 88 197. 24

All possible or probably 13 (21.3) 21 52.7 36 (30.3) 75 96.7 29 (24.2) 93 116.4 78 (26.0) 189 95.8

related adverse events

FRE R P 4 (6.6) 4 10.0 6 (5.00 8 10.3 9 (7.5 42 52.6 19 (6.3) 54 27.4
IV 2 (3.3 2 50 3 (25 4 5.2 6 (5.00 37 46.3 11 (3.7 43 21.8
FFENME D E 1 (1.6 1 25 2 (1.7 3 3.9 1 (0.8 2 25 4 (1.3 6 3.0
JEARSE 0 0 1 (0.8 2 25 1 (03 2 1.0
SERE 1 (1.6) 1 25 0 1 (0.8 1 1.3 2 (0.7 2 1.0
JERE BLRR 0 1 (08 1 13 0 1 (03 1 0.5

i%ﬂ% - AFEERLOEEHMD 5 (8.2 8 20.1 16 (13.4) 22 28.4 6 (5.0 9 11.3 27 (9.0) 39 19.8

\‘-%g:
KA METENE 0 6 (5.0 8 10.3 3 (2.5 3 3.8 9 (3.0 11 5.6
TR PN HH 1 2 (3.3 3 175 4 (3.4 4 5.2 1 (08 1 13 7 (2.3 8 4.1
it 2 (3.3 2 50 2 (1.7 2 26 1 (0.8 1 1.3 5 (1.7 5 2.5
BSOS 1 (1.6 1 25 1 (0.8 1 1.3 1 (0.8 2 2.5 3 (1.0 4 20
HESTEBAL S 0 1 (08 1 1.3 1 (0.8 2 25 2 (0.7 3 1.5
R I T 1 (1.6 1 25 1 (0.8 1 1.3 0 2 (0.7 2 1.0
BN 0 2 (1.7) 2 2.6 0 2 (0.7 2 1.0
A VT PR 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
FATIRBOUHE 0 1 (08 1 1.3 0 1 (03 1 0.5
T B A 1 e 1 (1.6) 1 25 0 0 1 (03 1 0.5
LI 0 1(0.8 1 1.3 0 1 (03 1 0.5

N: Number of subjects having the given event, or an event in the given system organ class at least once
E: Number of adverse events reported, R: Event rate per 100 patient years

%: Percentage of exposed subjects having the event

AE causality is based on judgement of investigators

MedDRA version 20.0
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Possibly or probably related adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N %) E R N (%) E R N (%) E R N (%) E R

BB L O Ak 2 (3.3) 5.0 12 (10.1) 19 24.5 9 (7.5 10 12.5 23 (7.7 31 15.7
3N 1 (1.6) 2.5 6 (5.0 6 7.7 4 (33 4 50 11 (3.7 11 5.6
BN AEAR 0 2 (1.7 3 3.9 0 2 (0.7 3 15
AR 0 1 (0.8 1 1.3 2 (1.7 2 25 3 (1.0 3 1.5
B HAE 0 2 (1.7 2 2.6 0 2 (0.7 2 1.0
LR 0 2 (L7 2 26 0 2 (0.7 2 1.0
KT 0 0 1 (0.8 2 25 1 (0.3 2 1.0
RE R 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
1 R B L 0 1 (08 1 1.3 0 1 (0.3 1 0.5
LS 0 1 (08 1 13 0 1 (03 1 0.5
e 1 (1.6) 2.5 0 0 1 (0.3 1 0.5
ARSI 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
VU fE o 0 1 (08 1 1.3 0 1 (03 1 0.5
DU JR A e J 0 1 (08 1 13 0 1 (0.3 1 0.5
HERIARZE 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5

fifs PR AR A 3 (4.9 7.5 4 (3.4 8 10.3 4 (3.3 9 11.3 11 (3.7 20 10.1
7Y a~ESsa e 0 1 (0.8 2 2.6 1 (0.8 1 1.3 2 (0.7 3 15
TR A 1 2 o Ui 1 (1.6) 2.5 0 1 (0.8 2 25 2 (0.7 3 15
TI=TI )N TURT 0 1 (0.8 1 1.3 1 (0.8 1 1.3 2 (0.7 2 1.0
= 7 —BHN
M~ R o s 0 1 (0.8 2 2.6 0 1 (03 2 10
IREEHEN 0 1 (08 1 1.3 1 (0.8 1 13 2 (0.7 2 1.0
y—=TIWNEINVNNTRT 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
= 7 —BHn
MP T BV RAT 7 #— 0 0 1 (08 1 1.3 1 (03 1 0.5

BN

N: Number of subjects having the given event, or an event in the given system organ class at least once,
E: Number of adverse events reported, R: Event rate per 100 patient years,
%: Percentage of exposed subjects having the event

AE causality is based on judgement of investigators.
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MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N %) E R N (%) E R N (%) E R
A > 2 Y R 1 (1.6 1 25 0 0 1 (0.3 1 0.5
m 7 L7 F ok ARF T 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
— B
M7 A F AT a8 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
ey e Hn 0 0 1 (0.8 1 1.3 1 (03 1 0.5
IREER D 0 1 (08 1 1.3 0 1 (0.3 1 0.5
=iikzeepl 1 (1.6) 1 25 0 0 1 (03 1 0.5

FERE R KOV Mgk 3 (4.9 4 10.0 2 (1.7 2 26 6 (5.00 7 8.8 11 (3.7 13 6.6
ARG AR R SE 0 0 2 (1.7 2 2.5 2 (0.7 2 1.0
EEMEZ 5 EEE 1 (1.6) 2 5.0 0 0 1 (03 2 10
SIE 0 0 1 (0.8 1 1.3 1 (03 1 0.5
BRVEVRS A v 7 4 — 0 0 1 (0.8 1 1.3 1 (0.3 1 0.5
JinE<tid 0 0 1 (0.8 1 1.3 1 (03 1 0.5
JIER P R 0 0 1 (0.8 1 1.3 1 (03 1 0.5
HILrERS 2 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
BER A 1. 1 (1.6) 1 25 0 0 1 (0.3 1 0.5
JZ T . 0 1 (08 1 13 0 1 (03 1 0.5
a1 1 (L6 1 25 0 0 1 (0.3 1 0.5
Fz i v 0 0 1 (08 1 13 1 (03 1 0.5

H R E 0 3 (25 3 3.9 4 (3.3 9 11.3 7 (23 12 6.1
Y PN 0 0 1 (0.8 3 3.8 1 (0.3 3 15
mERd 0 0 1 (0.8 2 25 1 (0.3 2 1.0
REER 0 0 2 (L7 2 2.5 2 (0.7 2 1.0
L, 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
T 0 0 1 (0.8 1 1.3 1 (03 1 0.5

N: Number of subjects having the given event, or an event in the given system organ class at least once,

E: Number of adverse events reported, R: Event rate per 100 patient years,
%: Percentage of exposed subjects having the event

AE causality is based on judgement of investigators.

MedDRA version 20.0

nn8640/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:07:09 — t_ae_sum_4054. sas/t_prae_org _cl_sum_sas_4054. txt



Module 2.7.6 Page 97 of 283

Possibly or probably related adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R
53, 0 0 1(08 1 1.3 1 (03 1 0.5
RN R 0 1 (08 1 13 0 1 (0.3 1 0.5
R 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
Rt LU EE 0 2 (L7 2 26 1 (0.8 2 25 3 (1.0 4 20
IR TR 0 0 1 (0.8 2 2.5 1 (03 2 10
BE PRI 0 1 (0.8 1 1.3 0 1 (03 1 0.5
bt 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
A8 0 3 (25 3 3.9 0 3 (1.0 3 15
IFTY 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
{E SEAEAR i 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
1 1L E 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
BE, hER L OLESDHE 0 1 (0.8 1 1.3 2 (1.7 2 25 3 (1.0 3 15
P 1 (0.8 1 1.3 2 (1.7 2 2.5 3 (1.0 3 1.5
AR f 2 0 2 (L7 2 2.6 0 2 (0.7 2 1.0
F 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
FRPIBE 0 1 (0.8 1 1.3 0 1 (03 1 0.5
Hi KOk KR E 0 1 (0.8 2 2.6 0 1 (03 2 10
i 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
B 0 1 (0.8 1 1.3 0 1 (03 1 0.5
Py s R 2 0 0 2 (1.7 2 2.5 2 (0.7 2 1.0
BB RE A 42 0 0 2 (1.7 2 2.5 2 (0.7 2 1.0
N: Number of subjects having the given event, or an event in the given system organ class at least once,
E: Number of adverse events reported, R: Event rate per 100 patient years,

%: Percentage of exposed subjects having the event
AE causality is based on judgement of investigators.
MedDRA version 20.0
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Possibly or probably related adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R N (%) E R
FEYWE TS & OVEAE U 0 1 (08 1 13 0 1 (0.3 1 0.5
B Y 0 1 (08 1 13 0 1 (03 1 0.5
ik LY o NREE 0 1 (0.8 1 1.3 0 1 (03 1 0.5
R PRAE 0 1 (0.8 1 1.3 0 1 (03 1 0.5
FR 5. MERES K OMERm P 0 1(0.8 1 1.3 0 1 (0.3 1 0.5
YO 0 1 (0.8 1 1.3 0 1 (0.3 1 0.5
AR EB IO ERESE 0 0 1 (0.8 1 1.3 1 (03 1 0.5
FLEETRE 0 0 1 (0.8 1 1.3 1 (03 1 0.5

N: Number of subjects having the given event, or an event in the given system organ class at least once,
E: Number of adverse events reported, R: Event rate per 100 patient years,

%: Percentage of exposed subjects having the event

AE causality is based on judgement of investigators.

MedDRA version 20.0
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19NOV2019:10:07:09 — t_ae_sum_4054. sas/t_prae_org _cl_sum_sas_4054. txt
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7: Adverse events leading to withdrawal from trial product - randomised subjects

Treatment Sex (M/F)/ System organ class/ Onset Study Day Recovered or Serious

group/ Age (yrs)/ . Preferred term/ Date: /Duration Recovering /MESI  Severity Action
Subject ID BMI#** (kg/m 2) No. Reported term Time (days) (Y/N) (Y/N)  /Causality* Taken
Placebo/ M/66/28. 0 9  ERRMRA/ 28AUG15 185/ N N/N Moderate/  Drug
126005 JITlESR 5/ Unlikely  Withdrawn

Elevated liver enzymes
3x upper limit

Norditropin/  M/60/28.0 1 R L osesgmEE/ 14FEB17: 177/60 Y N/N Mild/ Drug

216003 BEPRIR/ 09:17 Probable  Withdrawn
Diabetes mellitus

Norditropin/  F/39/26.7 2 RYYER L O RE/ 09DEC15: 87/17 Y N/N Moderate/  Drug

303005 H/ 08:00 Unlikely  Withdrawn
Acute gastroenteritis

Norditropin/  M/45/34.2 8  MEB LY v REE 18DEC15: 236/21 Y Y/N Severe/ Drug

455004 iR et VA 08:30 Probable  Withdrawn

Hemoconcentration (high
hematocrit, hemoglobin
and red blood cell

count)
Norditropin/  M/49/25.7 1 &R IO THERREE/  080CT15 10/16 Y Y/N Severe/ Drug
505004 7 M E—PER SR/ Unlikely  Withdrawn
Exacerbation of atopic
dermatitis

M: Male, F: Female, yrs: Years, BMI: Body mass index (kg/m 2), Y: Yes, N: No, MESI: Medical event of special interest
* AE causality is based on judgement of investigators
*x BMI at baseline.
MedDRA version 20.0
nn8640,/nn8640—exploratory/susae002_20191119_er
19NOV2019:09:59:17 — 1_ae_list_4054. sas/1_ae_withdraw_rs_4054. txt
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2.7.6.7 NN8640-4054 (IiLRHAM)
27671  ERRHBRBIE

RERIREEE S

Novo Nordisk A/S, Novo Allé¢, DK-2880 Bagsvaerd, Denmark.

Novo Nordisk A/S, Clinical Reporting Anchor and Disclosure (1452); email address:
clinicaltrials@novonordisk.com

RIRARES
YV ~7 2% PDS290 (10 mg/1.5 mL)

BV A -
I TH

Trial ID : NN8640-4054

AEEARRBEE Y, FERBRIZ5E T L, 2k EEHBICSI LT _XCoWEBRE ORBRK T
(881) ETOT —HITESRINTHERE T, BT —42X—ZAmvy 7 H (201846 H25H) £T

IR SN TN CDT—Z 525D D,

FEHRBR M OB FEMEEICIT T T4 ~ ) —x2 2 RARA b OFER KL ORAIOD 34 T OFE R %2R

D

Trial registration ID-number : UTN : Ul111-1145-0211

NCT02229851 IND number : 116327

Paediatric status : EudraCT number : 2013-002892-16

AR Japanese registration number : JapicCTI-152767
RERDITRE -

FRNBR AR VE WA AE (AGHD) BFZ AR L LT, 3518 (53 HEOIFEROULRBIM &
D) IZBITDY~TvH Ol 1 BIEGOFMEKROLZEME 77 2RO 1 [Bl# 5 & O Norditropin
FlexPro ® 1 H 1[0l 5 & lelgat3 5, sk dbFE, ERSLRE, BELZI 43, WATHFN, V7€
Axti (CHEEHR) . EFGR GFER) #Bi

RERBEEEMS

AR 92 DIBBRFENGPEHREERE THRNE L. 45 7RBR I AR T 1 4 OIRBREIEERMAMEM ShT,
DU OIRBREALERNL, BAELEZ AT HER (signatory investigator) T, {RBRRIEHREZELZ L B2 —
LEA LT,

Gudmundur Johannsson MD, PhD,

Professor of Endocrinology. Vice-director,

Department of Internal Medicine and Clinical Nutrition, Institute of Medicine, Sahlgrenska Academy,

University of Gothenburg. Senior consultant Department of Endocrinology Sahlgrenska University Hospital,
Gothenburg, Sweden.

REREEEER
ARERIL, LLTFD 16 4 [EH 92 izt (A AT /U CIIEAELEI D 1 S gRE 1T Wi 7) T
L7,




Module 2.7.6

Page 101 of 283

Country No. of sites that No. of sites that randomised No. of sites approved by
screened patients patients IEC/IRB but did not
screen patients

Australia 8 8 0
Germany 4 4 1

India 5 3

Israel 1 (site 982 only screened) 0 2

Japan 15 (site 202 only screened) 14 1

Latvia 1 1 0
Lithuania 2 2 0
Malaysia 3 3 0
Poland 6 (site 507 only screened) 5 0
Romania 6 (site 454 only screened) 5 0
Russian Fed. 6 6 1

South Africa 3 3 1
Sweden 2 (site 851 only screened) 1 1
Turkey 4 4 1
Ukraine 1 1 1
United Kingdom 4 4 3
United States 27 (site 135 only screened) 26 2

Total 98 92 17

AR (5IFAH)

A B AR A S AR X T ORI A2 L,

RERAAM

AERBAAA A : 20144710 A 31 A
#ABKE T H  (Primary completion date) : 2017 4 4

A21H

REE T H:201845H 7H

RS (BRI OfENT) 2RI R
DT DT8O D H >~ N A7 H%Z2 201746 A 23 B
L LT, ARRBRIIY v M AT BES CIER SN &

fikfe LTz,

MEODIT—X
% 3a tH

Cut-off date :

ZZACHORT AL, 20184 6 H 25 HEFE CTORERT —Z RXR—RAIZFESNW TN 5, AREGERRABY
1T, EERBHIMAZSET L. FRUCEEESRICBIN LT X ToWBREORBRKT 88H) FT
DT —H IS TFERZ2 7T, kT —2_X—2a vy 7 H (Q0184F6 25 H) FCIZidksnriz

TRTOT =2 52EG0 5,

EERBI OBBRRIERE T T T4 < ) — > FRA > b ORRLORAIO 34 58 OFR A7

B
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wmER -
2018 12 H 12 H

ARBOHFHES R UIRL

V=72, BREREREE MRSV EY (WGH) THhY., BIERZ FREENS, FELTWY
BHIEIEIEL, ERLVE WA SRS EIEAL NAGHD THh o, Y~7 v X0, 18 1EEED

hGH 8K L [FRREOFIMER 2T 7 v A Ve a3 5 SN,

AERD HIIZ, AGHD BE 25t L LT, Y~ 7YX U2 1 EKER TG L= 04,
MR OB ERTT D2 Thotz, ARBRIZ., AGHD JBEICBIT D Y ~7 v & v ORISR
RERETHT-00FELRHEBETH D,

FTRTOWEREITRBOY R LR T v MZOWTHHZ52 1 7-, RBRICERHET AM S50 OFEA
Fhi T DA, HREN D LEICL D RBEZG, WBRE IS EOER R BRIHE IRBRIKEE DR
bR oD & 52 ) 7=,

B -

FEEHH

o AGHDEFZ %% L LT, WERIAD VY~ 7L &2 ORI OENESY 7T R & il LT
WMAET 5,

AXMBEH -

e AGHDE#HZxH L LT, M4BT GICBIT S Y~ 7 % v OB 1R#S ORI 220 % 2 9
)

. AéHD A LR E LT, Rk 86 M (FEEABIH LK CIERBIF) OBRGICRT DY ~T ¥
> DHER O Z B2 T D,

BERAE

AR, ZHiEIEFE, ERSLRE, BELEI0 AT, WATHM, 77 AR (CEER) | SRR
GEEM) R Th o7, AR TIL. AGHD BE A X5 & LT, 34+1 H[# = ZEERIM (8 [

O BRI, 26 [ O H EHERFHI & O 1EE O wash-out i) O Y ~7 > % 0 1 [m# 5.0

BIWER OZ 2% 77 8RO 1 B 5 &% O Norditropin FlexPro @ 1 H 1 [B]$: 5 L bt Lz, K

AR T, FEEBRIIRIC e T 52+1 I OB OIER IR (8 W o I EFHHEWIR . 44 RO H &

HERFHIA K OY 1 8 [# 0O wash-out WIfH]) Z3% (T 72, MEGHIRIZ 86 TH -7,

AGHD f&F %, # 0 fF1FHE2:2:1 T, Y~ ¥ B, Norditropin FlexPro # (fid % 5HEIZ % L CTIE

B XIX7T7AREE (V72K LT TEHER) OWTIUDICEESIZEY 172,

IEAEZAETN 0TI WTIR, 2201k (AA/ZDMODE) | HH] (B Ztk) ROBERPEOIKE

* (WERIROZEH Y 72 L) TRERILT.

*REOPERFEEE (OAD) IZXDZE LTCIRIRZ 31T TV D BRI BE T, —#HOBINEAE GEMITIEER

FhaFtEE ORI 11 22 0) 2 LSRN Z L an & LTz (AAZERL) .

FTERBHMOK TR, 77 8ROWRE LY~V o oR512810 2 51, Norditropin

FlexPro #E DR E 1XFE Y ~ 7' & VU BE X Norditropin FlexPro #£(Z 1:1 O IR THAEL ZE D 17 5

e (BAEZZIVHFICHT > T, BVOEELFIV AT ERUEEZHANTEN L) , ERHHET

I, ERE IO LA EES, ZeMEICBET D ERRBRA R OB IMEIC SN COEBIRIZHE L,

FHE R VR SN - 1ERE 5L -

AGHD £ 280 BN TEAEZA TV A S5 X 5 S dv, 301 IS EEAEZEI D 1 S4u, 300 675 5
AERIAR T, 272 BN E BB TR O 5- %22 1T 1=, 1 BIOWEBRE DNEMEAEI 0 1T SN b DD
BB O 5252179 CUEIRE I TINA T E SN2 0B 2 Fak - ik Liz) | AEEBRE IO
TR b GO T, 512576 (85.4%) 2akBrZ58 T L. 25241 (83.7%) MIGERHEDEE %
2T L,
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FHaa i (14.6%) ARBETIE - BIE LT (2701 (9.0%) A EERBIMMT, 1761 (5.6%) AERH
FIh) . BRBRA L - I L7 44 (100 5 B, 30 BIASHIRE D LI 4 BIASEBRGE, 2 7SR
FERTIIE OB, 8 BI75 [ZOft) O GRERPICES L S e ET) 1080 s ik L,

BB DPNER & fRHT R

Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin Total
somapacitan somapacitan Norditropin somapacitan
N (%) N (%) N (%) N (%) N (%) N (%)
Screened* 57
Randomised 61(100.0) 121 (100.0) 52 (100.0) 51 (100.0) 16(100.0) 301(100.0)
Exposed in main 61 (100.0) 120 ( 99.2) 52 (100.0) 51 (100.0) 16(100.0) 300 (99.7)
Exposed in extension 55 ( 90.2) 114 ( 94.2) 52 (100.0) 51 (100.0) 0 272 (90.4)
Completed trial 53 ( 86.9) 109 ( 90.1) 47 ( 90.4) 48 ( 94.1) 0 257 (85.4)
Completed treatment 51 ( 83.6) 107 ( 88.4) 47 ( 90.4) 47 ( 92.2) 0 252 (83.7)
Discontinued TP 1 ( 1l.6) 0 0 0 4 ( 25.0) 5 (1.7
in main
- Adverse event 1 ( 1.6) 0 0 0 4 ( 25.0) 5 (1.7)
Discontinued TP 2 ( 3.3) 3 ( 2.5) 0 4 ( 7.8) 0 9 (3.0
in extension
- Adverse event 1 ( 1.6) 1 ( 0.8) 0 2 ( 3.9 0 4 (1.3)
- Other 0 0 0 2 ( 3.9 0 2 (0.7)
- Withdrawal
by subject 1 ( 1.6) 2 (1.7 0 0 0 3 (1.0
Withdrawn in main 6 ( 9.8) 7 ( 5.8) 0 0 14 ( 87.5) 27 (9.0
- Lost to follow-up O 0 0 0 1 ( 6.3) 1 (0.3)
- Other 2 ( 3.3) 0 0 0 1 ( 6.3) 3 (1.0
- Protocol violation 0 2 ( 1.7) 0 0 0 2 (0.7)
- Withdrawal
by subject 4 ( 6.6) 5 ( 4.1) 0 0 12 ( 75.0) 21 (7.0)
Withdrawn
in extension 2 ( 3.3) 5 ( 4.1) 5 ( 9.6) 3 ( 5.9) 2 (12.5) 17 ( 5.6
- Lost to follow-up O 1 ( 0.8) 1 ( 1.9) 1 ( 2.0) 0 3 ( 1.0
- Other 1 ( 1.6) 0 1 ( 1.9) 1 ( 2.0) 2 (12.5) 5 ( 1.7)
- Withdrawal
by subject 1 ( 1.6) 4 ( 3.3) 3 ( 5.8) 1 ( 2.0) 0 9 ( 3.0)
Full analysis set 61 (100.0) 120 ( 99.2) 52 (100.0) 51 (100.0) 16 (100.0) 300 ( 99.7)
Safety analysis set 61 (100.0) 120 ( 99.2) 52 (100.0) 51 (100.0) 16 (100.0) 300 ( 99.7)

N:Number of subjects, %:Percentage of subjects;*Re-screened subjects are counted only once, TP: trial product

ZHRUETELGHAANEE
FAEIREE .
o PEBIARRA. 4FE#H 23 LL B 79 LA T ([FE SR A)
e AGHD OFfEEZWIMNONTND (LLFOREAED T I 1 DIZFEYS T D H5RE)
HALISL
—  AGHD L FEEZMIENTWD (LLTFOREEO T 1 DLl EICRE ST 5856, HEIEAEIY
AT RTCRRARE A LB SN TORITHIER B2 (WBRE ORGLE T 7= 7 AT
RonTFihn) 1 o
> A2 AR ITT) X7k I oAamaRER  ERLEY (GH) TEER
3ng/mL (3 pg/L) Al
> REFRVE VA LVE S (GHRH) A+ 7 0¥ = AR (BMI B)
i.  BMI25 kg/m? A : GHTEEDY 11 ng/mL (11 pg/L) A
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ii.  BMI25~30kg/m? : GHIEfEAS 8 ng/mL (8 ug/L) At
iii. BMI 30 kg/m?#8 : GH TEfE2Y 4 ng/mL (4 pug/L) A
> 30U EOTFEAEFVECRZIEZBLTEY, oA A Y UEER -1 (IGF-) 12
YfR7E (SD) A = 7 23-2.0 K
AARDH +
—  AGHD tfEEZKI SN TV D (FRABIFRIEDOL A, LLFOEHED TN 1 DLl BTN
L. /NEHIFIEDY A LN OREEDONT ) 2 DL EIZE%Y)
> ITT : GHTEMEZS 1.8 ng/mL LLF (U = B b GH ZHE#ES & L CHWSHIE)
> Ul A ANAER  GH TEEZS 1.8ng/mL LA (U a2~ GH Z4EHEs & L CH
W25 HIE)
> GHRP-2 Affaklk : GHTEEDY 9 ng/mL LAF (U =22~ GH #45E#ER E LTHWD
HE)
e bt REKEANLEY (WGH) AN X DIGHEEN 72\, ITMEAELE Y £+ /7 180 H LANIZ hGH #
B GH 3 WMEER] (T R ONRBREE) OG- Z25 1T Ty,
o HE/EAEIV LT D90 HUL ERIND . FOMDRIVE L RZIEITKT DN DZE LI ARLE
MFRELEZZ T TS (RREEEMOEENC L 2) 4T 556)
F BRI EE
o EMEG OB RN H OWERE, 272U, LT OSEE AR -
— R RN O IBR
— & DA TRAR R S I R O ARG
— SHZEPNEMEREE SUX AR OTRRICIER T 5 GHD B Th 0 | BEFEIRAEGFHMN SEL EDH D
Z DY R ORI S A5

BERE., AERUVERESAE, Oy FES

V<74 PDS290 (10 mg/1.5mL) %, 1 [E], §CE TG S (EERBEHMHPITER

ib) . BAEHEZL 1.5 mg/l (60 @B OWERF L 1.0 mg/l, RO A fu o a2®h L5 tEmkE

F GERICE 5720 132.0mg/H) & L, IGF-1SD A 2 7 (2SS &l <\ i ERBE AT T2,

KR OEE BT, IBRETHD VY ~7F 2% PDS290 (10 mg/1.5mL) 1ZHEEME L1z,

2y NS DY50199, EY50048, FY50046, GY50021 % OXFY50271,

i . EEEABRIRC 01T 5 26 M o0 H SR IR M OSE R IR I 1T 2 44 1 [#] o0 H] SAfEds 1R o

1RO EDOFENILL T O Y,

o IRTUHRUIITUEURED Y T H o ORBOYET, EERBRIN T 2.52 mg/#
(0.037 mg/kg/i#) | IERHAMCTIE 2.33 mg/i (0.034 mg/kg/ifl) THo7=,

e Norditropin FlexPro/ Y~ 7' 2 VD V<7 2 o OHEOFEIX, ERWIFTIX 2.61 mg/id
(0.041 mg/kg/iH) ThHo7To,

o TITERRIYSTIVEZUO YT Z o OMHEOVEL, FERBIFTIL 2.56 mg/iH  (0.042 mg/kg/
H) ThHolo,

5 HAR

FEERBRIM ;34 M OKE G Bk 5133 8) o 34 EIERIEOR I3 L,
SERHAR - s2 W 0GR G5 ~86H) . 87 MICIERIEDEE 1L/ L,

BB 7= 0 ORI K T 86 M (HEFRBRWIM L OIERHIF) ThoTo,

XWEBE RAERUVREAZ. Oy +ES

VU H 2 PDS290 7T B ARIE, B FRE S, BMMEEZESTOIC, 77 B REEOWERE O
BRI, Y~V UREOWERE O ERE L FEIITo72, 2y FES : DY50202 KO
FY50272,
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Norditropin FlexPro (10 mg/1.5mL) (xR, JEEM) X, 1 A 1E, KICE RGN (BFO

BRIEZ S D 720) 72720, KRB IR 2 I 59 55813, FRiIciEG Lz, 23 ~60 %

DOYWERFE OB EIT 02 mg/H (60 O E X 0.l mg/H, AT A a2 L5kt

BERE (EpIC L 5720 1203mgH) Thove, 7y M5 : DY50221, EY50111, EY50173,

FY50146. FY50245 %1 GY50072,

R B . EEEABRIIRC 51T 5 26 M o0 H SR IR M OSERHIMNIC I6 1T 2 44 [ o0 H] SAfEds 1R o

HABRIE O R R T DL F O Y

e Norditropin FlexPro/Norditropin FlexPro £ Norditropin FlexPro ® & D 1%, BRI Tl
0.31 mg/H (0.004 mg/kg X7 H/E) | EEHIRKTIL 027 mg/H (0.004 mg/kgx7 H/H) Tholz,

o V<L X /Norditropin FlexPro #® Norditropin FlexPro ™ H & D -2%)1%, FHEERWIH TIX 0.33
mg/H (0.005 mg/kgX7 H/H) ThHoTz,

e Norditropin FlexPro/ — FEDHLERE D 26 M D FH EHERFHARTIZ 351 % Norditropin FlexPro @ £ D -
¥)130.42mg/B (0.009 mg/kg/#H) T -7z,

SEmESE - B

HHMERHEN LA F)—T U RKRA U+

LTFOEEOR—=RAT7 A U BIERMIBOR G TR (%5% 871) F TOZLEIX, RIRIIBERD

nﬂﬂﬁ WL

CGEHEN RS

K A R )

KR BRAG G A B

WRslh &=

WlgEIikRE (VAT)

T RueA R (GBHR) BV

A A K (MR RN &

RSB A 7 &

FRAENG A

HEE (BMC)

HHE (BMD)

IGF-ISD A =7

A A CERERIR RS E -3 (IGFBP-3) SD 2= 7

HT@$%$&¢7 7 h A1 (PRO) DRAaT
TR B RS Rk N R R VB VAR 2SE (TRIM-AGHD) (R —4 VA2 7 KOVKR
AA L ATT)

—  Short Form 36 version 2 (SF-36v2) (BRAa7 KONKNAA A7)

- JAREHEEOFEE (TSQM) 9 (R—RA T A U NH O LE TR, 8THOT —4 % H
W %)

o fRETuT7rAN (ol AT7u—)L, HDL-2 L A7 ra—/L LDL-a L AT a—/LERKY 7Y
U R)

o LMMAERNT A—H [EIEE CSMES 237 (hsCRP) KA & —uaA F -6 (IL-6) )

o (KEROU=X AL

TEHGE PRI BEcap (BURMOE 77— % BEIGLEROIEN AZEE) OFFZIE GEEHIM) K OWdER#E A

e — & (FERERIMN L OMEE M) (2SRl ST,

FHMEEE . TeM

RN ATV R4V b

DLFOZEMICET 8 o XU —2 0 RARA > M, EREWMKET (88#) ETlckils Yy ~7v
2 O 1 B GOR VMR T 2RI B Z i 3 57 OICHW b L
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o  AEFS (FEFHIISGE ST OIRBEE

o PLY~TVHUPUEDESL

o  HAFTA. DEMEONAL ZLYA L DR—=AT A b DELL

o [RRMRA (MKFRMmA, KA FrmA, EIERFmpEE, EIER 1 2 ) EERETO B
MAOFERE (%B) . A AU ARPTE (IR)  (HOMA $5%0) K OVHbAlc) ORX—AT A U INHDOE
1k

WMEtFE -

ERAMRTEHOBNMEICET ST RRA Y FOEN

o TRTOEHE (DXA THIE LM OFHMEER (BREEXOEEELEZT) . V=X M
£, lBE7r 7 7 AL, IGF-I1SD A=17 IGFBP-3 SD A 27, L& R/NT A—% (hsCRP ¥
IL-6) . PRODAT (TSQM-9 ZFR<) DORX—R T A L inbIERMIF O TR (5% 87
) F o bElE, IEEMROAIMRHMEIZET 2RI ERZHE T 572DICHW L
72o TSQM-9 IZ2OWT, BIREBEZMET DO DELUD T RARA > ME, B51% 871l
TiMlisns2ar b L,

o T XTI EEZ AWV CEHE Lz, 2 OFHliiE, FERBRBIE O & RO IR UEIE
X HIREET /L (MMRM) (IZHSE, R—2 T4 UNLIERMIFOK TR (5% 87H) +
TOEACEIIKIT DRBA T THISES L, VY~ T v & )Y~ 72 % UK O Norditropin
FlexPro/Norditropin FlexPro £ Z Fb#g L7z,

e TSQM RaT L, "—RAT7 A4 b DOELETIH R EHGE®ZRTHEOT —X % HWTHT L7z, =
O DFENTHRE R OFEFRIZ BN T, IBINAA T R 2GRN S OF — X EITICNTET D M
EEBETIOINERD D,

. mﬁ@yvfy&yﬁwmmﬁﬁm\ﬁﬁ%%i%%wﬁﬂﬁbko:n%m?—&m%ﬁﬂ%

HEfENTIC BEH STz,

. %ﬁgﬁﬁﬁiEwwDﬁﬂm(ﬁﬁ%ﬁ)&oﬁ%ﬁﬁ 57— & (FERBRII K O R

M) ICESEFi sz, ZNnbOT — X Xildiat &% AV CREHi L 7=,

H Ik TR O Kaplan-Meier 7' 2 v N 21 RES L IR L, 1GBRREESRE £ TITERIMMEMENTIC
T ABEE BV OE AR L,

ERAMBRTROZTEMICEYT ST Y FRA » FORET
FTANTOLRED T FARA » b OFHliiE, ftibktsl &z AV TTo 7,

FEREE R
71300 51> AGHD FBEDIREBRIEO T 5251 F 7= (B 483%. i : 51.7%) . 916 (30.3%) D
B oy NEMIFSIE GHD Th v BVEME - 36 61 (12.0%) . Fr¥&iE : 5561 (18.3%) 1 . 209 4l
(69.7%) (TR HIO TREr S iz,
ERKE®U&okLTFx7)~*/&ﬁ@MFme:7ﬁosﬁﬁjﬁ REIN TV, KB
OYERE 1L, N—RAT A DIGF-I1SD A7 N2 KiiliTh -T2 (RX—RAF A DIGF-ISD A2 7 D
W TS B ) I TE R 254, TRV~ TV Z U -2.64, Norditropin
FlexPro/Norditropin FlexPro ## -2.33. Norditropin FlexPro/ > ~ 7" % L #f -2.75 2 T} Norditropin FlexPro/-
B -2.44) , FEFE GERERFZE) 13245.1 (15.0) K THY | #BRE ORI IIIT 23~64 1 CTH -T2, F
YIBMI (BEHERZE) 12274 (6.3) kgm?> THH, ORWMEAEOEMTHL Z LN RBRINTZ, DT
X, BRI REEM S AGHD BEEZRETHEMTH D Z L& LFFL Tz, BMI KO = 2 LEH
BOWEL, OB EREL L TTF IR/ Y~ T Z BT NEDo T,
WBRE DR AAN DT B EIE, KkE (263%) . BA (153%) . A—A M7 U7 (10.0%) . 1~
R (9.3%) KOUL—~=7 (93%) Thoiz, ZI OHEHRENAN (66.7%) X7 VT N (28.7%)
ThHoT,
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BMI KON = 2 REHEDOEEN T TR/ )~ T B FETHLNNINE o722 2RV TIEL, N
— AT A BV TGN CHRRMICERDO B D BT LN o T, N—RAT A v THRGEW %
LB 2 W AR I S L 72 o 7,

BEEORER

HEHEAVF YTV FRA Vb

DXA CHIE L 7 (LA OFHME H 02 ki

o DXAILHHT L=y RARAL L PWTFRIZOWT S, YT /Y ~T7 % KT Norditropin
FlexPro/Norditropin FlexPro B[] CHEFIHIR A E LA DAL Do 7o UREREIRIENT (% & Tg) |
WEE SRR, WAEE (o) . 7 FaA K (B & (g « A4 /4 F (&iE
) NENIE (g) . ECEmE (o) . BIENIERE (») . PN (ecm?) | PIBEIEIGHERE

(%) . BH&E (2 KOBEE (gem?) ) . ISR 2 B 722501, %'Z%‘LE?FEJ ZH LT

86 1 £ THERF STV,

IGF-ISD A =27 K (N IGFBP-3 SD X =17

o HEHFEHEIToTME. WTNOREHIZIBWTH AL 35 IGFISD 227 (IGF-1SD A= 7
DIFHIN-0.5~1.75 OfifH) [CBEL (YT v H /Y ~T v U -2.54005-022, 77 &R
V= 7B URE-2.64 )25-0.31, Norditropin FlexPro/Norditropin FlexPro #f -2.33 7> 5-0.24 & T
Norditropin FlexPro/ /' ~ 7" % L -2.75 72 5-0.39) , IGF-I SD A =27 X TN IGFBP-3 SD A =27 (DX
— 2T A b 8T E TOELEIZHOWT, Y~ T & )Y~ 2 KO Norditropin
FlexPro/Norditropin FlexPro HE[#] CHEF IR A E AT A B IR0 o 72,

PRO

e TRIM-AGHD (KEFFHRH)) 5 O5DA3T7F_XTUITBNT, YTV H /I TV HFERD
Norditropin FlexPro/Norditropin FlexPro #£[iH] CHEatHI 72 A 2N A B AL, Norditropin
FlexPro/Norditropin FlexPro # CRF/2AERTH -7z, LOLAREN L, A3 TIZBIT 523K IC
B D R/NEEELN - ST,

o SF-36v2 : LORERE, {EHROKHRMEOY <Y =237 ORX=2F 4 pbE5#% 87T E TO
A& HEEM) ([2O>W\WT, Y~ T F Y~ 725 KO Norditropin FlexPro/Norditropin
FlexPro FEfH TR R A EZEN 45 i“L Norditropin FlexPro/Norditropin FlexPro #f C RAF 72 55K T
bole, LLARNG, FEFZEITRICK T 2R/ NEEELW- S RroTe, ZOMDA =T T
ITRETI R A E AT A LIRS T,

e TSQM-9 : 5% 87T HDFEMD A A TIZHONT, VY~T VX /Y~ T % U RERK O Norditropin
FlexPro/Norditropin FlexPro FEfH] CHFIIR BB ZENH DIV, YT R~ T 2 A FETRAT
IfERTH o To, IBROMRK OB RIBIRHRED AT TE, Y~ TV H YT F
# )2 O¥ Norditropin FlexPro/Norditropin FlexPro F£[#] CHEFHII 2 A B 21T A BV o T2,

BEa"a 7714

e FHEZVmT77AN (=L ATm—/L, HDL-2L A7 m—/L LDL-2L AT a—/LEKONKY 7Y
U R) IZoWTC, YT H )< T4 FE R ONorditropin FlexPro/Norditropin FlexProf£fH] ¢
TR BB AT A LN 5Tz,

DA RNT A=

o LIER/INT A—4 (hsCRPKLNL-6) ([ZOWT, Y~ V¥V~ % 8K ONorditropin
FlexPro/Norditropin FlexProft[#] CHEF IR A E 21T A B ivieino T2,

REKLO T =X [EHEE

o KHEHONR=ZATA VipLEGHSTHE TOELE HEEM) IZoWT, Y~T T H /Y~ T N
> #¥ K O'Norditropin FlexPro/Norditropin FlexProff ] TR A B 21X A b iLie o T,

o IRTVFUI=TUHURETIE, VR MEAARICOWTR=AT A UL GHSTIHETD
ki (HEEME) 122\ T, 2 klEAbi2h -7 (0.65cm) . Norditropin FlexPro/Norditropin
FlexProfff CTlidiib L7= (-1.88cm) , 2 DDREM CHETHIZR B BN A LIV,
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ZEMEDIER

BRI TG 254 6] (84.7%) @ AGHD B T 1912 kD FERRNREL LT, Y~T T2V

~ VB O OREREROBRNERR OV ORBEITT X TOREHFLZE L Tb DR o7

(359.3 f£/100 A\ - 4F) .

VTV BN T B BB WCEBE TR LA EFR 5% B X, [ L

&y TsEE) . TEEOR) . THEBZ) T REReResEds) o TREER) . T FEV] KO

[RIEPERIE ] T o 7o, BB TIC AGHD 8 THE SNTAFEFLRO NS —F, Y= 7

& O 1 [Fl#5- & Norditropin FlexPro @ 1 H 1 [Fl#& 5 TR TH -7,

F 2B M OER IR IS, G 103 I Ty S7z 316 OB EELD . InREEERMICE Y

TRBREE & OREBIRD TH Y| T TAfeetEdH v | EHE Sz, 1BRE L OREEES TH

D XX TAREMES D | LHIE SN A EFGAREL Lo 9E 0BG, W5 HEEZE U CRER

Tholz, MBE TR LIEIRE L ORRERIT THY ) T TaRettd v | LfEsnefl

EHEGL, T9W) . TRMMERE) KO TR ThoTo,

DR2IEDEEFERERD 5 B, 1366 (FANEEE, 486 fFASTEHE, 60 fFNEE TH -7z, HEDAER

RERBFLTWREOBGIT, Y~T v H ) Y~T V2 8 (9.2%) . Norditropin

FlexPro/Norditropin FlexPro # (9.6%) M O* Norditropin FlexPro/Y ~ 7> % U (9.8%) TR TH

-7z,

BRI I SBIOR T ME Sz, WTIORETHFNTOWNT S, TEERE(EERM L 0 1GR3 &

OREREGRIT 7o L) HESN, WF T oFFEEGT, LL=EMSE) 7 DLEEY 2

v 7| TRAEerEigk) . TR R EMRRE AN o Thhigk) . 3BT CORBA) | . T4 07

N Tholz,

At 3761 (123%) T8{FOEBARAFRFRRIWE SN, 6811 66 (FOHEERAEERIGR

BAREMIC L VGBI L OREERN 7o L) SHES N, EERAEFREZHEE LIRS

DEIGIE, VY~T a2/ ~T 2 R (1361 (10.8%) 24 #F] K& TU* Norditropin

FlexPro/Norditropin FlexPro #f (5 (9.6%) 9{) TRk CThole, Y~ TS F /Y ~T T Z Rt

T2k TEGR) . T8RN/ Y~ T Z AFETH 240 TR RO T2MERIE BE AR

2] BWESNEZ L ERVTUL, ZLOEERAEFRRIT I HFORETH o,

16 (WeBRe 1D : 126005) 75, AEEROZOICRBROFILICE -7 (HRMRAIEER O ALT/AST

EADD) o Fioo 16 BB ID : 204012) NHEREL k] OdICRBRETIEL (%

BRFIIAEGIC LV IEL) | ZOMIZ 4FIREBHIR RIS T Lz G s ploETA®E S

72) o T 6 FlOFRERF IO HIL Tend-of-trial form| O L, TZ0ff) & LTHE S

7

BB OE G P IRICE > - FEFRITF 24TH Y. 1161 3.7%) 2O Shiz,

- TTRRY=TF R 26 (TR KON T ERARES) )

- IRTVEUI TR 20 ([ 7V a~eEszaeoEm) o TEPF) KO THAMR
JIRBEE )

—  Norditropin FlexPro/ YV ~ 7> 2 U - 341 ( [FEMAO BMEE) | DEEMRMESHE] &
O DEY71 )

—  Norditropin FlexPro/-#F : 4 5 ( THEPRIFE) . TR . 17 PE—MEER) KO THE
%)

BB OH G PN E > TG EFRT 1201211 CTh o7 (T TR/ Y ~T v H U FE (4418

) . I~ TE T H R (1FI14E) | Norditropin FlexPro/Norditropin FlexPro #f (5 31

81) M OF Norditropin FlexPro/ Y ~ 7' % U 261 4144F) ) . 1EBREORG EREICE 1A%

FHLT BHI1THTH o7z, ST FERBWME C, SIHUERMBTHRIEL, IR/ Y ~T

ZURET 2R, YT )T H BT 614, Norditropin FlexPro/Norditropin FlexPro #£ C 5

. Norditropin FlexPro/ /v 73 % L #C 3 £ X U* Norditropin FlexPro/-#£ C 1 f CToh o> 7=,

T 7 = ANIREERICET 2 AFEFRIEIRE SR o,
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BARGE TESAINML) | DESHEAER ] . NESREALOS) o NESEAmAE) | [ES
AL ENE ) RO THESHEAIARIE ) (12D S ST IC B T 2 A EFRIL 21 4 CTh -
oo 6NV ~TF B~ T H R 448D Norditropin FlexPro/Norditropin FlexPro B CHt & &
e 21 H 19 R OTESHALIC BE S 5 A FH L0, IRBREEEMIC L 0 1R5REE & ORI RER A
(0 X% TAreetE® V| LHIE STz, BERAEFRITOE SN TSI REET 5/
EEGI o T,
FERIRE TR, MR JOSEAH O EY (BB IORY —7%25T) | ICaBEh
HAEEFRITF10HTHY, TR/~ & BT 24 2 4, Norditropin FlexPro/Norditropin
FlexPro £ C 3 5] 4 {4 &% X Norditropin FlexPro/ Y <= 7' 2 VFET 4B 4 ThHoT=, IY~T T H v/
V= U B CRECIEHE SR o 72, Norditropin FlexPro/ Y < 7" 3 2 U BETHIE iz 34RO HT
Ay (BEFES TTREOBMES] | BEQRAEES BT LE0E] XOAEEFS [HE
AR ) 23, TRBRER(TEEANIC & 0 IRBREE & O REBMRD [HEEEH Y | L HE Sz,
DEMEFIZEET G EELN 70 7THHHRE SN, THOS b 1 HFOLERERE TS EHE
BRAEEFEERL L THRESN (78RR, BB OREREGRIT 2L ) o & 14F0LE
X FLH 3~ 7 & B X3 Norditropin FlexPro #¢5- & ORI EEARA TA[EEMEH V| LHIE S
Too DEREFICEAET A EFELIT. WITNOREQIPEE IO IN, PRI
B LBEROFMHE S L, TTRR/ YTV H RO 1HIT, A7 Y —=0 THETOLE
BIFHIIE TIER ] Th o7y, B TRFOFHME T M85, BRICRBEH Y | EZ2 LT,
Norditropin FlexPro/Norditropin FlexPro #£® 1 5l T, ~—2Z 7 A VEFCO.LEXFHMIT TR, BREK
PRI L] Th ooy, 5% 88 IMOFHl Tl T8% . FRMICHEH Y | L2 kL7, &
13D LERD, [EBREYER %I, WRBEEEAMC LY TERE | BRIICHED Y | & T
S, 2O LEROAD, IBREREMIC X 250 O R AR 2 31T 2 DB OFHm
TR NTY TRE . BRICHED Y | LR S vz, 1EBEEYRIER 5%, OEX O QTCF [#
B 7AS 450 msec HB & 72 o 7o W BRE 13 E 21 Bl T o 7=, 21 B 1 B1TiE, QTcF REIME Y 480 msec #48 &
7eote,
WTRORERIZE N TS, MIRFRIRA R CMIR AL FRIBAEIC SN T, R=2 74 v h b0
HRREICERD & 2 2 Lix A b Lo T,
WTNOFEEGRIZIBN TS, ZEERFILIEE K& OV HbAle DI — R T A b DE{BIEH B
ot
BRI ICH Y ~ 7 v & BRI S 7Ry 72, Norditropin FlexPro/-#£ D 1 51D 1 f#f& T,
PUhGH HURDBZMEN GG L IR o 7oy BEGIE 1% E R OFROT v FRA o FEHniz&s 25
FRYERIZERD o T,
MR OWRAAEL (A Z A ) IZDNT, N—=R T A b kB TIRFICH] B R 2B i3 2
LR Te, KEOWIJZONT, X—=2A T A ) LallRiE TR B 722 kI XA L7z h

<7,

ERDIER -
AGHD & Zx R L LTY~ T U Z % 86 I % THRE LTc & & OAZMEN O a2 51l L 723 & ]
TR DIIZRERICE D . LUFORABGONT,

V=7 OM 1 S K O Norditropin FlexPro @ 1 B 1[G WA W TH, 514 86 1
TOEMBRMAHRL DT E L NS D TH -7,

R—=RA T A b EE% 86 HMOELIZOWT, DXAIZET 2= RKARA > hOWTHIZDONT

b YT TE )T & R O Norditropin FlexPro/Norditropin FlexPro BE[H] CTHEFHII 72 A &
ZIXH BN oT,

Be 544 87 W OIGH L E (TSQM-9) OFHliCIE, #BRE N Y ~ 7> & O 1 [l 5 OF|fH:
{2 Norditropin FlexProl H 1 [B[#5- L LHEG U CEWEFHMIL TWA Z &S vlz, SF-36v2 KT

TRIM-AGHD (EEFFERDY) Ol CIE, BERZEITRIRICE T 2 i/ EEE LT S o7,
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o IS TUHEUEBOEETEE LIRS, FENIEET 22k 2 &0, Lt TR
HE BT, O THERREITERD bkhoTo,

o HBHIMABU T, Y7 V¥ U2 INIHEBRE BT 28 EFLORBBUHE K O EEE
I%. Norditropin FlexPro & # 5 SN 7R E TRO OGN AHFERER LFEKRTH -T2,

o EFHBAIIEDOFRBUIDT N TH Y | HEAEEITRE IHEE Th o7z,

o  ABHIMHRICH Y ~ 7 U Z RIS e T,

ARBRIL, ~LYUFES Q013410 ) KOVICH-GCP (WMAELEDOREZET) (199645 1)
ZHsF L CHElE S T,
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276.72 AEERICEAT S%
4054 3B GERHIF]) OFFEFRICETLRERN—V LV IRT,
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1: Adverse events by system organ class and preferred term - safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E R N (%) E R

Subjects exposed 61 120 52 51 16
Total patient years 94. 83 194. 53 86. 79 85. 77 9.04
All adverse events 49 (80.3) 395 416.5 101 (84.2) 699 359.3 46 (88.5) 384 442.5 46 (90.2) 385 448.9 12 (75.0) 49 542.0
JRYLIE R K OV BUE 41 (67.2) 97 102.3 67 (55.8) 165 84.8 37 (71.2) 84 96.8 29 (56.9) 77 89.8 5 (31.3) 7 77.4

- NHEE S 14 (23.0) 25 26.4 32 (26.7) 48 24.7 15 (28.8) 21 24.2 12 (23.5) 20 23.3 1 (6.3 1 1L.1

RGE Y 10 (16.4) 14 14.8 11 (9.2) 13 6.7 8 (15.4) 13 15.0 6 (11.8) 8 9.3 0

A 7Nz W 4 (6.6) 8 8.4 5 (4.2) 5 2.6 1 (19 2 2.3 5 (9.8 6 7.0 1 (6.3 1 11.1

e 3(49 3 3.2 11 (9.2 15 7.7 1(19 1 12 1 (20 1 12 1 (6.3 2 22.1

R IR Gy 4 (6.6) 4 4.2 6 (5.00 9 4.6 2 (3.8 3 3.5 3 (5.9 6 7.0 0

RN EDS 4 (6.6) 8 8.4 2 (L7 3 15 4 (7.7 4 4.6 3 (5.9 4 47 0

SE R 4 (6.6) 5 5.3 4 (3.3 4 2.1 2 (3.8 2 23 1 (20 1 12 1 (6.3 1 11.1

FRbkge 3 (4.9 3 3.2 5 (4.2) 5 2.6 3 (5.8 4 4.6 1 (20 1 12 0

HRIEZ 1 (1.6) 1 1.1 3 (2.5 8 4.1 0 2 (3.9 2 2.3 0

HR Y 2 (3.3 2 2.1 2 (L7 5 26 1 (19 1 12 2 (3.9 2 23 0

NHEE 2 1 (1.6) 1 1.1 2 (L7 2 1.0 3 (5.8 5 58 0 0

S Gy 3 (4.9 3 3.2 1 (0.8 2 10 1 (19 1 12 1 (20 1 12 0

A JL A K 1 (16 1 11 2 (L7 2 1.0 1 (19 1 112 2 (3.9 2 23 0

7 A L APER TE R 1 (16 1 11 1 (0.8 1 0.5 2 (3.8 2 23 2 (39 2 23 0

ARG 0 3(2.5 3 L5 0 2 (39 3 35 0

e N5 0 2 (1.7 2 1.0 3 (58 3 3.5 1 (20 1 1.2 0

7 A IV AVEE IGR 2 (3.3 2 2.1 1 (0.8 1 0.5 1 (L9 1 12 1 (20 1 12 0

7 A L AV b Y 1 (16 1 1.1 3(2.5 3 15 0 1 (20 1 1.2 0

L oY ER A MENREE 2% 0 3 (25 4 2.1 0 1 (20 1 1.2 0

B JE Y 0 1 (0.8 2 10 1 (19 2 2.3 1 (20 1 12 0

[ 3 (4.9 3 3.2 1 (0.8 2 10 0 0 0

FIe~ L~ 2 0 3 (2.5 4 2.1 0 0 0

L Y 1 (16 1 1.1 1 (0.8 1 05 2(38 2 23 0 0

B g 0 0 0 2 (3.9 2 23 1 (6.3 1 11.1

S 0 1 (0.8 1 0.5 1(19 1 12 1 (20 1 12 0

e Bd g% 0 1 (0.8 0.5 2 (3.8 2 23 0 0

7 A IV AVERE R 0 1 (0.8 1 0.5 0 1 (20 1 12 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.

nn8640/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:07:16 - t_ae_sum_4054e. sas/t_ae_org_cl_sum_sas_4054e. txt



Module 2.7.6 Page 113 of 283

Adverse events by system organ class and preferred term - safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N () E R N (%) E R N () E R N (%) E R
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%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.
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MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E R N %) E R
BT~ L~ % 0 1 (0.8 1 05 0 0 0
INEEES 0 0 0 1 (20 1 12 0
B 0 1 (0.8 1 05 0 0 0
YRR 0 0 0 1 (20 1 1.2 0
SEER R 1 (16 1 11 0 0 0 0
Ji& B2 I 1 (16 1 11 0 0 0 0
RS IE 0 1 (0.8 1 0.5 0 0 0
Jiti 1% 0 1 (0.8 1 05 0 0 0
FhE 0 1 (0.8 1 0.5 0 0 0
EHFE 0 1 (0.8 1 0.5 0 0 0
BER 1 (L6 1 1.1 0 0 0 0
(el 0 1 (08 1 05 0 0 0
PR R 24 (39.3) 67 70.7 33 (27.5) 84 43.2 16 (30.8) 80 92.2 12 (23.5) 32 37.3 2 (12.5) 4 44.2
IEb 15 (24.6) 44 46.4 17 (14.2) 56 28.8 11 (21.2) 65 74.9 7 (13.7) 16 18.7 1 (6.3 1 11.1
FEWED E W 3 (4.9 3 3.2 9 (7.5 12 6.2 2 (3.8 2 23 3 (5.9 7 82 2 (12.5) 3 33.2
TR SR 3 (4.9 3 3.2 1 (0.8 1 0.5 1 (L9 2 23 3 (5.9 3 3.5 0
BB 2 (33 2 2.1 4 (3.3 5 2.6 1 (L9 1 12 0 0
Jv B 1 (1.6) 5 5.3 1 (0.8 1 0.5 1 (19 1 12 1 (20 1 L2 0
fEIR 1 (L6 1 1.1 1 (0.8 2 10 1(1.9 1 L2 0 0
368 ARAE 0 2 (L7 3 15 0 0 0
fird 1 (L6 1 1.1 0 0 1 (20 2 23 0
KAE A 0 0 1(1.9 3 .5 0 0
A 0 1 (0.8 1 0.5 1 (19 1 L2 0 0
B L 1 (16 1 11 0 1 (L9 1 12 0 0
HJJFa‘ﬁffElﬂﬁf” 1 (16 1 11 0 0 1 (200 1 1.2 0
1 (16 1 11 0 0 1 (20 1 12 0
,E-‘fﬂale\/wDﬁT 1 (1.6) 1 1.1 0 0 0 0
@U%H 0 0 1(1L9 1 12 0 0
TR L I R R A 1 (L6 1 11 0 0 0 0
*araﬁai 1 (L6 1 1.1 0 0 0 0
A B AR 0 1(08 1 0.5 0 0 0
SN 0 0 1(1.9 1 1.2 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once

MedDRA version 21.0.

R: Event rate per 100 patient years at risk
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MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E R N %) E R
FAREE R 0 1(0.8 1 05 0 0 0
PRI 0 0 0 1 (220 1 1.2 0
IKEEE 1 (L6 1 1.1 0 0 0 0
FENE F 5E R 1 (L6 1 1.1 0 0 0 0
o FEAE 0 0 1 (L9 1 12 0 0
WL B 0 1(0.8 1 05 0 0 0
H Wk 22 (36.1) 45 47.5 38 (31.7) 71 36.5 20 (38.5) 32 36.9 17 (33.3) 55 64.1 4 (25.0) 10 110.6
T 9 (14.8) 15 15.8 7 (58 9 4.6 6 (11.5) 6 6.9 5 (9.8 10 11.7 2 (12.5) 2 22.1
L 2 (33 2 2.1 5 (4.2) 6 3.1 1 (19 1 12 4 (7.8 15 17.5 1 (6.3 1 11.1
Mg - 4 (6.6) 5 53 8 (6.7 9 4.6 2 (3.8 3 3.5 4 (7.8 6 7.0 1 (6.3 2 22.1
I3 2 (3.3 3 3.2 3 (2.5 4 2.1 2 (3.8 2 23 2 (3.9 3 3.5 1 (6.3 2 22.1
3R] 1 (16 1 11 3(25 5 26 2(3.8 2 23 3 (5.9 3 35 0
HIERE 1 (L6 2 21 3 (2.5 3 15 2 (3.8 2 23 3 (5.9 4 47 0
L HEEE 1 (16 1 11 4 (3.3 7 3.6 1 (19 1 12 1 (200 1 12 0
L) 1 (L6 1 1.1 2 (L7 2 1.0 3 (5.8 4 4.6 1 (20 1 12 0
AR 1 (16 1 11 0 2 (3.8 2 23 1 (2.0 3 3.5 0
DA PRI 1 (16 2 2.1 1(0.8 3 1.5 0 0 0
HR 1 (L6 1 1.1 3 (25 3 1.5 0 0 0
H A E R 2 (3.3 2 2.1 1 (0.8 1 0.5 0 1 (20 1 L2 0
N g 0 1 (0.8 1 0.5 2 (3.8 2 23 1 (20 1 12 0
IR AT 0 3 (2.5 4 2.1 0 0 0
OPN% 1 (L6 1 1.1 1 (0.8 1 0.5 1 (19 1 12 0 0
A 1 (16 1 11 1 (08 1 0.5 1 (19 1 12 0 0
ATERES 1 (L6 1 1.1 0 1 (L9 1 12 0 0
3] 0 1 (0.8 1 0.5 0 1 (20 1 1.2 0
MU AR 1 (L6 1 1.1 0 0 1 (20 1 12 0
1PN LS5 0 1 (0.8 2 10 0 0 0
MR A PRI 1 (16 1 11 0 0 1 (20 1 12 0
AT Y T ANV=T 0 0 0 1 (20 1 1.2 0
LyF T 0 1(08 1 0.5 0 0 0
HARY — 1 (1.6) 1 1.1 0 0 0 0
H Ik 0 1 (08 1 05 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once

MedDRA version 21.0.

R: Event rate per 100 patient years at risk
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MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N %) E R N (%) E R N %) E R N (%) E R
TR 0 0 0 0 1 (6.3 1 111
SR IR (e R 0 0 0 1 (20 1 1.2 0
M EPNTEIS T AR 0 0 1(1L.9 1 1.2 0 0
g FE e 1 (16 1 1.1 0 0 0 0
PR 0 0 1(1.9 1 L2 0 0
+ IR 0 0 0 0 1 (6.3 1 11.1
AN 0 1 (0.8 1 0.5 0 0 0
BIER 0 0 0 0 1 (6.3 1 1L.1
KGRV —7 0 1(08 1 0.5 0 0 0
N 0 0 1 (19 1 112 0 0
EHBERY —7 0 0 1 (L9 1 12 0 0
T A 2% 1 (L6 1 1.1 0 0 0 0
TEIME K25 0 1(0.8 1 05 0 0 0
MK 0 0 0 1 (20 1 12 0
R~ =T 0 0 0 1 (20 1 12 0
fig B fieg 0 1 (08 1 05 0 0 0
A fE 0 1 (0.8 1 05 0 0 0
1B H K 0 1 (0.8 1 0.5 0 0 0
L~V =T 1 (16 1 1.1 0 0 0 0
HE~V=T 0 1 (08 1 0.5 0 0 0
B # RIS IO ARk R = 16 (26.2) 37 39.0 40 (33.3) 66 33.9 19 (36.5) 42 48.4 20 (39.2) 34 39.6 2 (12.5) 2 22.1
AR 5(82 5 53 9 (7.5 9 46 8 (156.4) 9 10.4 7 (13.7) 9 10.5 0
g 5 (8.2 7 7.4 13 (10.8) 13 6.7 1 (19 1 12 1 (20 1 12 2 (12.5) 2 22.1
777 AR 4 (6.6) 4 4.2 5 (4.2) 7 3.6 4 (7.7 4 4.6 2 (3.9 2 23 0
U 1 (L6 1 1.1 5 (4.2) 5 2.6 5(9.6) 7 8.1 2 (39 2 23 0
VR E 2% 2 (3.3 5 5.3 1 (0.8 1 05 0 0 0
W IHUET 0 2 (17 5 2.6 1 (1.9 1 112 0 0
i 3(4.9 4 4.2 1 (0.8 1 0.5 0 1 (20 1 12 0
B B ETE 0 2 (L7 2 1.0 2 (3.8 3 3.5 1 (20 1 12 0
R B 2 (3.3 2 2.1 0 2 (3.8 2 2.3 1 (20 1 1.2 0
R RiEr) 1 (L6 1 1.1 2 (L7 2 10 1 (L9 1 12 1 (2.0 1 12 0
FHT IR 0 1 (0.8 1 0.5 1(19 1 L2 2 (3.9 3 3.5 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event,
an event in the given system organ class at least once

MedDRA version 21.0.

R: Event rate per 100 patient years at risk

or
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MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N O E R N ) E R N %) E R N %) E R N (%) E R
it 1 (1.6 1(0.8 1 05 0 1 (200 1 1.2 0
RA AR 0 0 1 (1.9 .2 2(39 3 35 0
3B AR [ 1 (1.6) 2 (L7 2 10 0 1 (20 1 12 0
5B A% R Mg 0 1 (0.8 1 05 0 2 (39 2 2.3 0
T [ A7 e A S 0 0 2 (3.8) 50 0
PR S M E 0 2 (1.7 3 1.5 0 0 0
e e 1 (1.6) 1 (0.8 1 0.5 0 1 (20 1 1.2 0
Jeedig 2% 1 (1.6 0 1 (1.9 .30 0
RAfiZ 0 0 1 (1.9 .2 1 (20 1 1.2 0
A 0 1 (0.8 1 0.5 1 (1.9 .20 0
MBI ZEH 0 2 (1.7 2 1.0 0 0 0
ShE i 0 1 (0.8 1 0.5 0 0 0
MY v~ 0 0 1 (19 .20 0
BAS M 0 0 1 (19 .2 0 0
B e [ ¢ 1 (1.6) 0 0 0 0
BAFE K 0 1 (0.8 1 0.5 0 0 0
RS 0 1 (0.8 1 05 0 0 0
iy ER R 1 (1.6) 0 0 0 0
i B 5 1 (1.6 0 0 0 0
Y i 0 0 1 (1.9 .20 0
MRS P B T 0 0 0 1 (200 1 1.2 0
NE R AR SRAESE 0 1 (0.8 1 05 0 0 0
e 0 0 1 (1.9 .20 0
VU I DI 0 1 (08 1 05 0 0 0
DY e A R 0 0 0 1 (20 1 12 0
HHESR 0 0 1 (1.9 .20 0
JE A S 0 1(08 1 0.5 0 0 0
SEER 0 0 0 1 (20 1 12 0
B ELk E ya 0 0 0 1 (20 1 1.2 0
A Lk e 0 1(0.8 1 05 0 0 0
R R 0 1 (0.8 1 05 0 0 0
FAPRE TR 0 1 (0.8 1 05 0 0 0

%:

an event in the given system organ class at least once

Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
R: Event rate per 100 patient years at risk

MedDRA version 21.0.
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Adverse events by system organ class and preferred term - safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N %) E R N (%) E R N (%) E R N (%) E R

gi-éﬁ’ﬁﬁ%:ﬁitﬁﬁﬁ-%&@ 17 (27.9) 26 27.4 29 (24.2) 61 31.4 14 (26.9) 27 31.1 19 (37.3) 42 49.0 3 (18.8) 7 77.4

Y MV 3 (4.9 4 4.2 8 (6.7 19 9.8 4 (7.7 7 8.1 3 (5.9 3 3.5 0

9 T7 4 (6.6) 4 4.2 7 (5.8 9 4.6 4 (7.7 4 4.6 7 (13.7) 8 9.3 0

T 1 (16 1 1.1 5 (4.2) 7 3.6 0 2 (39 2 23 1 (6.3 2 221

) E 2 (3.3 2 21 3 (2.5 3 115 2 (3.8 3 3.5 2 (3.9 3 35 0

VRS PN H af. 2 (3.3 3 3.2 1 (0.8 1 0.5 3 (5.8 3 3.5 3 (5.9 3 3.5 0

A NEAR 2 (3.3 2 21 2 (L7 2 10 2 (3.8 2 23 2 (3.9 2 23 0

P I 1 (L6 2 2.1 1 (0.8 1 0.5 0 1 (20 1 12 3 (18.8) 3 33.2

A LTIV PR 0 1 (0.8 3 15 1 (L9 1 12 1 (20 2 2.3 0

PRI E 2 (3.3 2 21 1 (0.8 1 0.5 0 1 (200 2 23 0

Hadg 1 (16 1 1.1 1 (0.8 1 0.5 2 (3.8 2 2.3 1 (20 1 1.2 0

F& 1 (16 1 11 2 (17D 2 10 1(1.9 1 1.2 0 0

NE ARk 0 0 0 2 (3.9 4 471 0

ST SUS 0 1 (0.8 3 L5 1(1.9 1 1.2 0 0

e bRz 2 1 (16 1 1.1 1 (08 2 1.0 0 1 (200 1 12 0

o 0 0 1(1.9 1 L2 2 (3.9 2 23 0

FE Ol e 0 3(25 3 1.5 0 0 0

e 0 0 0 0 1 (6.3 2 22.1

ISR 0 1(0.8 1 05 0 1(20 1 1.2 0

T 7 F A FEERALE S 0 0 1 (L9 1 12 0 0

B AS R 0 0 0 1 (200 1 L2 0

Ryi) 0 0 0 1 (200 1 12 0

i 0 0 0 1 (20 1 12 0

AR 0 1 (08 1 0.5 0 0 0

TATIR B O UE 0 0 1(1.9 1 L2 0 0

RS ZE G 1 (16 1 1.1 0 0 0 0

S i 1 (L6 1 1.1 0 0 0 0

SO AR 0 0 0 1 (200 1 1.2 0

[iSa=E=30l 0 1 (0.8 1 05 0 0 0

b B 0 0 0 1 (20 1 12 0

FEha 0 0 0 1 (200 1 12 0

FEai 0 1 (0.8 1 0.5 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.
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Adverse events by system organ class and preferred term - safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N % E R N % E R N (%) E R N (%) E R N (%) E R
TR 1(1e 1 1.1 0 0 0 0
it 5 e 0 0 0 1 (20 1 1.2 o0

i PR R A 13 (21.3) 28 29.5 19 (15.8) 51 26.2 10 (19.2) 21 24.2 14 (27.5) 26 30.3 2 (12.5) 2 22.1
fLF 27 V7 F kR ARF T 2 (3.3 2 21 7 (5.8 9 4.6 0 0 0
— B
IREHEIN 1 (1.6) 1 1.1 4 (3.3) 5 2.6 0 2 (3.9 2 2.3 0
VDRSS /=R VE ) || 1 (16 1 11 2 (L7 3 15 1 (19 2 2.3 0 0
M7 2 k27w b 1 (16 1 11 0 2 (3.8 2 23 3 (5.9 3 3.5 0
WEBEY A v v 3 (49 3 3.2 1(0.8 2 1.0 0 0 1 (6.3 1 11.1
TANRTX BT I bT 2 (3.3 4 4.2 1(0.8 1 0.5 0 0 0
VAT =T —EN
TI=VUT ) N TURT 1 (16 2 2.1 2 (LD 2 10 1 (L9 1 12 0 0
= 7 —E8h
S LF Y — L 2 (3.3 2 1 1 (0.8 1 0.5 0 1 (20 1 1.2 0
A7 N o R N 1 (16 1 11 0 1 (19 3 3.5 0 0
ifi. H PR AN 0 1 (08 1 0.5 2 (3.8 2 23 1 (20 1 112 0
BIVTF=r e 7T T 0 3 (2.5 3 15 0 1 (20 1 12 0
v AR
P Ao D 0 1 (0.8 3 15 0 0 0
TR 5 2 (3.3 2 2.1 1(08 1 0.5 0 0 0
IRE _E5H- 0 1 (0.8 1 0.5 1 (19 1 12 1 (20 1 12 0
ifiL/ MR N 0 0 1 (19 2 2.3 1 (20 1 12 0
DAEE N 0 0 0 1 (20 3 3.5 0
Y a—KFu=d 0 0 0 1 (20 2 2.3 0
~~< ~7 Uy NN 1 (L6 1 11 0 0 1 (20 1 12 0
JHE AR AT B 0 1 (0.8 1 0.5 1 (1.9 1 1.2 0 0
BT NTYRAT 74— 1 (16 1 11 1(0.8 1 0.5 0 0 0
B
IR A INE: ) | 1 (16 1 11 0 1 (19 1 L2 0 0
IR eb RN % 0 1 (0.8 1 0.5 1 (L9 1 12 0 0
e 7 V7= B 0 1 (0.8 2 10 0 0 0
i R AR AR L 0 1(08 1 05 0 1 (20 1 1.2 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.
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MedDRA system organ class
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%:

an event in the given system organ class at least once

Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
R: Event rate per 100 patient years at risk

MedDRA version 21.0.
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MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N (%) E R N (%) E R N (%) E R N %) E R
PREF VA B 27 U L HEN 0 0 0 1 (2.0 1 12
it RE AR A AEAR T 0 1 (08 1 0.5 0 0 0
J2 G5 KOV T ik b 18 (29.5) 31 32.7 25 (20.8) 37 19.0 14 (26.9) 21 24.2 9 (17.6) 13 15.2 1 (6.3 1 11.1
T 3 (4.9 3 3.2 4 (3.3 4 2.1 5 (9.6) 7 8.1 1 (20 1 12 0
E A3 2 (3.3 2 2.1 2 (L7 3 15 1 (19 1 12 2 (39 2 23 0
5 PFEIE 1 (L6 2 21 1 (0.8 1 0.5 2 (3.8 2 23 2 (3.9 2 23 0
F i A 3(49 3 32 3(25 3 1.5 0 1 (20 1 1.2 0
W 2 (3.3 4 4.2 0 1(1.9 1 L2 0 0
SIE 1 (16 1 11 2 (L7 3 15 0 0 0
FEE R 2 (3.3 3 32 0 0 1 (20 1 1.2 0
BEfih B I 2% 1 (16 1 1.1 1(08 1 05 0 1 (200 1 L2 0
E-did a2 0 1(08 1 0.5 2 (3.8 2 23 0 0
7 PR E R 0 1 (0.8 1 05 0 0 1 (6.3 1 11.1
BIEFE(4 1 (L6 1 1.1 1 (0.8 1 0.5 0 0 0
& 0 1 (0.8 1 0.5 1(1L9 1 12 0 0
AR AR 0 1 (0.8 2 10 0 0 0
BRMUEVRYA ba 74— 0 2 (L7 2 10 0 0 0
AE N AE R 0 2 (L7 2 1.0 0 0 0
EEPEZ ) FEE 1 (16 2 2.1 0 0 0 0
JIB IR Ik R 0 1(0.8 2 1.0 0 0 0
SR H 1. 1 (L6 1 1.1 0 1 (L9 1 12 0 0
FEF Hiif 0 1 (0.8 1 0.5 1(1.9 1 1.2 0 0
FE R 0 0 0 1 (20 2 23 0
FERE 24, 0 0 1 (1.9 1 L2 1 (20 1 1.2 0
R 0 1(08 1 05 0 1 (20 1 1.2 0
PVIIN 1 (16 2 2.1 0 0 0 0
T UV R G R 0 1 (0.8 1 0.5 0 0 0
I 0 1 (0.8 1 0.5 0 0 0
RS2 0 1 (08 1 0.5 0 0 0
HLEE 1 (L6 1 1.1 0 0 0 0
FLBEME R 5 0 1 (08 1 0.5 0 0 0
IKIE 0 0 1(1.9 1 L2 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or

an event in the given system organ class at least once

MedDRA version 21.0.

R: Event rate per 100 patient years at risk
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MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N %) E R N (%) E R N %) E R N (%) E R
Wi EAE 0 1 (0.8 1 0.5 0 0 0
JTVR AR 0 1 (0.8 1 0.5 0 0 0
HIWLE RS 5 0 0 1 (19 1 12 0 0
EiSINIRZ YN 0 0 1 (19 1 12 0 0
BEIR 0 0 1 (L9 1 12 0 0
g R Z MEigs 1 (L6 1 1.1 0 0 0 0
J%U‘I:)}u 1 (16 1 11 0 0 0 0
F i 1B 0 0 0 1 (2.0 1 12 0
&r@@r 0 1 (0.8 1 0.5 0 0 0
T R 0 1 (08 1 05 0 0 0
SRR 1 (16 1 1.1 0 0 0 0
B2 1 (L6 1 1.1 0 0 0 0
FES 1 (L6 1 11 0 0 0 0
BE, PER X OWEAOHE 7 (11.5) 7 7.4 17 (14.2) 26 13.4 9 (17.3) 18 20.7 13 (25.5) 20 23.3 2 (12.5) 2 22.1
A5 1 (L6 1 1.1 2 (L7 3 15 3 (5.8 5 5.8 2 (3.9 2 23 0
] 1 (16 1 1.1 2 (1.7 3 1.5 3(58 4 46 0 0
g AT 2 (3.3 2 2.1 2 (1.7 2 1.0 2(38 2 23 0 0
Hi Bl 0 1 (0.8 1 0.5 0 1 (20 2 2.3 1 (6.3 1 11.1
%L’%&ﬁr 0 1 (0.8 3 L5 0 0 0
LB X DR 1 (16 1 11 0 0 1 (20 2 23 0
&Lt“é‘?‘ﬁ/\ﬁfr 0 0 0 2 (39 3 35 0
K 0 1 (0.8 1 0.5 1 (19 1 12 0 1 (6.3 1 11.1
I’%%Ezh 0 1 (0.8 2 10 1(1.9 1 1.2 0 0
Zie 0 1 (0.8 1 0.5 1(1L9 2 23 0 0
B e 0 1(08 1 0.5 1 (1.9 1 L2 1 (20 1 12 0
M e 5 1 (16 1 11 0 0 1 (20 1 1.2 0
ueliszisge 0 1 (0.8 1 0.5 1 (L9 1 12 0 0
FHEEBF T 0 2 (L7 2 1.0 0 0 0
ﬁ%ﬁb%ﬂ{% 0 1 (0.8 1 0.5 0 1 (20 1 L2 0
SHEBIERAE 1 (16 1 11 0 0 1 (20 1 1.2 0
SlomEs 0 1 (0.8 1 0.5 0 0 0
& TR B T 0 1 (08 1 0.5 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event,

an event in the given system organ class at least once

MedDRA version 21.0.

R: Event rate per 100 patient years at risk

or

nn8640/nn8640-exploratory/susae002_20191119_er
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MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E R N %) E R
M 0 0 0 1(20 1 1.2 0
A R 0 0 0 1 (20 1 1.2 0
FEBEEIE T 0 1(0.8 1 05 0 0 0
MBI L B0 FEN 0 0 0 1 (20 1 12 0
%ﬁ'ﬁ:/v& L COMTTIRD 0 0 0 1 (20 1 12 0
H
EZ i GE 0 1 (0.8 1 05 0 0 0
A B 0 0 0 1 (200 1 12 0
g 0 0 0 1 (200 1 1.2 0
AT 0 0 0 1 (20 1 1.2 0
BT 0 0 1 (1.9 1.2 0 0
N W2 0 1 (0.8 1 05 0 0 0
MR 2R, ERIS X OVHERR [ 8 (13.1) 10 10.5 19 (15.8) 30 15.4 6 (11.5) 10.4 8 (15.7) 19 22.2 3 (18.8) 3 33.2
% 4 (6.6) 4 4.2 6 (5.0 8 4.1 2 (3.8 2.3 4 (7.8 5 58 0
[ fZEnE EE R 4 (6.6) 4 4.2 6 (500 6 3.1 0 2 (3.9 3 3.5 0
T LV — PRk 0 0 1 (1.9 2.3 2039 2 23 0
% R 0 0 0 1 (200 2 23 2 (12.5) 2 22.1
ERGE S o il 0 1 (0.8 2 10 1 (1.9 1.2 0 0
A IS O e 8 i 7 1 (16 1 11 1 (0.8 1 0.5 1 (19 1.2 0 0
LA 0 1 (0.8 1 05 1 (1.9 1.2 1(20 1 1.2 0
b RGE R (B 0 1 (08 1 05 0 1 (20 1 1.2 0
Lkl 0 1(08 1 05 0 1(20 1 1.2 0
Bl & 2E 5 - i 0 1 (0.8 1 0.5 1 (1.9 1.2 0 0
Bl Sy Wit % 0 1 (0.8 2 1.0 0 0 0
mis L 0 1 (0.8 1 05 0 1 (20 1 1.2 0
WOE 0 0 1 (1.9 1.2 0 0
< Lo 0 0 0 1 (20 1 12 0
NE SERLEE 0 1 (0.8 1 0.5 0 0 0
SRS 0 0 0 0 1 (6.3 1 111
I i ok 0 0 0 1 (20 1 1.2 0
FEMEHE it ¢ 1 (L6 1 11 0 0 0 0
e R R R E 5 W) 0 1 (08 1 0.5 0 0 0

%:

Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once
MedDRA version 21.0.

R: Event rate per 100 patient years at risk

nn8640/nn8640-exploratory/susae002_20191119_er
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Adverse events by system organ class and preferred term - safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N %) E R N (%) E R N ) E R N %) E R
&GE DORIE 0 1 (0.8) 0.5 0 0 0
A B A D TR ) 0 1 (08 1 05 0 0 0
s 0 1 (0.8 1 05 0 0 0
BlEpERY —— 0 0 0 1(20 1 1.2 0
57V P R e 0 1 (08 1 0.5 0 0 0
Rk X Ok E 9 (14.8) 10 10.5 13 (10.8) 18 9.3 4 (7.7 5 58 9 (17.6) 11 12.8 1 (6.3 1 11.1
o JEL 0 2 (17 4 2.1 1(1.9 1 1.2 0 0
EXIDRZ 0 1 (0.8 1 0.5 1 (1.9 1 12 2 (39 2 23 0
BRZ 1 (1.6 1 1.1 1 (0.8 1 0.5 0 2 (3.9 2 23 0
U R I AE 1 (L6 1 11 2 (L7 2 1.0 0 0 0
RIRATE 0 2 (L7 3 15 0 0 0
AV 7 A E 1 (e 1 11 2 (L7 2 10 0 0 0
&V 7 M IfLE 1 (16 1 11 1 (08 1 0.5 0 1 (20 1 12 0
U o A fE 1 (16 1 11 0 0 1 (20 1 12 0
B L AT 1 — ) UIE 0 0 0 2(39 2 2.3 0
e i If S 1 (L6 1 1.1 1 (0.8 1 0.5 0 0 0
NEE EowiE 0 0 1 (1.9 1 12 1 (20 1 12 0
KF N U T AIfE 1 (16 2 21 0 0 0 0
G I A 0 1 (0.8 1 0.5 1 (19 1 112 0 0
VR 0 0 1(1.9 1 1.2 0 1 (6.3 1 11.1
vxIUBRERZ 0 0 0 1 (20 1 12 0
mhU 7RV RilE 0 1 (0.8 1 0.5 0 0 0
e I 0 1 (08 1 0.5 0 0 0
BARIE 1 (16 1 1.1 0 0 0 0
MoK 1 (16 1 11 0 0 0 0
it 0 0 0 1 (20 1 12 0
AR pas 2 (3.3 2 2.1 7 (58 9 4.6 5(9.6) 8 9.2 5(9.8) 6 7.0 2 (12.5 2 22.1
Rk 0 0 3 (58 3 3.5 1 (20 1 1.2 0
FH 1 (16 1 1.1 2 (17 2 1.0 1(1.9 1 1.2 0 0
AR R4 0 2 (L7 2 10 0 1 (20 1 12 0
ML ifn. 0 2 (1.7 2 1.0 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.
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MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) N (%) E R N (%) E R

H Pk 0 0 1 (1.9 1 L2 1 (200 1 1.2 0

T UL PRI 0 0 0 1 (200 1 12 0

TR e BE 2 M 0 0 1(1.9 1 L2 0 0

ARE 9 FENE 0 1 (0.8 1 0.5 0 0 0

AR BR AL GE 0 1 (0.8 1 0.5 0 0 0

AR AL 0 1 (0.8 1 0.5 0 0 0

AR g i 0 0 0 0 1 (6.3 1 1L.1

IS i 7 e 0 0 1 (1.9 1 L2 0 0

R 1 (16 1 1.1 0 0 0 0

HIMKE 0 0 1(1.9 1 1.2 0 0

ST I N S B 0 0 0 1 (20 1 1.2 0

B 0 0 0 1 (20 1 1.2 0

TR 0 0 0 0 1 (6.3 1 11.1
gl 2 (33 3 32 9(7.5 10 5.1 4 (7.7 4 4.6 6 (11.8) 9 10.5 0

R 1 (e 1 11 1 (08 1 0.5 0 2 (39 5 58 0

ARHRE 1 (L6 1 1.1 2 (L7 2 1.0 1(19 1 L2 2 (3.9 2 23 0

AR e 1 (16 1 1.1 3(25 3 1.5 0 0 0

B 0 1 (0.8 2 1.0 0 0 0

R R i 2 Bl it b 0 0 1 (1.9 1 L2 1 (200 1 1.2 0

5 Y 0 1 (0.8 1 0.5 0 0 0

Ky B 0 0 0 1 (20 1 12 0

il STl 0 0 1 (19 1 L2 0 0

15 DRSE A O I EE 0 0 1 (1.9 1 L2 0 0

Ged 0 1 (0.8 1 05 0 0 0
1fn. A2 B 2 (33 2 2.1 13 (10.8) 13 6.7 3 (58 3 3.5 5 (9.8 7 82 0

e I 2 (3.3 2 2.1 7 (5.8 7 3.6 3 (5.8 3 3.5 4 (7.8 4 4.7 0

1ETY 0 3 (2.5 3 115 0 1 (20 1 12 0

1B I £ 0 2 (L7 2 10 0 0 0

HEE N AR i 0 0 0 1 (20 1 12 0

1fi & MEFE AL 0 0 0 1 (20 1 1.2 0

BhRAEA L SE 0 1(08 1 0.5 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event,

an event in the given system organ class at least once
MedDRA version 21.0.

or

R: Event rate per 100 patient years at risk
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Adverse events by system organ class and preferred term - safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E R N %) E R

MEB LY R fEmE 4 (6.6) 5 5.3 8 (6.7 10 5.1 4 (7.7 6 6.9 0 1 (6.3 1 11.1

5 [ffl. 3 (4.9 3 3.2 4 (3.3 4 2.1 2 (3.8 2 23 0 0

U S HE 1 (16 2 2.1 2 (L7 4 2.1 0 0 0

IR S A 0 0 1 (1.9 2 23 0 1 (6.3 1 1L.1

R I ER S N 0 0 1 (19 2 2.3 0 0

RANY ) 2 i 0 1 (0.8) 0.5 0 0 0

SRR Z A I 0 1(0.8 1 0.5 0 0 0
Db 4 (6.6) 6 6.3 6 (50 11 57 3 (58 3 3.5 1 (20 1 1.2 1 (6.3 1 11.1

L 0 1 (0.8 1 0.5 1(1.9 1 L2 0 1 (6.3 1 1L.1

LR 1 (16 1 11 2 (1.7 2 1.0 0 0 0

HEREET ey 1 (16 1 11 1 (0.8 1 0.5 0 0 0

by i = 0 0 1 (L9 1 12 0 0

e B RE R A 0 1 (08 1 0.5 0 0 0

AR 0 0 1 (L9 1 12 0 0

AT R AL 0 0 0 1 (20 1 1.2 0

DIE 0 1 (0.8 1 0.5 0 0 0

Do I A 0 1 (0.8 1 5 0 0 0

DR 3 v 1 (16 1 11 0 0 0 0

D EE D 1 (L6 1 1.1 0 0 0 0

D EEME AU 0 1(0.8 1 05 0 0 0

DA 0 1(0.8 1 05 0 0 0

50 A FASE AR AE 0 1 (0.8 1 0.5 0 0 0

KENRF PEE AR 2E 0 1 (0.8 1 0.5 0 0 0

TRTEA LR 1 (16 1 11 0 0 0 0

L TERME 1 (16 1 11 0 0 0 0
HF L OkKkEE 2 (3.3 2 2.1 4 (3.3 4 2.1 3 (5.8 4 4.6 7 (13.7) 11 12.8 0

H 1 (L6 1 1.1 1 (0.8 1 0.5 3 (5.8 3 3.5 2 (3.9 4 471 0

[BlEEPE D F U 0 1 (0.8 1 05 0 4 (7.8 4 4.7 0

AR 0 1 (0.8 1 05 0 0 0

Fokkd 0 0 0 1 (20 1 12 0

iR E 0 0 0 1 (20 1 1.2 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.
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MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N (%) E R N (%) E R
Hiafese 1 (L6 1 1.1 0 0 0 0
AP 0 0 0 1 (20 1 12 0
Hng 0 0 1 (1.9 .20 0
b B o4 0 1(08 1 05 0 0 0
53 b 4 (6.6) 4 4.2 7 (58 8 4.1 3 (5.8) .5 4 (7.8 6 7.0 0
AR R E RN 4 2 (3.3 2 2.1 2 (1.7 2 1.0 0 0 0
Eﬁ#ﬂi%%ﬁ“fﬁ&?ﬁ 1 (16 1 11 1 (0.8 1 0.5 1 (1.9 .2 1 (20 1 12 0
Foe s I IR A AR A T E 0 0 1 (1.9 .2 2 (3.9 2 23 0
BE S RE R A 0 3 (2.5 3 15 0 0 0
JaanLFadl KRZEE 0 0 1 (1.9 .2 0 0
T IEEAHEREAK TE 0 0 0 1 (20 1 L2 0
FRIR AR e LRI 0 0 0 1 (20 1 1.2 0
FROR i e 0 1 (0.8 1 0.5 0 0 0
PN i 0 1 (0.8 1 0.5 0 0 0
et I R R AR R 4 0 0 0 1 (20 1 L2 0
PR E 1 (L6 1 1.1 0 0 0 0
Bk K OUR KK E 1 (16 1 11 6 (5.00 7 3.6 2 (3.8 .5 5(9.8) 5 5.8 2 (12.5) 3 33.2
R 0 1 (0.8 1 0.5 0 1 (20 1 12 1 (6.3 1 11.1
1107 0 1 (0.8 1 05 1(1.9 .20 0
B EEf 0 1 (0.8 1 0.5 1 (1.9 .2 0 0
AR AR 0 1 (0.8 1 0.5 0 0 1 (6.3 1 11.1
B AAE 0 0 0 1 (20 1 1.2 0
% 0 1 (08 1 05 0 0 0
/f*/uf“ 0 0 1 (19 .2 0 0
)7:I'< 0 1 (0.8 1 0.5 0 0 0
IR ,f*/u 0 0 0 1 (20 1 1.2 0
mﬁkﬁﬁ% 1 (16 1 11 0 0 0 0
HER Bw 0 0 0 1 (20 1 1.2 0
HER K] 0 0 0 0 1 (6.3 1 111
{2 gk 0 0 0 1 (200 1 L2 0
i e e 0 1(0.8 1 05 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
R: Event rate per 100 patient years at risk

an event in the given system organ class at least once

MedDRA version 21.0.
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Adverse events by system organ class and preferred term - safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N %) E R N %) E R N %) E R N (%) E R
HESR R L O EREE 4 (6.6) 5 53 4033 4 21 3 (58 3 35 3(59 3 35 0
A R A EEE 2 (3.3 2 21 1 (0.8 1 0.5 1 (L9 1 L2 0 0
ZHALILE 0 1(08 1 0.5 0 1 (20 1 12 0
IBEIEZE 5 FEIE 0 0 1(1.9 1 12 0 0
H FRIEIE 0 1 (08 1 05 0 0 0
FERY—7 1 (L6 1 1.1 0 0 0 0
TS bR Rk 0 0 0 1 (200 1 1.2 0
AR 0 0 0 1 (20 1 1.2 0
SFLEAE 0 1 (0.8 1 0.5 0 0 0
HLAIA =% 1 (16 1 11 0 0 0 0
Jia 4 1fi 1 (L6 1 1.1 0 0 0 0
JlE2 53 Wen 0 0 1 (L9 1 12 0 0
Gy R 2 (3.3 2 21 5 (4.2 6 3.1 2 (3.8 2 2.3 1 (200 1 12 1 (6.3 1 11.1
FHiET LV — 1 (16 1 1.1 4 (3.3 5 2.6 1 (L9 1 12 1 (2.0 1 12 0
I F T LAF— 1 (L6 1 11 0 0 0 0
W7 L ¥ — 0 0 0 0 1 (6.3 1 11.1
BT LLX— 0 0 1(L9 1 1.2 0 0
HET LLX— 0 1 (0.8 1 0.5 0 0 0
B, BB LOHEMAHORE 2 (3.3) 2 2.1 0 3 (58 4 4.6 4 (7.8 4 4.7 0
W (BRBIORY —-T2ET)
i 1 (L6 1 11 0 1 (19 1 12 0 0
A A NEREE 0 0 1 (1.9 1 L2 0 0
TR D AR 0 0 0 1 (20 1 L2 0
TR 1 (e 1 1.1 0 0 0 0
JE B A g 0 0 0 1 (200 1 L2 0
TR AR B 0 0 0 1 (20 1 12 0
15 % i JUA B 0 0 1 (1.9 1 1.2 0 0
[ ISR P ety 0 0 1 (1.9 1 L2 0 0
AT R 0 0 0 1 (20 1 1.2 0
B RS R 1 (L6 1 1.1 3(2.5 3 L5 0 2 (39 2 23 1 (6.3 2 22.1

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.
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19NOV2019:10:07:16 — t_ae_sum_4054e. sas/t_ae_org_cl_sum_sas_4054e. txt



Module 2.7.6 Page 129 of 283

Adverse events by system organ class and preferred term - safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E R N %) E R
REAE 0 0 0 0 1(6.3 2 22.1
JEERER(IIEE 0 1 (0.8 1 0.5 0 1 (200 1 12 0
IRCEN 0 0 0 1(20 1 1.2 0
R 0 1 (08 1 0.5 0 0 0
Sk 1 (16 1 1.1 0 0 0 0
REAIF 0 1 (0.8 1 0.5 0 0 0
SRS X OB E 1 (16 1 11 2 (L7 4 2.1 2 (3.8 2 23 0 0
Pk 1 (16 1 11 1 (0.8 1 0.5 1(1.9 1 1.2 0 0
EE31ES 0 1 (0.8 1 05 0 0 0
FRAT > MEA 0 1 (08 1 0.5 0 0 0
T & TR 0 0 1(1.9 1 1.2 0 0
i~V =T (&1E 0 1(0.8 1 0.5 0 0 0
SERME, FiRMER L OEEHEREE 0 1 (0.8 1 0.5 1 (200 1 1.2 0
7 N 0 0 1 (20 1 12 0
Se R AR ERORIE 0 1 (0.8 1 05 0 0 0
5 oD 1 (1.6 1 11 0 0 0 0
[ RS AR R RE N L 1 (16 1 11 0 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.
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2: Adverse events with start date in extension by system organ class and preferred term - safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N () E R N (%) E R N (%) E R N %) E R
Subjects exposed 55 114 52 51 2%
Total patient years 55.16 114. 97 51.55 51.13 1. 66

IS
=
[3°
3
—~
3
S

(74.5) 213 386.2 77 (67.5) 311 270. .5) 207 404.8 2 (100) 5 301.4

&3]
S
—_

All adverse events (78.8) 172 333.6

JRYLE R X O dUE 30 (54.5) 47 85.2 43 (37.7) 73 63.5 22 (42.3) 43 83.4 19 (37.3) 44 86.0 1 (50.0) 1 60.3
- NHEE S 12 (21.8) 13 23.6 15 (13.2) 19 16.5 6 (11.5) 8 15.5 6 (11.8) 9 17.6 0
RGE Y 6 (10.9) 7 12.7 6 (5.3) 6 5.2 3 (5.8 6 11.6 5(9.8) 5 9.8 0
A 7Nz W 3 (5.5) 5 9.1 2 (1.8 2 1.7 1 (19 1 19 5(9.8) 6 11.7 1 (50.0) 1 60.3
R SRR 3 (5.5) 3 5.4 3 (26 4 3.5 2 (3.8 3 58 3 (5.9 5 9.8 0
e 1 (1.8 1 18 8 (7.00 9 7.8 0 0 0
il e g 2 (3.6) 2 3.6 1 (09 1 0.9 2 (3.8 2 3.9 3 (59 4 7.8 0
KX 2 (3.6) 2 3.6 3(2.6) 3 2.6 0 1 (2.0 2.0 0
FRbkZE 2 (3.6) 2 3.6 1 (09 1 09 2 (3.8 3 58 0 0
A L A K 1 (1.8 1 18 1 (09 1 0.9 1 (19 1 L9 2 (3.9 2 39 0
e s 0 1(09 1 09 3(58 3 58 1 (20 1 20 0
HR Y 1 (1.8 1 18 1 (09 2 17 1 (19 1 L9 1 (2.0 1 20 0
VEEEDS 0 2 (L8 2 1.7 2 (3.8 2 3.9 0 0
HkIEZ 0 2 (1.8) 3 26 0 1 (200 1 20 0
7 A )L AMERGE Y 1 (1.8 1 L8 0 1 (1.9 1 19 1 (20 1 20 0
L Y ER R MENREE 2% 0 2 (1.8 2 1.7 0 1 (20 1 20 0
S gy 1 (18 1 1.8 1(09 2 1.7 0 0 0
YA L AR KR 0 1 (09 1 0.9 0 1 (20 1 20 0
TRGHE G 0 1(09 1 09 0 1 (20 1 20 0
FIe~ L~ 2 0 2 (1.8 2 1.7 0 0 0
e JRk e 0 1 (0.9 1 0.9 1(1.9 1 1.9 0 0
L Y 1 (1.8 1 1.8 0 1(1.9 1 1.9 0 0
BERR Y 0 0 1(1.9 2 39 0 0
PR A RS L S 0 0 1 (L9 2 3.9 0 0
i 0 1 (09 1 09 1 (19 1 L9 0 0
B % 0 1 (09 1 09 1(1.9 1 L9 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in
extension
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Adverse events with start date in extension by system organ class and preferred term - safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N (%) E R N (%) E R N %) E R N %) E R

7 A VAVEEBBR 0 0 1 (19 1 19 0 0
7 A L AV EAGE R Y 0 109 1 09 0 0 0
A L A MBS 0 0 1 (19 1 19 0 0
v A L APERfiZE 1 (1.8 1 1.8 0 0 0 0
X =R G 9% 0 0 1(1.9 1 1.9 0 0
7 R R PR LA B 5 1(1.8 1 1.8 0 0 0 0
ANY IRy — Y 1 (1.8 1 18 0 0 0 0
0 XA ARG 1 (1.8 1 18 0 0 0 0
PARE/S 0 0 0 1 (20 1 20 0
AR Y 0 0 0 1 (20 1 20 0
RIS 0 0 1 (19 1 19 0 0
JBEE i 0 1(09 1 09 0 0 0
et o 2 2hE 0 0 0 1 (2.0 1 20 0
MEFH ¢ 1 (1.8 1 18 0 0 0 0
H R 0 0 0 1 (20 1 20 0
THAL AR Sk e 0 1 (09 1 09 0 0 0
SE B i 0 1 (09 1 09 0 0 0
N LR 0 1(09 1 09 0 0 0
HER 0 0 0 1 (20 1 20 0
S R 1 (1.8 1 1.8 0 0 0 0
Jiti % 0 1 (09 1 09 0 0 0
PRI 0 1 (09 1 09 0 0 0
s 0 1 (09 1 09 0 0 0
[ s 1 (1.8 1 18 0 0 0 0

PR R p 16 (29.1) 41 74.3 18 (15.8) 23 20.0 9 (17.3) 29 56.3 10 (19.6) 17 33.2 0
S 9 (16.4) 29 52.6 11 (9.6) 11 9.6 6 (11.5) 23 44.6 6 (11.8) 9 17.6 0
FEIED 2 (3.6) 2 3.6 5 (4.4 7 6.1 2 (3.8 2 3.9 2 (3.9 3 59 0
T SRR 2(36) 2 36 0 0 1 (20 1 20 0
fEIR 1 (1.8 1 18 1 (09 1 0.9 1(1.9 1 L9 0 0
Jv R 1 (1.8 2 3.6 0 0 1(20 1 20 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in
extension.
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Adverse events with start date in extension by system organ class and preferred term - safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N (%) E R N (%) E R
JeAp 0 1 (09 1 0.9 1(1.9 1 L9 0 0
JHh AR g 1 (1.8 1 18 0 0 1 (200 1 20 0
Hi L~V T 1 (1.8 1 L8 0 0 0 0
EH) KT 0 0 1(19 1 19 0 0
TS B e R R 1 (1.8 1 1.8 0 0 0 0
IR 0 1 (09 1 09 0 0 0
FAREE R 0 1(09 1 09 0 0 0
&I 0 0 0 1 (20 1 20 0

IKEBEE 1 (1.8 1 18 0 0 0 0
FENE Fy 5E R 1(1.8 1 1.8 0 0 0 0
WRLTE B 0 1(09 1 09 0 0 0
PER 0 0 0 1 (20 1 20 0
FEREREAE 0 0 1 (L9 1 19 0 0

H ke 13 (23.6) 21 38.1 26 (22.8) 33 28.7 10 (19.2) 13 25.2 11 (21.6) 37 72.4 1 (50.0) 2 120.5
T 5(9.1) 7 12.7 4 (3.5 4 3.5 3 (5.8 3 5.8 5 (9.8) 10 19.6 0
L 1 (1.8 1 1.8 3(2.6) 4 3.5 0 1 (2.0 9 17.6 0
/A 3 (5.5 3 5.4 4 (3.5 5 4.3 2 (3.8 2 3.9 2 (3.9 4 7.8 0
i3] 1 (1.8 2 36 0 1(L9 1 1.9 2(39 3 59 0
R 1 (1.8 1 1.8 0 1(1.9 1 L9 1 (2.0 2 39 0
) 1 (1.8 1 1.8 2(1.8 2 1.7 0 1 (20 1 20 0
H A TE R R 1 (1.8 1 1.8 1(09 1 0.9 0 1 (200 1 20 0
THEA B 0 1(09 1 09 0 1 (20 2 39 0
R 0 1 (09 2 L7 1 (1.9 1 1.9 0 0
HR 0 2 (1.8 2 1.7 0 0 0
e 0 1(09 1 09 0 1 (20 1 20 0
DA PRI 1 (1.8 2 36 0 0 0 0
N I 0 1 (09 1 0.9 1(19 1 19 0 0
IR AT 0 1(09 2 1.7 0 0 0
AETY AN =T 0 0 0 1(20 1 20 0
LVyFrs 0 1(09 1 0.9 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in
extension.
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Adverse events with start date in extension by system organ class and preferred term - safety analysis set

Page 133 of 283

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N %) E R N (%) E R N (%) E R N (%) E R
HARY —7 1 (1.8 1 18 0 0 0 0
Bl 0 1 (09 1 09 0 0 0
IR R (R 0 0 0 1 (20 1 20 0
ATk 0 0 1 (L9 1 19 0 0
A PNIE A R 0 0 1(1.9 1 1.9 0 0
M EAR 0 0 0 1 (200 1 20 0
A% 1 (1.8 1 1.8 0 0 0 0
g FE e 1(1.8 1 1.8 0 0 0 0
P 0 0 1(1.9 1 L9 0 0
+ —FRIE 0 0 0 0 1 (50.0) 1 60.3
AN 0 1 (09 1 09 0 0 0
A 0 1 (09 1 09 0 0 0
BIER 0 0 0 0 1 (50.0) 1 60.3
N 0 0 1 (L9 1 19 0 0
TEIEME K25 0 1(09 1 09 0 0 0
R~ =T 0 0 0 1 (200 1 20 0
g B fiega 0 1 (09 1 09 0 0 0
ZE o fH 0 1 (09 1 09 0 0 0
1B H K 0 1 (09 1 0.9 0 0 0
T EAS R KOS ALk o 11 (20.0) 23 41.7 17 (14.9) 26 22.6 12 (23.1) 22 42.7 9 (17.6) 11 21.5 0
A& 4 (7.3 4 1.3 1 (0.9 1 0.9 3(58 4 7.8 2(39 3 59 0
7 P 1 (1.8 1 1.8 4 (35 6 52 3(58 3 58 0 0
U 0 3 (26 3 26 1 (1.9 3 5.8 1 (20 1 20 0
i 3 (55 5 9.1 2 (1.8 2 1.7 0 0 0
ZE I B ETE 0 1 (09 1 0.9 2 (3.8 3 58 1 (20 1 20 0
VR E2% 2 (3.6) 3 5.4 1(09 1 09 0 0 0
B AR 1 (1.8 1 18 2 (1.8 2 1.7 0 0 0
RERier) 1 (1.8 1 1.8 2(L8 2 1.7 0 0 0
AR 2 (3.6 2 36 0 0 1 (20 1 20 0
FHT IR 0 0 0 2 (39 3 59 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event,
an event in the given system organ class at least once

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in

extension.

R: Event rate per 100 patient years at risk

or
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Adverse events with start date in extension by system organ class and preferred term - safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N %) E R N %) E R N %) E R

it 1 (1.8 2 3.6 0 0 0 0
RAfiZ 0 0 1 (L9 1 1.9 1(20 1 20 0
R B L 2 (3.6 2 36 0 0 0 0
MK T 0 1 (09 2 17 0 0 0
Jeedig 2% 0 0 1(1.9 2 39 0 0
MY v~ 0 0 1 (1.9 1 1.9 0 0
RA TR 0 0 1 (L9 1 1.9 o0 0
i ER AR 1 (1.8 1 18 0 0 0 0
A S M s 0 109 1 09 0 0 0
A B 5 1 (1.8 1 1.8 0 0 0 0
A A 0 0 1(1.9 1 1.9 0 0
A 0 0 1(1.9 1 1.9 0 0
T [ B 7 R A P 0 0 1(1.9 1 1.9 0 0
NE R AF A PRASIE 0 1 (0.9 1 0.9 0 0 0
BT 0 0 1(1.9 1 1.9 0 0
HEMIRZE 0 1 (09 1 09 0 0 0
i R S MEE 0 1(09 1 09 0 0 0
R KRR e g 0 0 0 1 (20 1 20 0
R R R e 0 1(09 1 09 0 0 0
AP 0 1 (09 1 09 0 0 0

—f% - BFEERLOREEALO 10 (18.2) 13 23.6 18 (15.8) 33 28.7 5 (9.6) 6 11.6 14 (27.5) 24 46.9 0
Y MV 3 (5.5 4 7.3 3 (2.6) 12 10.4 1 (19 1 19 1 (20 1 20 0
W55 2(36) 2 36 5(44 6 52 0 4 (7.8 5 9.8 0
) E 1 (1.8 1 1.8 2 (1.8 2 1.7 2 (3.8 3 58 1 (20 2 3.9 0
FEEN 1 (1.8 1 1.8 3 (2.6) 3 26 0 2 (3.9 2 3.9 0
A NERR 1 (1.8 1 1.8 2 (1.8) 2 1.7 0 1 (200 1 20 0
g 0 1 (0.9 1 0.9 1 (1.9 1 L9 1 (200 1 20 0
NE Rk ek 0 0 0 1 (2.0 3 5.9 0
31 1 (1.8 2 3.6 0 0 1 (20 1 20 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in
extension.
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Adverse events with start date in extension by system organ class and preferred term - safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E R N (%) E R

A VT PR 0 1(09 1 09 0 1 (20 1 20 0
BRI E 1 (1.8 1 18 0 0 1 (200 1 20 0
U U F L EERR AR 0 0 1 (L9 1 19 0 0
Rcyi) 0 0 0 1 (20 1 20 0
=Y 0 1 (09 1 09 0 0 0
L 0 0 0 1 (20 1 20 0
iGN 0 1 (09 1 0.9 0 0 0
RS ZE e 1(1.8 1 1.8 0 0 0 0
SO SO 0 1(09 1 09 0 0 0
S AR 0 0 0 1 (20 1 20 0
iR E-30! 0 1 (09 1 09 0 0 0
N 0 0 0 1 (20 1 20 0
B 0 0 0 1 (200 1 20 0
E30) 0 0 0 1 (20 1 20 0
FE Lo gt ffa g 0 1(09 1 09 0 0 0
T NE 0 1 (09 1 0.9 0 0 0

o PR e A 9 (16.4) 18 32.6 12 (10.5) 23 20.0 8 (15.4) 11 21.3 6 (11.8) 9 17.6 0
mtﬁgw\;?’%‘/mxmﬂef 2 (36 2 36 3(26 3 26 0 0 0
— PR
TANRTX BT ) bT 2 (3.6) 3 5.4 1(09 1 0.9 0 0 0
VAT =T —B M
S LF Y — L 2 (3.6) 2 3.6 1(09 1 09 0 1 (20 1 20 0
7Y a~Es e v RN 1 (1.8 1 18 1(09 2 L7 0 0 0
M7 A~ AT a 1 (1.8 1 18 0 0 2 (39 2 39 0
BN 1 (1.8 1 1.8 1 (09 1 0.9 0 1 (200 1 20 0
TI=VT ) NTURT 1 (1.8 1 18 1(09 1 0.9 0 0 0
= 7 —E8h
P A v R 0 1 (09 2 17 0 0 0
JHE R AT B 0 1 (09 1 0.9 1(1.9 1 1.9 0 0
ifi/ MR N 0 0 1 (1.9 1 L9 1 (20 1 20 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in
extension.
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Adverse events with start date in extension by system organ class and preferred term - safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N (%) E R N (%) E R N %) E R N %) E R

M A A Y
A= N o R N

ifi. H R B EE N
HovryrF=r-s)T7
v AP
WY A v v
U= |

v4 2 DD

~< 7 Uy NN

RE 57

NEEY (o

IRANY % el T

M7 VY RAT 7 52—
B

M7 VA RAT 7 52—
B

R eb RNV - %

M U o S0

M7 V7= d
U BN

ifi. H PR BRI AR V| R
DHEE )
LM Q TILR
DX T s

IR

JIHAE & 5

PRIRAT S
It BE R A AR T
F L ER A N

J2 G5 KOV T ik b 10 (18.2) 15 27.2 11 (9.6) 13 11.3 9 (17.3) 12 23.3 5(9.8) 5 9.8

o o
=
—

(2.00 1 20
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D= OO
OO = =
—~
—
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=
—
=
©
o OO
[e=NeNoNe)

(3.6) 2 3.6
(0.99 1 0.9

(2.0 1 20

(0.9 1 0.9
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O OO+ O
HOO—ROH,HOO
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DO O— OO O
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(=}

.9 1 0.9
(2.00 1 20
.9 1 0.9
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(=]
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%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in
extension.
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Adverse events with start date in extension by system organ class and preferred term - safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N %) E R N (%) E R N (%) E R N (%) E R
FI5 1 (1.8 1 1.8 1 (09 1 0.9 3 (5.8 4 7.8 0 0
A3 2 (3.6 2 3.6 2 (18 2 1.7 1(1.9 1 L9 1 (20 1 20 0
JIE 1 (1.8 1 1.8 2(L8 2 1.7 0 0 0
iz 1 (1.8 2 3.6 0 1 (1.9 1 19 0 0
J i g 1 (1.8 1 18 1 (09 1 09 0 1 (20 1 20 0
Z 9 FEIE 1 (1.8 2 3.6 0 0 0 0
T 0 1 (09 1 0.9 1(1.9 1 L9 0 0
AR AR 0 1 (09 2 17 0 0 0
E-di a2 0 0 2 (3.8 2 39 0 0
JE % 1 (1.8 1 1.8 0 0 1 (20 1 20 0
FERE 2 £, 0 0 1 (1.9 1 L9 1 (20 1 20 0
R 0 1(09 1 09 0 1 (20 1 20 0
7 MR ER 0 1(09 1 09 0 0 0
BIEpE(4 1 (1.8 1 18 0 0 0 0
HLEE 1 (1.8 1 18 0 0 0 0
IKIE 0 0 1(1.9 1 L9 0 0
JIR IR 1 R 0 1(09 1 09 0 0 0
B H 1. 0 0 1 (1.9 1 L9 0 0
FE g K Z MEiRs 1(1.8 1 1.8 0 0 0 0
T R 0 1 (0.9 1 0.9 0 0 0
P> 1 (1.8 1 1.8 0 0 0 0
A 1 (1.8 1 1.8 0 0 0 0
BE, PER X OWULE A IHE 4 (7.3 4 7.3 10 (88 14 12.2 6 (11.5) 8 15.5 10 (19.6) 13 25.4 0
115 0 1 (09 1 0.9 2 (3.8 2 3.9 1 (20 1 20 0
SME AL TR 0 1 (09 3 26 0 0 0
g AT 1 (1.8 1 1.8 2(1.8 2 17 0 0 0
H A 1 (1.8 1 1.8 0 1 (1.9 2 39 0 0
B ek 0 1 (09 1 0.9 1 (L9 1 19 1 (200 1 20 0
M5 1 (1.8 1 1.8 0 0 1 (20 1 20 0
LT X DT 0 0 0 1 (200 2 3.9 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in
extension

nn8640/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:07:28 - t_ae_sum_4054e. sas/t_ae_org cl_ext_sum_sas_4054e. txt



Module 2.7.6 Page 138 of 283

Adverse events with start date in extension by system organ class and preferred term - safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N %) E R N %) E R N %) E R

Lg% A OHE 0 0 0 1 (20 2 39 0
FHEEBF T 0 2 (L8 2 1.7 0 0 0
E”E%b%ﬂx{’g 0 1009 1 09 0 1 (200 1 20 0
SHEBIERAE 1 (1.8 1 1.8 0 0 1 (20 1 20 0
SlomEs 0 1 (09 1 0.9 0 0 0
K- T A7) B T 0 1 (09 1 0.9 0 0 0
s 0 0 0 1 (200 1 20 0
AR G- 0 0 0 1 (20 1 20 0
mﬂﬁz%ﬁ{% 0 0 1 (1.9 1 1.9 0 0
WEIZ E DO FEN 0 0 0 1 (20 1 20 0
E”E@J%WE 0 0 0 1 (20 1 20 0
JXe i 0 0 1(1.9 1 L9 0 0
%%éﬂ#ﬁ 0 1 (09 1 0.9 0 0 0
Ze 0 0 1(1.9 1 1.9 0 0
BT 0 1(09 1 09 0 0 0

Mg, HERES X OVERR i & 4 (7.3 5 9.1 13 (11.4) 15 13.0 2 (3.8 3 58 4 (7.8 9 17.6 0
% 1 (1.8 1 18 4 (3.5 5 4.3 1 (L9 1 19 0 0
[ fZEnE g R 2 (3.6) 2 3.6 1 (0.9 1 0.9 0 2 (3.9 2 3.9 0
T LV PRk 0 0 1 (19 1 L9 1 (20 1 20 0
E&GE S o i 0 1 (09 2 L7 0 0 0
OB S R 0 1 (09 1 0.9 0 1 (20 1 20 0
Hﬁﬁﬂﬁ#ﬂ%mﬂﬂ%ﬁi 1 (1.8 1 18 1(09 1 09 0 0 0
Lo 0 0 0 1 (200 1 20 0
ﬂ?lﬂ,%lssﬁ 0 0 0 1 (200 1 20 0
IR i o 0 0 0 1 (200 1 20 0
R il g% 1 (1.8 1 18 0 0 0 0
e R R E 5 W) 0 1 (09 1 0.9 0 0 0
ERGEDRIE 0 1 (09 1 0.9 0 0 0
St 0 1 (09 1 09 0 0 0
L1kl 0 0 0 1(20 1 20 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in
extension.
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MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N (%) E R N (%) E R N %) E R N (%) E R
Ly 0 1 (09 1 09 0 0 0
Bl & ZE 5 - ifi. 0 0 1 (1.9 1 L9 0 0
BlEpERY —— 0 0 0 1(20 1 20 0
57V P R e 0 1 (09 1 0.9 0 0 0
Rk X OveskEE 4 (7.3 4 7.3 10 (88 10 87 2 (3.8 2 3.9 5 (9.8 7 13.7 0
BRRZ 1 (1.8) 1 1.8 1 (0.9 1 0.9 0 2 (3.9 2 3.9 0
X IDRZ 0 0 1 (L9 1 19 2 (3.9 2 39 0
U BRI E 1 (1.8 1 18 2 (L8 2 1.7 0 0 0
AV 7 e 1 (1.8 1 L8 2 (18 2 1.7 0 0 0
1AV 7 A IfE 0 1 (09 1 0.9 0 1 (20 1 20 0
vxIUBRERZ 0 0 0 1 (20 1 20 0
B3 L AT 1 — UIE 0 0 0 1 (20 1 20 0
e I 0 1 (09 1 0.9 0 0 0
e I If S 0 1 (09 1 0.9 0 0 0
=X QIS 1 (1.8 1 1.8 0 0 0 0
RIRATE 0 1 (09 1 0.9 0 0 0
i JE 0 1 (09 1 09 0 0 0
G A 0 0 1(1.9 1 L9 0 0
gl 1 (1.8 1 1.8 4 (35 4 3.5 1 (1.9 1 1.9 6 (11.8 9 17.6 0
K-S 0 1 (09 1 0.9 0 2 (3.9 5 9.8 0
A HRE 1 (1.8 1 1.8 2(1.8 2 1.7 0 2 (39 2 39 0
Ky B 0 0 0 1 (200 1 20 0
e WN B2l 0 0 0 1 (20 1 20 0
B9 DRSE A O I EE 0 0 1 (1.9 1 L9 0 0
Ged 0 109 1 09 0 0 0
DM 3 (55 5 9.1 4 (3.5 6 52 2038 2 3.9 1 (20 1 20 0
BNk 1 (1.8 1 18 2 (1.8 2 1.7 0 0 0
H—EREET ey 1 (1.8 1 18 109 1 09 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or

an event in the given system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in

extension.
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Adverse events with start date in extension by system organ class and preferred term - safety

analysis set
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MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N % ) %) ) N (%) E N %) E R
Gl 0 1 (09 1 09 1 (19 1 19 0 0
AR 0 0 1(1.9 1 L9 0 0
DT R AL 0 0 0 1 (2.0 2.0 0
DIE 0 1 (09 1 09 0 0 0
DFEMEYa v 1 (1.8 1 18 0 0 0 0
=€) 1 (1.8 1 18 0 0 0 0
D EEME AL 0 109 1 09 0 0 0
L TERME 1 (1.8 1 18 0 0 0 0
AR pas 0 5 (44 5 43 4(7.7 4 7.8 4 (1.8 7.8 0
R b 0 0 3 (58 3 58 0 0
AR Rz A 0 1 (09 1 0.9 0 1 (2.0) 2.0 0
T UL PRI 0 0 0 1 (2.0 2.0 0
AR BR L JE 0 1 (09 1 0.9 0 0 0
AR AL 0 1 (09 1 09 0 0 0
IS B v ik 0 0 1(1.9 1 19 0 0
M ifn. 0 1 (09 1 09 0 0 0
SR I N B B 0 0 0 1 (2.0 2.0 0
R 0 0 0 1 (2.0 2.0 0
FH 0 1 (09 1 09 0 0 0
i L OV > RkEE 4 (7.3 5 9.1 3(2.6) 4 3.5 3(58 4 7.8 0 0
21 3 (5.5 3 5.4 2 (1.8 2 1.7 1 (1.9 1 L9 0 0
U S HE 1 (1.8 2 3.6 1 (09 2 17 0 0 0
IR A 0 0 1 (1.9 2 39 0 0
R I ERHE N 0 0 1 (1.9 1 L9 0 0
1fn. A2 e 1 (1.8 1 1.8 8(7.0 8 7.0 3 (58 3 5.8 1 (2.0 2.0 0
= E 1 (1.8 1 18 3(2.6) 3 26 3 (5.8 3 5.8 0 0
1ETYH 0 2 (1.8 2 1.7 0 0 0
1K 1 £ 0 2 (1.8 2 1.7 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in

extension.

R: Event rate per 100 patient years at risk
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Adverse events with start date in extension by system organ class and preferred term - safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N (%) E R N (%) E R
1fi & MEHE AL 0 0 0 1 (20 1 20 0
BhRAEA L SE 0 1 (09 1 0.9 0 0 0
HEB L Ok ks 2 (3.6) 2 3.6 3(26) 3 26 0 5(9.8) 6 11.7 0
[F#ERPED F 0 0 0 3 (5.9 3 59 0
Y 1 (1.8 1 1.8 1(09 1 09 0 1 (20 1 20 0
AR 0 1 (09 1 09 0 0 0
Eo)ﬁﬁ”}—“ 0 0 0 1 (2.0 2.0 0
HiERE 0 0 0 1 (2.0 2.0 0
Eﬂ:/i‘}_% 1 (1.8 1 18 0 0 0 0
R E O RIE 0 1(09 1 0.9 0 0 0
AR L O EREE 2 (3.6) 3 5.4 3(2.6) 3 2.6 2(38 2 39 2(39 2 39 0
A R EEE 0 1 (09 1 0.9 1(1.9 1 1.9 0 0
ZHALILE 0 1 (09 1 0.9 0 1 (20 1 20 0
SRR Z D FEIE 0 0 1(1L.9 1 1.9 0 0
H #RIESE 0 1 (09 1 0.9 0 0 0
FERY—7 1 (1.8 1 18 0 0 0 0
AN RS 0 0 0 1 (20 1 20 0
HLEAA =% 1 (1.8 1 18 0 0 0 0
Efanpiik 1 (1.8 1 18 0 0 0 0
53 b 2(36) 2 36 2(L.8 2 1.7 2(38 2 39 2(39 2 39 0
AR R SRR 4 1 (1.8 1 18 1(09 1 09 0 0 0
T EAAHEA fEETﬁ 0 0 0 1 (20 1 20 0
FOPR IR R A T 0 0 1(1.9 1 1.9 0 0
kN %if%%ﬁuh HESE 0 0 0 1 (20 1 20 0
FRR 0 1(09 1 0.9 0 0 0
%ﬁ%é'wﬁw%%é EIK TIE 0 0 1 (1.9 1 1.9 0 0
PR IE 1 (1.8 1 18 0 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
R: Event rate per 100 patient years at risk

an event in the given system organ class at least once

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in

extension.
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Adverse events with start date in extension by system organ class and preferred term - safety

analysis set
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MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E R N %) E R
B, BHESIOGEMAROHE 2 (3.6) 2 3.6 0 1 (L9 2 39 3(59 3 59 0
M (BRBIORY —-T2ET)
AE 1 (1.8 1 18 0 1 (L9 1 19 0 0
R BAEERS 0 0 0 1 (20 1 20 0
TR 1 (1.8 1 1.8 0 0 0 0
JEJEC A g 0 0 0 1 (20 1 20 0
WAL= 0 0 1 (1.9 1 1.9 0 0
MR AT R 0 0 0 1 (20 1 20 0
BB LR K E 0 3(26) 3 26 1(1.9 1 1.9 0 1 (50.0) 2 120.5
IR 0 1 (09 1 09 0 0 0
B 0 1(09 1 09 0 0 0
PR REANE 0 0 1 (1.9 1 1.9 0 0
HER A 0 0 0 0 1 (50.0) 1 60.3
BR 0 0 0 0 1 (50.0) 1 60.3
R BIAFRIR 0 1(09 1 09 0 0 0
Gy R 0 4 (3.5 4 3.5 1 (19 1 L9 1 (20 1 20
EHPET L L X — 0 3(2.6) 3 2.6 (1.9 1 19 1 (20 1 20 0
HET LILX— 0 1 (09 1 0.9 0
B ARE 5 1 (1.8 1 18 3(26) 3 26 0 1 (20 1 20 0
NETEALTR 0 1 (09 1 0.9 0 1 (20 1 20 0
JFFRER 0 1 (09 1 09 0 0 0
Sk 1 (1.8 1 1.8 0 0 0 0
AEAIF 0 1 (09 1 09 0 0 0
SAEB X O RHMLE 0 1 (09 3 26 1 (19 1 19 0 0
EE31ES 0 1 (09 1 09 0 0 0
IR AT > MEA 0 1 (09 1 0.9 0 0 0
etk 0 0 1 (1.9 1 1.9 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event,
R: Event rate per 100 patient years at risk

an event in the given system organ class at least once
MedDRA version 21.0.

or

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in

extension.
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Adverse events with start date in extension by system organ class and preferred term - safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N % E R N % E R N (%) E R N %) E R N (%) E R
s~ = 7518 0 1 (09 1 09 0 0 0
FRME, FitER L OB EEEE 0 0 0 1 (20 1 20 0
7 Mg 0 0 0 1 (20 1 20 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in
extension.
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3: Serious adverse events by system organ class, preferred term and treatment group - safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E R N (%) E R
Subjects exposed 61 120 52 51 16
Total patient years 94. 83 194. 53 86. 79 85. 77 9. 04
All serious adverse events 8 (13.1) 21 22.1 13 (10.8) 24 12.3 5(9.6) 9 10.4 7 (13.7 9 10.5 4 (25.0) 5 55.3
JRYLIE R K OV R BUE 2 (3.3 3 3.2 5 (42 8 4.1 3 (58 5 5.8 0 2 (12.5) 2 22.1
7 A VAV E G 1 (e 1 11 1 (0.8 1 0.5 0 0 0
H R 0 2 (L7 2 1.0 0 0 0
RS 0 1 (0.8 1 0.5 1 (19 1 12 0 0
DRI SRR e 1(Le 1 1.1 0 1 (1.9 1 1.2 0 0
PR S 1A A o S 0 0 1 (1.9 2 2.3 0 0
ATz H 0 0 0 0 1 (6.3 1 11.1
A JL A K 0 1 (0.8 1 0.5 0 0 0
A L AVE AR TE R 0 1 (08 1 05 0 0 0
7 A )L AV 2% 1 (1) 1 1.1 0 0 0 0
JOARNITP TN T 47 0 0 0 0 1 (6.3 1 11.1
A LRk
B~ L~ 2 0 1 (0.8 1 0.5 0 0
LI I 0 1 (0.8 1 0.5 0 0 0
fitige 0 1(1L9 1 12 0 0
H I5 ke 3(49 5 53 3(25 3 15 1 (1.9 2 23 0 0
A 2 (3.3 2 2.1 1 (08 1 0.5 0 0 0
AMERES 1 (L6 1 1.1 0 1 (L9 1 12 0 0
T 1 (16 1 11 0 0 0 0
N5 0 1 (0.8 1 0.5 0 0 0
g & Ha 1 (16 1 1.1 0 0 0 0
220 0 0 1(1.9 1 1.2 0 0
M~V =T 0 1 (08 1 0.5 0 0 0
BE, PER X OB S OHE 1 (1) 1 1.1 2(L7) 2 1.0 1 (1.9 2 2.3 1 (2200 1 1.2 0
& F A7) B T 0 1 (08 1 0.5 0 0 0
g AT 1 (16 1 1.1 0 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.
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Serious adverse events by system organ class, preferred term and treatment group — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E R N (%) E R
FHEE BT 0 1 (08 1 0.5 0 0 0
AR ERR 0 0 0 1 (2.0 1 12 0
H A 0 0 1(1.9 1 L2 0 0
BB 0 0 1 (L9 1 12 0 0
R = 3 (4.9 3 3.2 1 (08 1 05 0 2 (39 2 2.3 0
AR R RE N 4 2 (3.3 2 2.1 1 (0.8 1 05 0 0 0
TR L TE 0 0 0 1 (20 1 1.2 0
et I R R AR R 4 0 0 0 1 (20 1 1.2 0
PR IE 1 (L6 1 11 0 0 0 0
—i% - AHEESLIOEEEMO 1 (1.6) 1 1.1 2 (1.7 2 1.0 0 2 (3.9 2 23 0
I T7 1 (16 1 1.1 0 0 1 (200 1 1.2 0
L 0 0 0 1 (20 1 12 0
T 0 1 (0.8 1 .5 0 0 0
FE Uit B g 0 1(0.8 1 05 0 0 0
SEER K O RHMLE 0 1 (0.8 3 15 0 0 0
NESELIER 0 1 (08 1 05 0 0 0
FIRA T > MMEA 0 1 (0.8 1 0.5 0 0 0
I~ =T EME 0 1 (08 1 0.5 0 0 0
MR R, FEhds & OVERR R 2 (33 2 21 1(08 1 05 0 0 0
FEMEE it ¢ 1 (16 1 11 0 0 0 0
A I R S0 PP S {5 A 1 (1.6 1 11 0 0 0 0
57V P R e 0 1 (08 1 0.5 0 0 0
Db 1 (1.6 2 2.1 1 (0.8 1 05 0 0 0
DRy 3 v 1 (16 1 11 0 0 0 0
=€) 1 (L6 1 1.1 0 0 0 0
D EEME AU 0 1(0.8 1 05 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.
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Serious adverse events by system organ class, preferred term and treatment group — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E R N (%) E R
IR AT 1 (16 1 1.1 1 (0.8 1 05 0 0 1 (6.3 1 11.1
AT 2 k27w o HEN 0 0 0 0 1 (6.3 1 11.1
DX EE T 1 (16 1 11 0 0 0 0
RS 0 1 (08 1 0.5 0 0 0
PR R f 1 (L6 2 2.1 0 0 0 0
i L ULORT 1 (16 1 1.1 0 0 0 0
SER 1(1.6) 1 1.1 0 0 0 0
BB LR K E 0 0 0 2 (3.9 2 23 0
B AE 0 0 0 1 (200 1 1.2 0
{2 gk 0 0 0 1 (20 1 1.2 0
B ?@fﬁﬁ@ﬁﬁﬁ{%@ﬁﬁi 0 0 0 2 (39 2 23 0
w (% BB LR —7 & ETe)
TR AR B 0 0 0 1 (20 1 12 0
AT F R 0 0 0 1 (20 1 1.2 0
IIRCESENODINIAE <= 0 0 0 0 1 (6.3 1 111
1fL 0 A 0 0 0 0 1 (6.3 1 111
1fn A2 e 0 1(0.8 1 05 0 0 0
i I 0 1 (0.8 1 0.5 0 0 0
HHh R 0 1 (08 1 05 0 0 0
e 0 1 (08 1 05 0 0 0
Rk X Ok E 1 (16 1 1.1 0 0 0 0
) b U T AIfE 1 (e 1 11 0 0 0 0
J2 G5 KOV T ik b 0 0 0 0 1 (6.3 1 11.1
7~ Ee—MERE R 0 0 0 0 1 (6.3 1 11.1

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.
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4: Serious adverse events with start date in extension by system organ class, preferred term and treatment arm - safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N %) E R N (%) E R N %) E R N %) E R

Subjects exposed 55 114 52 51 2%
Total patient years 55.16 114. 97 51.55 51.13 1. 66
All serious adverse events 5 (9.1) 14 25.4 7 (6.1) 12 10.4 3 (58 5 9.7 3 (59 4 1.8 1 (50.0) 1 60.3
JRYLIE R K OV BUE 2 (3.6 2 3.6 1 (09 1 0.9 2 (3.8 4 7.8 0 1 (50.0) 1 60.3

PR I e 1 (1.8 1 18 0 1 (L9 1 19 0 0

PREEPERCIAE 0 0 1 (1.9 2 39 0 0

A TN W 0 0 0 0 1 (50.0) 1 60.3

A LAY 0 1 (09 1 0.9 0 0 0

A L AMERZS 1 (1.8 1 18 0 0 0 0

fitize 0 0 1 (L9 1 L9 0 0
—i% - AHEES OGO 1 (1.8) 1 1.8 1(09 1 0.9 0 2(39 2 39 0

9 T7 1(1.8) 1 1.8 0 1 (20 1 20 0

i 0 1 (20 1 20 0

FE Uit o g 0 1 (09 1 09 0 0 0
H Rk 1 (1.8 2 3.6 0 1 (19 1 L9 0 0

4@} 0 0 1 (L9 1 19 0 0

w%ﬂﬁ 1 (1.8 1 18 0 0 0 0

M i 1 (1.8 1 18 0 0 0 0
MJ&J;UWW&E 0 1 (0.9 3 2.6 0 0 0

HFEHTRR 0 1 (09 1 0.9 0 0 0

FIRA T > MMEA 0 1 (09 1 0.9 0 0 0

A~ =T EME 0 1 (09 1 0.9 0 0 0
MR R, FEhds & OVERR R (3.6) 2 36 1(09 1 09 0 0 0

aﬁﬂ;ﬁv@ﬂmé& 1 (1.8 1 1.8 0 0 0 0

I R 0 PP S {5 A 1 (1.8 1 1.8 0 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in
extension.
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Serious adverse events with start date in extension by system organ class, preferred term and treatment arm - safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N (%) E R N %) E R
S5 A P R 0 1 (09 1 0.9 0 0 0
BE, PER X OB S OHE 1 (1.8 1 1.8 2(18 2 1.7 0 0 0
- F i) B T 0 1 (09 1 0.9 0 0 0
g AT 1 (1.8 1 1.8 0 0 0 0
FHEEBE T 0 1(09 1 0.9 0 0 0
Db 1 (1.8 2 3.6 109 1 09 0 0 0
DR 3 v 1 (1.8 1 18 0 0 0 0
¢ ) 1 (1.8 1 18 0 0 0 0
D EEME AU 0 1(09 1 09 0 0 0
EARIA e 2 (36 2 36 0 0 1 (20 1 20 0
T IEEAERE K TE 0 0 0 1 (20 1 20 0
kR R SRR 4 1 (1.8 1 1.8 0 0 0 0
PR IE 1 (1.8 1 18 0 0 0 0
PR R P 1 (1.8 2 3.6 0 0 0 0
L ULORT 1 (1.8 1 1.8 0 0 0 0
SER 1 (1.8 1 1.8 0 0 0 0
1fn. A2 e 0 1(09 1 09 0 0 0
e I 0 1 (09 1 09 0 0 0
gl 0 109 1 09 0 0 0
GEg= 0 1(09 1 09 0 0 0
B, BB IOFEMAHOEA 0 0 0 1 (200 1 20 0
W (BRBLIORY —-T2ET)
BT R 0 0 0 1 (20 1 20 0
R R IR A 0 1 (09 1 09 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in
extension.
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Serious adverse events with start date in extension by system organ class, preferred term and treatment arm — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N % E R N % E R N % E R N % E R N (%) E R
JIEE 1 5 0 1 (09 1 09 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in
extension.
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5: Severe adverse events by system organ class and preferred term - safety analysis set

Page 150 of 283

MedDRA system organ class
Preferred term

Placebo/
somapacitan
N % E R

somapacitan/
somapacitan

N %) E R

Norditropin/
Norditropin

R

Subjects exposed
Total patient years

All severe adverse events

JRYLE 35 I OV AR e
PR %A RS L S
7 AV AVEE IGR
oA L A M2 i
JUuARNITDUL T 4T
DA

>
1
g
il
i

S E XN TR

—f% - BEBEER X OREEMO

61
94. 83

10 (16.4) 21 22
2 (3.3 3 3
0

1 (16 1 1
1 (16 1 1
0

0

1 (e 1 1
0

0

0

0

0

3(49 5 5
0

2 (3.3 2 2
1 (L6 1 1.
1 (L6 1 1.
1 (L6 1 1.
0

3 (4.9 3 3
3 (49 3 3
0

o

—

[SeR)

120
194. 53
11 (9.2) 21 10
2 (L7 4 2
0
0
0
0
1 (0.8 1 0
0
1(08 1 0
1 (0.8 1 0
0
1 (0.8 1 0
0
0
0
0
0
0
0
0
2 (L7 3 1L
2 (L7 2 1L
1(08 1 0

3 (2.5 3 1.

—HOH—HOOOo O SO O <]

— W

HOOoOOOoO N

1o Ol
o O

.8)
.9)

.9)

—
© o

ol
w

w o

SO OO O
—_—o oo

=Rl e X=]
[=leRoloe e X=]

Do w
[Nl
=X=]
-
—
[S)

QOO OO =
[=leReNeRoleNe]

SO O
(= NN

4 44.2

11.1

11.1

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or

an event in the given system organ class at least once

MedDRA version 21.0.

R: Event rate per 100 patient years at risk

nn8640/nn8640-exploratory/susae002_20191119_er
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Severe adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N (%) E R N (%) E R N %) E R N %) E R
L 0 0 0 1 (20 1 12 0
FEEL 0 1 (0.8 1 0.5 0 0 0
I I7 0 0 0 1 (200 1 1.2 0
EIRN )Tk 0 1 (0.8 1 05 0 0 0
) E 0 1 (0.8 1 0.5 0 0 0
hEAR RIS X O ARk 2 (3.3 2 2.1 2 (L7 2 10 0 0 0
i ER R 1 (e 1 11 0 0 0 0
RERier) 0 1 (08 1 05 0 0 0
A 1(Le 1 1.1 0 0 0 0
MEMIRZEH 0 1 (0.8 1 0.5 0 0 0
B, ik L OLE A DHE 1 (L6 1 1.1 1(0.8 1 0.5 1 (1.9 2 2.3 0 0
& T B T 0 1 (08 1 0.5 0 0 0
g AT 1 (16 1 11 0 0 0 0
A 0 0 1(1.9 1 1.2 0 0
BT 0 0 1 (L9 1 12 0 0
A RARIA e 3 (49 3 3.2 (0.8 1 0.5 0 0 0
kR R SRR A 2 (3.3 2 2.1 1 (0.8 1 0.5 0 0 0
PR IE 1 (L6 1 1.1 0 0 0
E.ﬁrﬂ 1 (L6 1 1.1 2 (L7 3 15 0 0 0
M7 L7 F R ARFF 0 1 (08 2 10 0 0 0
— PN
S LF Y — R 1 (L6 1 11 0 0
R R 0 1 (0.8 1 0.5 0 0 0
SEEB X O RHLE 0 1 (0.8 3 L5 0 0 0
R3S 0 1 (08 1 05 0 0 0
IR AT > MEA 0 1 (0.8 1 0.5 0 0 0
i~ =T (&1E 0 1 (08 1 0.5 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.

nn8640/nn8640-exploratory/susae002_20191119_er
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Severe adverse events by system organ class

and preferred term - safety analysis set

Page 152 of 283

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) i R %) ) %) ) N %) ) N (%) E R
MR R, FEhds & OMERR R 1(1.6) 1 1.1 0 1 (1.9 1 1.2 0 0
FEMEE T ¢ 1 (16 1 11 0 0 0 0
A I R 0 PP S {5 A 0 0 1 (1.9 1 1.2 0 0
D 1 (1.6 2 2.1 0 0 0 0
DFEMEY g v 1 (16 1 11 0 0 0 0
=) 1 (L6 1 1.1 0 0 0 0
B, BB IOFEMAHOEA 0 0 0 2 (3.9 2.3 0
W (BRBLIORY —-T2ET)
TR AR B 0 0 0 1 (2.0) 1.2 0
EMERAT F R 0 0 0 1 (2.0 .2 0
[IRG SRRV INIAEA - 0 0 0 0 1 (6.3) 11.1
RT3 0 0 0 0 1 (6.3 11. 1
BB LR K E 0 0 0 0 1 (6.3 11. 1
BR 0 0 0 0 1 (6.3) 11.1
gl 0 1 (0.8 0.5 0 0 0
e 0 1 (0.8 0.5 0 0 0
J2 G5 KOV T ik b 0 0 0 0 1 (6.3) 11. 1
7~ Ee—MERE R 0 0 0 0 1 (6.3 11.1

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
R: Event rate per 100 patient years at risk

an event in the given system organ class at least once

MedDRA version 21.0.

nn8640/nn8640-exploratory/susae002_20191119_er
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6: Severe adverse events with start date in extension by system organ class and preferred term - safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E R N (%) E R

Subjects exposed 55 114 52 51 2%
Total patient years 55.16 114. 97 51.55 51.13 1. 66
All severe adverse events 7 (12.7) 15 27.2 6 (53 10 8.7 2 (3.8 4 7.8 3 (5.9 3 5.9 1 (50.0) 1 60.3
FEYSE RS T OV BUE 2 (3.6 2 36 0 2 (3.8 4 7.8 0 0

PR S 1A A o i 0 0 1 (1.9 2 3.9 0 0

A L A2 1 (1.8 1 18 0 0 0 0

R R 1 (1.8 1 1.8 0 0 0 0

PRI G 0 0 1 (1.9 1 1.9 0 0

fitize 0 0 1(1.9 1 L9 0 0
&’; - REEER LSO 0 2 (1.8 2 L7 0 2 (3.9 2 39 0

L 0 0 0 1 (200 1 20 0

I T7 0 0 0 1 (20 1 20 0

EIN - ediTbr 0 1(09 1 09 0 0 0

0 ) E 0 1 (09 1 09 0 0 0
PR R 3 (565 3 54 1009 1 09 0 0 0

SRR 3 (55 3 54 0 0 0 0

FEIED 0 1 (09 1 0.9 0
SRR L OSBRI E 0 1 (09 3 26 0 0 0

R 37l]7S 0 1(09 1 09 0 0 0

FIRA T > MMEA 0 1 (09 1 0.9 0 0 0

I~ =T EME 0 1 (09 1 0.9 0 0 0
H Ik 1 (1.8 2 3.6 0 0 0 0

g FEHa 1(1.8) 1 1.8 0 0 0 0

M i 1 (1.8 1 18 0 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in
extension.

nn8640/nn8640-exploratory/susae002_20191119_er
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Severe adverse events with start date in extension by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N (%) E R N (%) E R
B A R dS O B R P 1 (18 1 1.8 1(09 1 09 0 0 0
i ER AR 1 (1.8 1 1.8 0 0 0 0
iREEiE) 0 1 (09 1 09 0 0 0
BE, Pk L OWEAHE 1 (18 1 1.8 1009 1 09 0 0 0
& F ) B 0 1 (09 1 0.9 0 0 0
g AT 1 (1.8 1 1.8 0 0 0 0
D 1 (1.8 2 36 0 0 0 0
DFEMEYa v 1 (1.8 1 18 0 0 0 0
AN 1 (1.8 1 18 0 0 0 0
N 43 W B 2 (3.6 2 36 0 0 0 0
AR R RE N 4 1 (1.8 1 1.8 0 0 0 0
PR IE 1 (1.8 1 18 0 0 0 0
MR 1 (L8 1 1.8 1(09 1 09 0 0 0
LT — LR 1 (1.8 1 18 0 0 0 0
JIAE 1 5 0 1 (09 1 0.9 0 0 0
MR R, FEhds & OVERR R 1 (L8 1 1.8 0 0 0 0
RAIEME T 2% 1 (1.8 1 18 0 0 0 0
BB L OIREREE 0 0 0 0 1 (50.0) 1 60.3
BR 0 0 0 0 1 (50.0) 1 60.3
RS 0 1 (09 1 09 0 0 0
e 0 1 (09 1 09 0 0 0
B, BB IO OHE 0 0 0 1 (20 1 20 0

W (B LORY —TE251)

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in
extension.

nn8640/nn8640—exploratory/susae002_20191119_er
19NOV2019:10:07:32 — t_ae_sum_4054e. sas/t_sevae_org_cl_ext_sum_sas_4054e. txt



Module 2.7.6 Page 155 of 283

Severe adverse events with start date in extension by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N % E R N % E R N (%) E R N %) E R N (%) E R
BEREREAT LR 0 0 0 1 (20 1 20 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in
extension

nn8640/nn8640-exploratory/susae002_20191119_er
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7: Moderate adverse events by system organ class and preferred term - safety analysis set

Page 156 of 283

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
%) ) N %) E %) P R N %) E N (%) E R
Subjects exposed 61 120 52 51 16
Total patient years 94. 83 194. 53 86. 79 85. 77 9. 04
All moderate adverse events 25 (41.0) 63 66.4 47 (39.2) 179 92.0 27 (51.9) 135 155.6 22 (43.1) 88 102.6 7 (43.8) 21 232.3
PR R p 7 (11.5) 8 8.4 13 (10.8) 44 22.6 6 (11.5) 59 68.0 7 (13.7) 11 12.8 1 (6.3 2 22.1
SER 6 (9.8 6 6.3 6 (5.0 34 17.5 5 (9.6) 54 62.2 5(9.8) 5 5.8 1 (6.3 1 11.1
FEIED 0 2 (L7 3 15 0 3 (5.9 4 47 1 (6.3 1 111
RSN E 0 0 1 (1.9 3 3.5 0 0
368 ARAE 0 1 (0.8 2 1o 0 0 0
Jr 5 0 1 (0.8 1 0.5 1(1.9 1 12 0 0
EHLSLOIRT 1 (L6 1 1.1 0 0 0 0
TEH) KA 0 0 1 (L9 1 12 0 0
SR SRR 0 0 0 1 (20 1 12 0
g GR3 0 1(0.8 1 0.5 0 0 0
SEINA 0 1 (0.8 1 0.5 0 0 0
SHEF 0 1 (0.8 1 0.5 0 0 0
0 0 0 1 (20 1 12 0
Dﬁﬁfau/ 0 1(0.8 1 05 0 0 0
EEhR 1 (L6 1 1.1 0 0 0 0
JRYLIE R K OV BUE 1 (18.0) 17 17.9 21 (17.5) 34 17.5 14 (26.9) 29 33.4 10 (19.6) 19 22.2 2 (12.5) 3 33.2
- NHEE S 5 (82 6 6.3 5 (4.2) 7 3.6 5(9.6) 7 8.1 3 (5.9 4 47 0
B 0 3 (2.5 3 115 0 1 (20 1 12 1 (6.3 2 22.1
RGE Y 1 (L6 1 11 1 (0.8 1 0.5 1 (19 1 12 2 (3.9 3 3.5 0
L 0 1 (0.8 1 0.5 3 (5.8 3 3.5 1 (20 1 12 0
7 A )V AVEE IGR 1 (e 1 11 1 (0.8 1 0.5 1 (19 1 12 1 (20 1 12 0
FRbksE 0 2 (L7 2 1.0 2 (3.8 2 23 0 0
[y 2 (3.3 2 2.1 1 (0.8 2 1.0 0 0 0
A 7Nz W 1 (16 1 11 1(08 1 0.5 0 0 1 (6.3 1 111
ARG 0 1(08 1 05 0 2 (3.9 2 23 0
S gy 1(Le) 1 1.1 1(0.8 2 1.0 0 0 0
PR G 1 (L6 1 1.1 1 (0.8 1 0.5 1 (L9 1 12 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the

an event in the given system organ class at least once,

MedDRA version 21.0.

R: Event rate per 100 patient years at risk

given event,

or

nn8640/nn8640-exploratory/susae002_20191119_er
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Moderate adverse events by system organ class and preferred term — safety analysis set

Page 157 of 283

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N (%) E R N (%) E R N (%) E R N %) E R
e B % 0 1 (0.8 1 0.5 2 (3.8 2 23 0 0
A L A K 0 2 (L7 2 1.0 0 0 0
A L AP E R Y 0 0 2 (3.8 2 23 0 0
N 58 J¢ 0 0 2 (3.8 2 23 0 0
SE R 1 (16 1 1.1 0 1(1.9 1 L2 0 0
HR Y 1 (16 1 11 0 0 1 (20 1 1.2 0
B RR YL 0 0 1 (1.9 2 2.3 0 0
Il e g% 0 0 1 (1.9 1 1.2 1(220 1 1.2 0
7 A L AV b AGE R Y 0 1 (0.8 1 0.5 0 0 0
A =R R§ %% 0 0 1 (19 1 12 0 0
NIRRT A L R K 0 0 1 (19 1 12 0 0
L oY ER A MENREE 2% 0 1 (0.8 1 0.5 0 0 0
0 XA ARG 1 (16 1 11 0 0 0 0
PANER/S 0 0 0 1 (20 1 12 0
afed o2 2hE 0 0 0 1 (20 1 L2 0
[Ie~ L~ 2 0 1 (0.8 1 0.5 0 0 0
AP 2 1 (e 1 1.1 0 0 0 0
B J Y 0 1 (0.8 1 05 0 0 0
B A 0 0 0 1 (20 1 1.2 0
B P 0 0 1(1.9 1 1.2 0 0
VANTER L YR A 0 0 0 1 (200 1 L2 0
THALAE R Y 0 1 (0.8 1 0.5 0 0 0
HRIEE 0 1 (08 1 0.5 0 0 0
HER 0 0 0 1 (20 1 12 0
RS 0 0 1 (L9 1 12 0 0
Jiti 0 1 (0.8 1 05 0 0 0
JitiE % 0 1(0.8 1 05 0 0 0
EHEN 0 1 (0.8 1 0.5 0 0 0
H Ik 6 (9.8) 8 8.4 7 (5.8 14 7.2 7 (13.5) 9 10.4 5 (9.8 10 11.7 3 (18.8) 6 66.4
IS 2 (3.3 2 21 1 (0.8 1 0.5 2 (3.8 2 23 2 (3.9 2 23 1 (6.3 2 22.1
YN 1 (16 1 11 2 (L7 2 10 0 2 (39 3 3.5 1 (6.3 1 111
e 0 1 (0.8 3 15 1(1L9 1 1.2 2(39 2 23 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
R: Event rate per 100 patient years at risk

an event in the given system organ class at least once
MedDRA version 21.0.
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Moderate adverse events by system organ class and preferred term — safety analysis set

Page 158 of 283

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N %) E R N (%) E R N (%) E R N (%) E R
59 2 (3.3 3 3.2 1 (0.8 2 1.0 0 0 1 (6.3) 11.1
- HEE e 0 1 (0.8 4 2.1 0 1 (2.0 .2 0
T 1 (L6 1 1.1 0 1 (1.9 .2 0 1 (6.3) 11.1
A% 1 (16 1 11 1 (08 1 0.5 1 (1.9 .2 0 0
i chy 0 0 1 (1.9 .30 0
T A 0 R 0 0 0 1 (2.0 .2 0
TR 0 0 0 0 1 (6.3 11. 1
AR S 0 0 1 (1.9 .2 0 0
FEEZ 0 0 1 (1.9 .2 0 0
N g 0 0 0 1 (2.0 1.2 0
Mg~ =7 0 1 (08 1 0.5 0 0 0
%Q-éﬁﬁﬁ%isi(ﬁﬁﬁ-ﬁﬁ{iﬂ 3 (4.9 4 4.2 8 (6.7 22 11.3 2 (3.8 .3 5 (9.8 5.8 3 (18.8) 55.3
iERE TG 0 4 (3.3) 13 6.7 1 (1.9 .2 0 0
7 2 (33 2 21 3 (25 3 1.5 0 1 (2.0 .2 0
FEE 0 1 (0.8 2 10 0 0 1 (6.3) 22. 1
) E 0 2 (1.7 2 10 0 1 (2.0 1.2 0
A TV PR 0 1 (08 2 10 0 0 0
g 0 0 1 (1.9 ) 1 (2.0 1.2 0
P IR 0 0 0 0 2 (12.5) 22. 1
S 0 0 0 0 1 (6.3 11.1
VESHEAL P H af. 1 (16 1 1.1 0 0 0 0
e SRz 2 1 (e 1 1.1 0 0 0 0
E30) 0 0 0 1 (2.0 1.2 0
i e e 0 0 0 1 (2.0 .2 0
W EAS R KOS ALk s 8 (13.1) 8 8.4 10 (83 13 6.7 4 (7.7 .9 4 (7.8 9.3 1 (6.3) 11.1
A 1 (16 1 11 2 (17 2 10 1 (1.9 .2 2 (3.9 4.7 0
HIMET 0 1 (08 2 10 1 (1.9 .2 0 0
e 2 (3.3 2 2.1 0 0 0 1 (6.3) 11. 1
it 1 (16 1 1.1 0 0 1 (2.0 .2 0
iR 1 (16 1 11 1 (0.8 1 05 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event,
an event in the given system organ class at least once,

MedDRA version 21.0.

R: Event rate per 100 patient years at risk

or

nn8640/nn8640-exploratory/susae002_20191119_er
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Moderate adverse events by system organ class and preferred term — safety analysis set

Page 159 of 283

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) ) N (%) E N (%) E N (%) E N (%) E R

BE A AR 0 0 1 (19 .3 0 0
Ekéﬁﬁﬂ 0 1 (0.8 1 (1.9 20 0
BAfiZ 0 0 0 1 (2.0 .20
R B 0 0 0 1 (2.0 .20
REEiEr) 1 (1.6) 1.1 0 0 0 0
A B 5 1 (1.6 1.1 0 0 0 0
i P 0 1 (0.8 0.5 0 0 0
VURE DZET 0 1 (0.8 0.5 0 0 0
st 0 1 (0.8 0.5 0 0 0
HHESR 0 0 1 (19 0 0
JE AT S 0 1 (0.8 0 0 0
AR 0 0 0 1 (2.0) 0
HEMIRZEH 0 1 (0.8 0.5 0 0 0
R 0 1 (08 1 05 0 0 0
eS¢ 0 1 (0.8 0.5 0 0 0
kg 2% 1 (1.6 0 0 0 0
e, ik L OYLE A OHE 1 (1.6) 1.1 10 (83 15 7.7 4 (7.7 8 .2 2 (3.9 0
e 1 (1.6 1.1 1 (08 2 1.0 2(38 2 .3 0 0
SMELIE TR 0 1 (0.8 3 L5 0 0 0
A B 0 1 (0.8 2 10 1 (L9 1 L2 0 0
g AR AT 0 0 2 (3.8) 30 0
ﬁm BIELEEil 0 2 (L7 2 1.0 0 0 0
ET 0 1 (0.8 1 .5 1 (19 1 12 0 0
Ze 0 0 1 (19 .30 0
P15 0 1 (0.8 0 0 0
FEBEEIE T 0 1 (0.8 0 0 0
Lg% A DHE 0 0 0 1 (2.0 0
EZINEE] 0 1(0.8) 0 0 0
AT 0 0 0 1 (2.0 0
A TS 0 1 (0.8) 0 0 0
B e 0 1 (0.8 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event,
an event in the given system organ class at least once
MedDRA version 21.0.

R: Event rate per 100 patient years at risk

or

nn8640/nn8640-exploratory/susae002_20191119_er
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Moderate adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N %) E R N %) E R N (%) E R N %) E R
i PR R A 4 (6.6) 4 4.2 5 (4.2) 6 3.1 3 (5.8 4 4.6 3 (5.9 3 3.5 1 (6.3 1 11.1
e 7 L7 F R AR % 2 (3.3 2 2.1 2 (L7 2 1.0 0 0 0
—E#m
TR 5 1 (16 1 11 1(08 1 0.5 0 0 0
7Y a~EZ o E 0 0 1 (L9 1 12 0 0
v 2 DD 0 0 1 (1.9 1 L2 0 0
IRE _E 5 0 0 0 1 (20 1 12 0
I =R T 0 1 (0.8 1 0.5 0 0 0
A Vo A 0 1 (08 1 0.5 0 0 0
AT 2 k27w o8N 0 0 0 0 1 (6.3 1 11.1
A7 N o R N 0 0 1 (19 1 12 0 0
DX T s 0 0 1 (1.9 1 L2 0 0
LB 0 0 0 1 (20 1 12 0
RE R 1 (L6 1 1.1 0 0 0 0
ENERYI 0 0 0 1 (20 1 12 0
it RE AR A AEAR T 0 1 (08 1 0.5 0 0 0
MR 2R, ERIS X OVHERR [ 2 (3.3 3 3.2 4033 4 21 1 (1.9 2 2.3 3 (5.9 4 4.7 1 (6.3 1 11.1
e B 2 (3.3 2 2.1 1 (0.8 1 05 0 1 (20 1 1.2 0
IZ Ik 1 (L6 1 1.1 0 1(1.9 1 L2 0 0
-0 R 0 0 0 1 (200 1 12 1 (6.3 1 11.1
IR i 0 0 0 1 (200 1 1.2 0
&GE DRIE 0 1 (0.8 1 0.5 0 0 0
A RS O e 3 i 7 0 1 (0.8 1 0.5 0 0 0
Bl & 2E 5 o ifi. 0 0 1 (1.9 1 L2 0 0
BlEpER Y —— 0 0 0 1 (20 1 1.2 0
57V P R e 0 1 (08 1 0.5 0 0 0
J2 G 8 KOV T ik b 0 5(42 5 2.6 3 (58 3 3.5 3(5.99 5 58 0
ELALS 0 1 (0.8 1 0.5 0 1 (200 1 12 0
FRE R 0 0 0 1 (20 2 2.3 0
D PEIE 0 0 1 (L9 1 12 0 0
BRMUEYRYA b7 4 — 0 1 (08 1 0.5 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.
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Module 2.7.6

Moderate adverse events by system organ class and preferred term — safety analysis set

Page 161 of 283

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N O E R N (%) E R N (%) E R N (%) E R
pina 2 0 0 1 (1.9 1.2 0 0
IKIE 0 0 1 (1.9 1.2 0 0
E-didas 0 1 (0.8 1 0.5 0 0 0
MBIt WL 0 108 1 05 0 0 0
FERE R 0 0 0 1 (20 1 1.2 0
T K 0 0 0 1 (200 1 L2 0
E A3 0 1 (0.8 1 05 0 0 0
AR pas 2 (3.3) 1 (0.8 1 0.5 1 (1.9 3.5 1 (200 2 2.3 0
Skl 0 0 1 (1.9 1.2 1 (20 1 1.2 0
TNtk 8 BEZE M 0 0 1 (1.9 .2 0 0
AR R 1 0 1 (0.8 1 0.5 0 0 0
R 1 (1.6 0 0 0 0
LWLl 0 0 1 (1.9 .2 0 0
g7 26 045 s S B2 0 0 0 1 (20 1 1.2 0
2] 1 (1.6) 0 0 0 0
D 1 (1.6 3 (25 5 26 1 (1.9 1.2 0 0
DIE 0 1 (0.8 1 0.5 0 0 0
D EEME AU 0 1 (0.8 1 05 0 0 0
DA 0 1 (08 1 05 0 0 0
EEEET oy 0 1 (0.8 1 05 0 0 0
Gl 0 0 1 (1.9 1.2 0 0
Bk 0 1 (0.8 1 05 0 0 0
L TERME 1 (1.6) 0 0 0 0
gl 0 1 (0.8 1 0.5 1 (19 .2 2(39 5 58 0
NS 0 1 (0.8 1 0.5 0 1 (2.0 4 4.7 0
TR i 2 Bl I b 0 0 1 (1.9 1.2 1 (20 1 1.2 0
R L Ok fE 2 (3.3) 3 (2.5 3 1.5 1 (19 1.2 1 (20 1 1.2 0
I 0 2 (17 2 10 1 (19 1.2 0 0
Bl AT 2 —LLE 0 0 0 1 (20 1 1.2 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or

an event in the given system organ class at least once,

MedDRA version 21.0.

R: Event rate per 100 patient years at risk

nn8640/nn8640-exploratory/susae002_20191119_er
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Moderate adverse events by system organ class and preferred term — safety analysis set

Page 162 of 283

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E N %) E R
A v w7 A fLE 1 (16 1 11 0 0 0 0
) N U T AfE 1 (16 1 11 0 0 0 0
G i A 0 1 (0.8 1 0.5 0 0 0
1 R 0 3 (2.5 3 1.5 0 3 (5.9 3 .5 0
e I 0 1 (0.8 1 0.5 0 3 (5.9 3 .5 0
1B 1 £ 0 1 (0.8 1 0.5 0 0 0
BhRAE L AE 0 1(08 1 0.5 0 0 0
A 0 2 (1.7 3 15 1 (L9 1 L2 2 (3.9 2 .3 0
JaanFal RRZE 0 0 1 (L9 1 1.2 0 0
T IEEAHERER TE 0 0 0 1 (200 1 .2 0
AR R SRR 4 0 1 (0.8 1 0.5 0 0 0
FEOR i e 0 1(0.8 1 05 0 0 0
PN i 0 1 (0.8 1 0.5 0 0 0
foe s I R R A RE R A 0 0 0 1 (20 1 20
HB L Ok 2 (3.3 2 2.1 1(0.8 1 05 0 2 (3.9 2 30
Hm 1 (16 1 1.1 0 0 1 (2.0 1 .2 0
AR 0 0 0 1 (2.0 1 20
Hhitese 1 (L6 1 1.1 0 0 0 0
o H O RAE 0 1(08 1 0.5 0 0 0
BB LR K E 0 0 1 (1.9 1 L2 3 (5.9 3 .5 1 (6.3 11. 1
B AAE 0 0 0 1 (2.0 1 .2 0
JRAE G ANE 0 0 1 (1.9 1 L2 0 0
JRIEREA 0 0 0 1 (2.0 1 20
PER A 0 0 0 0 1 (6.3) 11.1
{2 B gk 0 0 0 1 (2.0 1 .2 0
R B L ORLERE 2 (3.3 2 2.1 (1.7 2 1.0 1(1.9 1 1.2 0 0
A R E 1 (16 1 11 1 (0.8 1 0.5 0 0 0
SRR Z D FEE 0 0 1(1L.9 1 1.2 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or

an event in the given system organ class at least once

MedDRA version 21.0.

R: Event rate per 100 patient years at risk

nn8640/nn8640-exploratory/susae002_20191119_er
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Moderate adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E R N (%) E R
A FRIEIE 0 1 (0.8 1 05 0 0 0
FTERY—7 1 (16 1 11 0 0 0 0
Mg L OV >R kEE 0 1 (0.8 1 0.5 1(1.9 2 2.3 0 0
IR S A 0 1 (1.9 2 23 0 0
2. 0 1 (08 1 0.5 0 0 0
Gy R 1(16) 1 1.1 0 1 (1.9 1 1.2 0 1 (6.3 1 1L.1
I F T LAF— 1 (L6 1 11 0 0 0 0
W7 L L¥— 0 0 0 0 1 (6.3 1 11.1
BT LL¥F— 0 0 1 (1.9 1 112 0 0
SRR L OV R E 0 1 (0.8 1 0.5 1 (L9 1 12 0 0
itk 0 (0.8 1 0.5 0 0
B & TR 0 0 1 (1.9 1 1.2 0 0
FHENHE A p 0 1 (08 1 05 0 1 (20 1 1.2 0
JiR3 ﬂh%i‘a? 0 1 (08 1 05 0 1 (20 1 1.2 0
Eré i :ﬁs VEEMARHOHE 0 0 0 2 (3.9 2 23 0
B (Bl LORY —FE2ETe)
T HER D BAENES 0 0 0 1 (20 1 12 0
LI g 0 0 0 1 (20 1 1.2 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.
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8: Moderate adverse events with start date in extension by system organ class and preferred term - safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E R N (%) E R

Subjects exposed 55 114 52 51 2%
Total patient years 55.16 114. 97 51.55 51.13 1. 66
All moderate adverse events 15 (27.3) 31 56.2 30 (26.3) 78 67.8 21 (40.4) 62 120.3 13 (25.5) 43 84.1 2 (100) 2 120.5
JRYLIE R L OV BUE 7 (12.7) 9 16.3 11 (9.6) 16 13.9 10 (19.2) 17 33.0 5 (9.8 10 19.6 1 (50.0) 1 60.3

- NHEE S 4 (7.3) 4 7.3 3 (26 3 26 4 (7.7 4 7.8 1 (200 2 3.9 0

e NS 0 0 3 (58 3 5.8 1(20 1 20 0

PO = 1 (1.8 1 18 1 (09 1 0.9 0 0 1 (50.0) 1 60.3

S Gy 1 (1.8 1 18 1 (09 2 17 0 0 0

MHEH 2 0 0 2 (3.8 2 3.9 0 0

R RGE Y 0 0 0 2 (3.9 2 39 0

B RR Y 0 0 1 (1.9 2 39 0 0

PR I e 1 (1.8 1 1.8 0 1(1.9 1 1.9 0 0

e 0 1 (09 1 09 1 (19 1 L9 0 0

bk 0 1 (09 1 0.9 1 (L9 1 19 0 0

™A L AR 0 1 (09 1 09 0 0 0

7 A v AVEE S 0 0 1 (19 1 19 0 0

A L APESR B R 0 0 1 (1.9 1 1.9 0 0

=R &% 0 0 1 (1.9 1 1.9 0 0

L oY ER A MEREE 2% 0 1 (09 1 0.9 0 0 0

0 A LR Y 1 (1.8 1 18 0 0 0 0

e 0 1(09 1 0.9 0 0 0

ARG 0 0 0 1 (20 1 20 0

PANERS 0 0 0 1 (200 1 20 0

apes v FhE 0 0 0 1 (2.0 1 20 0

[Ie~ L~ 2 0 1 (09 1 0.9 0 0 0

g JRk Gy 0 1(09 1 09 0 0 0

Y 1 (1.8 1 1.8 0 0 0 0

THAL AR R Y 0 1(09 1 09 0 0 0

HER 0 0 0 1 (20 1 20 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in
extension.

nn8640/nn8640-exploratory/susae002_20191119_er
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Module 2.7.6

Moderate adverse events with start date in extension by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/

Preferred term somapacitan somapacitan Norditropin somapacitan -

N (%) E R N (%) E R N (%) E R N (%) E R N (%) E R

Jiti g 0 1 (09 1 09 0 0 0
Jiti 1% 0 1 (09 1 09 0 0 0
I TS 0 0 0 1(20 1 20 0

PR R p 3 (55 3 54 5 (44 7 6.1 4 (7.7 23 44.6 4 (7.8 6 1.7 0
S 2 (3.6) 2 3.6 2 (18 2 1.7 4 (7.7 21 40.7 3 (5.9 3 59 0
FEED 0 1 (09 2 L7 0 2 (3.9 3 59 0
Ei L~V DERT 1 (1.8 1 1.8 0 0 0 0
TEB) KA 0 0 1 (L9 1 19 0 0
B 0 1 (09 1 09 0 0 0
S 0 1 (09 1 0.9 0 0 0
WL B 0 1(09 1 09 0 0 0
EAETEAE 0 0 1 (19 1 19 0 0

&Q-éﬁ/ﬁﬁ%x;(ﬁ?ﬁﬁ-ﬁﬁ&@ 2 (3.6) 2 3.6 5 (4.4) 14 12.2 1(19 1 L9 3 (5.9 3 59 0
A M 0 2 (1.8 11 9.6 1 (L9 1 19 0 0
I T7 2(36) 2 36 2(1.8 2 17 0 0 0
) E 0 1 (0.9 1 9 0 1 (200 1 2.0 0
s 0 0 0 1 (20 1 20 0
FEha 0 0 0 1 (20 1 20 0

H I5 b 3 (55 4 7.3 3(26) 5 43 4(77 5 97 3(59 3 59 0
M - 1 (1.8 1 18 1 (09 1 0.9 2 (3.8 2 3.9 0 0
L 0 2 (1.8 2 1.7 0 1 (20 1 20 0
- JEEE 0 1 (09 2 1.7 0 0 0
22 1 (1.8 2 3.6 0 0 0 0
B A R A 0 0 0 1 (20 1 20 0
T 0 0 1 (19 1 L9 0 0
AMERES 0 0 1 (L9 1 19 0 0
A% 1 (1.8 1 1.8 0 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or

an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in

extension.

nn8640/nn8640-exploratory/susae002_20191119_er
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Module 2.7.6

Moderate adverse events with start date in extension by system organ class and preferred term

— safety analysis set

Page 166 of 283

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N %) E R N (%) E R N (%) E R N (%) E R
e 0 0 1 (20 1 20 0
P 0 0 1(1L9 1 L9 0 0
BE, PER X OWEAOHE 1(1.8 1 1.8 6 (53 9 7.8 2 (3.8 3 5.8 0 0
SMELIE TR 0 1 (09 3 2.6 0 0 0
FHEEBF T 0 2 (1.8 2 1.7 0 0 0
L] 1 (1.8 1 1.8 0 1(1.9 1 1.9 0 0
P15 0 1 (09 1 09 0 0 0
I 0 0 1 (19 1 19 0 0
EZiNEEi 0 1 (09 1 09 0 0 0
Zie 0 0 1(1.9 1 1.9 0 0
AT TS 0 1 (09 1 09 0 0 0
B e 0 1 (09 1 09 0 0 0
T EAS R B K OGRS ALk 5 4 (7.3 4 1.3 3(2.6) 3 2.6 2 (38 2 39 2(39 3 59 0
A i 0 0 0 1 (20 2 39 0
it 1 (1.8 1 1.8 0 0 0 0
FAfiZ 0 0 0 1 (20 1 20 0
NERieE) 1 (1.8 1 1.8 0 0 0 0
7 i 5 1 (1.8 1 1.8 0 0 0 0
75 P 0 1 (09 1 09 0 0 0
A 1 (1.8 1 1.8 0 0 0 0
T [T A7 R A 0 0 1(1.9 1 1.9 0 0
s 0 1 (09 1 09 0 0 0
HEMIRZEH 0 1(09 1 09 0 0 0
I B 0 0 1 (1.9 1 1.9 0 0
MER 2R, ERIS X OVERR [ 1 (18 1 1.8 3(26) 3 2.6 1 (1.9 2 39 3(59 4 7.8 0
[ fZEnE g8 R 1 (1.8 1 1.8 0 0 1 (20 1 20 0
Ik 0 0 1(1.9 1 1.9 0 0
0% R 0 0 0 1 (200 1 20 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or

an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in

extension.

nn8640/nn8640-exploratory/susae002_20191119_er
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Module 2.7.6

Moderate adverse events with start date in extension by system organ class and preferred term — safety analysis set

Page 167 of 283

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N %) E R N %) E R N %) E R N %) E R
IR i 0 0 0 1 (20 1 20 0
FEGE DRIE 0 1 (09 1 0.9 0 0 0
A RS A e 1 7 i T 0 109 1 09 0 0 0
Bl E 5 - i 0 0 1 (L9 1 19 0 0
BlEpER Y — 0 0 0 1(20 1 20 0
57V P R e 0 1 (09 1 0.9 0 0 0
i PR R A 3 (5.5) 3 5.4 3 (26 3 26 2 (3.8 2 3.9 0
7 L7 F ok ARE S 2 (3.6) 2 3.6 1 (09 1 0.9 0 0
—B
v 3 DD 0 0 1 (19 1 19 0 0
=R 0 1 (09 1 09 0 0 0
DR T s 0 0 1 (19 1 L9 0 0
IR 1 (1.8 1 18 0 0 0 0
it REAR AR T 0 1 (0.9 1 o 0 0 0
Db 1 (1.8 1 1.8 3(286) 4 3.5 1(1.9 1 1.9 0 0
DIE 0 1 (09 1 09 0 0 0
DRI SMIE 0 1 (09 1 09 0 0 0
FEREET Ry 0 109 1 09 0 0 0
Gl 0 0 1(1.9 1 L9 0 0
LR 0 109 1 09 0 0 0
L TERME 1 (1.8 1 18 0 0 0 0
gl 0 1(09 1 09 0 2 (39 5 9.8 0
R 0 1 (09 1 0.9 0 1 (2.0 4 7.8 0
e SN EZ e 0 0 0 1 (20 1 20 0
J2 G5 KOV T ik b 0 2 (1.8 2 17 2 (38 2 39 2(39 2 39 0
pina 2 0 0 1 (19 1 19 0 0
IKIE 0 0 1 (19 1 19 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or

an event in the given system organ class at least once

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in

extension.

R: Event rate per 100 patient years at risk
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Moderate adverse events with start date in extension by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E R N %) E R
JI IR Ik R 0 1 (09 1 09 0 0 0
EES 0 0 0 1 (20 1 20 0
T RS 0 0 0 1 (20 1 20 0
E A3 0 1 (09 1 09 0 0 0
HB L Ok EE 2 (3.6) 2 3.6 109 1 09 0 1 (20 1 20 0
e 0 0 0 1 (20 1 20 0
Hhitese 1 (1.8 1 18 0 0 0 0
Hm 1(1.8 1 1.8 0 0 0 0
R EH O RIE 0 1(09 1 0.9 0 0 0
AR L O EREE 1 (1.8 1 18 2 (1.8 2 17 1(1.9 1 1.9 0 0
SRR Z D FEE 0 0 1(1.9 1 1.9 0 0
A R IA EEE 0 1(09 1 09 0 0 0
A FRIEIE 0 1(09 1 09 0 0 0
FTERY—7 1 (1.8 1 18 0 0 0 0
M L O > RS 0 1 (0.9 1 0.9 1 (1.9 2 39 0 0
I VR S A 0 0 1 (1.9 2 39 0 0
21 0 1 (09 1 0.9 0 0 0
1fn. A2 e 0 3(26) 3 26 0 0 0
e I 0 1 (09 1 0.9 0 0 0
1B 1 £ 0 1 (09 1 09 0 0 0
BhIRAEA LI 0 1 (09 1 0.9 0 0 0
NGy i b 0 2 (L8 2 L7 0 1 (20 1 20 0
T IEEAHEREK TE 0 0 0 1 (20 1 20 0
AR R SRR A 0 109 1 09 0 0 0
FROPR i et 0 1(09 1 09 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in
extension

nn8640/nn8640-exploratory/susae002_20191119_er
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Moderate adverse events with start date in extension by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E R N (%) E R
B RS R 0 1009 1 09 0 1 (20 1 20 0
NETE AR 0 1 (0.9 1 0.9 0 1 (2.0 1 20 0
AR pa 0 1(09 1 09 0 1 (20 1 20 0
A Rz A 0 1 (09 1 09 0 0
ST I N BB 0 0 0 1 (20 1 20 0
BB L OUR KR 0 0 1(1.9 1 1.9 0 1 (50.0) 1 60.3
PR IE 0 0 1(1.9 1 1.9 0 0
HER A 0 0 0 0 1 (50.0) 1 60.3
B, BB XOHMAHOHE 0 0 0 2 (3.9 2 39 0
W (BRBLIORY —-T2ET)
TR BAEERS 0 0 0 1 (20 1 20 0
JE B A g 0 0 0 1 (20 1 20 0
Rk X Ok E 0 0 0 1 (20 1 20 0
Bl AT u—/LE 0 0 0 1 (20 1 20 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in
extension

nn8640/nn8640-exploratory/susae002_20191119_er
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Module 2.7.6

9: Mild adverse events by system organ class and preferred term - safety analysis set

Page 170 of 283

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somap301tan -
%) E R N (%) E R N (%) E R N %) R N %) E R

Subjects exposed 61 120 52 51 16
Total patient years 94. 83 194. 53 86. 79 85. 77 9. 04
All mild adverse events 45 (73.8) 311 328.0 92 (76.7) 499 256.5 42 (80.8) 240 276.5 44 (86.3) 292 340.4 9 (56.3) 24 265.5
JRYLIER K OV BUE 37 (60.7) 77 81.2 55 (45.8) 127 65.3 28 (53.8) 51 58.8 25 (49.0) 58 67.6 2 (12.5) 3 33.2

- NHEE S 12 (19.7) 19 20.0 28 (23.3) 41 21.1 12 (23.1) 14 16.1 10 (19.6) 16 18.7 1 (6.3 1 1L.1

RGE Y 9 (14.8) 13 13.7 10 (8.3) 12 6.2 7 (13.5) 12 13.8 5(9.8) 5 5.8 0

A 7N W 4 (6.6) 7 7.4 4 (3.3 4 2.1 1 (19 2 2.3 5 (9.8 6 7.0 0

PRI IRk Gy 3 (4.9 3 3.2 5 (4.2) 8 4.1 1 (L9 1 12 3 (5.9 6 7.0 0

FIENEDS 4 (6.6) 8 8.4 2 (L7 3 1.5 3 (5.8 3 3.5 2 (3.9 3 3.5 0

B 3 (4.9 3 3.2 9 (7.5 11 5.7 1 (19 1 12 0 0

SR 2 (3.3 3 3.2 4 (3.3 4 2.1 1 (L9 1 12 1 (20 1 12 1 (6.3 1 11.1

HkIEE 1 (16 1 11 2 (L7 7 3.6 0 2 (3.9 2 23 0

ke 3 (4.9 3 3.2 3 (25 3 15 1 (19 2 2.3 1 (20 1 12 0

HR Y 1 (16 1 11 2 (1.7 5 2.6 1 (19 1 12 1 (20 1 12 0

GEEDS 1 (L6 1 1.1 2 (L7 2 1.0 3 (5.8 3 3.5 0 0

A LAY 1 (L6 1 11 0 1 (L9 1 12 2 (39 2 23 0

7 A L APER B R 1 (1.6 1 11 1 (0.8 1 0.5 0 2 (39 2 23 0

7 A L AVE B R 1 (1.6 1 1.1 2 (1.7 2 1.0 0 1 (20 1 1.2 0

L Y ER R MENREE 2% 0 2 (L7 3 15 0 1 (20 1 12 0

S gy 2 (3.3 2 2.1 0 1 (19 1 12 1 (20 1 12 0

e JRk Gy 0 1 (0.8 1 0.5 1 (L9 2 2.3 1(20 1 1.2 0

LR R Y 1 (16 1 1.1 1 (0.8 1 05 2038 2 2.3 0 0

TR 0 2 (L7 2 1.0 0 1 (200 1 L2 0

FIEe~ L~ 2 0 2 (L7 3 15 0 0 0

Bk 0 1 (0.8 1 0.5 1(1L9 1 12 1 (20 1 12 0

7 A IV AVERE R 0 1 (0.8 1 0.5 0 1 (20 1 12 0

MREEZE 1 (L6 1 1.1 1 (0.8 1 0.5 0 0 0

B 0 0 0 1 (20 1 112 1 (6.3 1 111

FIEIR 0 1 (0.8 1 0.5 1(1.9 1 1.2 0 0

7 A )L AVEBERR S 0 0 1 (19 1 12 0 0

INT -4 0 0 0 1 (20 1 1.2 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event,

an event in the given system organ class at least once

MedDRA version 21.0.

R: Event rate per 100 patient years at risk

or
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Mild adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N % E R N % E R N (%) E R N %) E R N (%) E R
JUANIVTL T 4T 0 1 (08 1 05 0 0 0

4 LR

7R EREE PR LA P 2 1 (Le) 1 1.1 0 0 0 0
ANY a2 — Y 1 (1.6) 1 1.1 0 0 0 0
ShEEiE T D B YE 1 (16 1 1.1 0 0 0 0
ARGy 0 0 0 1 (20 1 12 0
IR AEIRIEZ 0 0 1(1L9 1 12 0 0
JET/S 1 (L6 1 1.1 0 0 0 0
JBCR i 0 1 (08 1 05 0 0 0
B 1 S i 0 1 (0.8 1 05 0 0 0
RS 0 0 1(1.9 1 1.2 0 0
e s 0 1 (0.8 1 05 0 0 0
H R 0 0 0 1 (20 1 1.2 0
SE B g 0 1 (08 1 05 0 0 0
N LR 0 1 (0.8 1 0.5 0 0 0
HER 0 1 (0.8 1 0.5 0 0 0
NEEES 0 0 0 1 (20 1 12 0
JUE HE 0 1 (0.8 1 05 0 0 0
YRR R 0 0 0 1 (20 1 1.2 0
S i 1 (16 1 1.1 0 0 0 0
Ji& R 1 (16 1 1.1 0 0 0 0
FhfE 0 1 (0.8 1 0.5 0 0 0
FBER 1 (16 1 11 0 0 0 0
[ 1 (L6 1 1.1 0 0 0 0
[ERAd 0 1 (0.8 1 05 0 0 0
H I b 16 (26.2) 32 33.7 33 (27.5) 57 29.3 17 (32.7) 21 24.2 14 (27.5) 44 51.3 2 (12.5) 4 44.2
T 9 (14.8) 13 13.7 7 (5.8 9 4.6 5 (9.6) 5 5.8 5 (9.8) 10 11.7 1 (6.3 1 111
L 1 (L6 1 1.1 3 (2.5 4 2.1 1 (19 1 L2 3 (5.9 12 14.0 0
M - 1 (L6 1 1.1 7 (5.8 8 4.1 1 (19 1 L2 2 (3.9 4 471 0
HIEAR R 1 (L6 2 21 3 (2.5 3 15 2 (3.8 2 23 3 (5.9 4 471 0
i3 0 2 (L7 2 1.0 1 (19 1 12 2 (39 3 3.5 1 (6.3 1 11.1
{EHR 1 (L6 1 1.1 0 2 (3.8 2 23 1 (2.0 3 3.5 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk
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MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E R N (%) E R
i chy 1 (16 1 11 2 (1.7 2 1.0 2(38 2 23 1 (2.0 .2 0
R 1 (16 1 1.1 3 (25 3 1.5 1 (1.9 1 L2 0 0
DA PRI 1 (16 2 2.1 1(0.8 3 1.5 0 0 0
EES 1 (L6 1 1.1 3 (2.5 3 L5 0 0 0
R AT 0 3 (2.5 4 2.1 0 0 0
H A E M 2 (3.3 2 2.1 1 (0.8 1 0.5 0 0 0
e 1 (16 1 11 2 (1.7 2 1.0 0 0 0
A 1 (L6 1 1.1 1 (0.8 1 0.5 1 (19 1 12 0 0
N g 0 1 (0.8 1 0.5 2 (3.8 2 23 0 0
53] 0 1 (0.8 1 05 0 1 (2.0 .2 0
S EAR 1 (e 1 11 0 0 1 (2.0 .2 0
1PN I8 0 1 (0.8 2 10 0 0 0
MR A PR Ja 1 (16 1 11 0 0 1 (2.0) .2 0
AT Y AN = 0 0 0 1 (2.0) .2 0
LyF T 0 1 (08 1 0.5 0 0 0
HARY—7 1 (16 1 11 0 0 0 0
Bl 0 1 (0.8 1 05 0 0 0
SR IR (e i 0 0 0 1 (2.0 .20
A PE B R 0 0 1(1.9 1 1.2 0 0
+ RIS 0 0 0 0 1 (6.3 1 11.1
AN o 0 1 (0.8 1 0.5 0 0 0
BIER 0 0 0 0 1 (6.3 1 1L.1
KGRV —7 0 1 (08 1 0.5 0 0 0
N 0 0 1 (19 1 12 0 0
EBEARY —7 0 0 1 (1.9 1 L2 0 0
T A 2% 1 (L6 1 1.1 0 0 0 0
TEIEME K525 0 1(0.8 1 05 0 0 0
MK 0 0 0 1 (2.0 .2 0
R~ =T 0 0 0 1 (2.0 .2 0
g B fiega 0 1 (08 1 05 0 0 0
IO fE 0 1 (0.8 1 05 0 0 0
1B H &K 0 1 (0.8 1 0.5 0 0 0
A~V =T 1 (16 1 11 0 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event,
an event in the given system organ class at least once

MedDRA version 21.0.

R: Event rate per 100 patient years at risk

or
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Mild adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N %) E R N (%) E R N (%) E R N (%) E R

T EAS RIS KOS Ak i o 13 (21.3) 27 28.5 33 (27.5) 51 26.2 16 (30.8) 36 41.5 19 (37.3) 26 30.3 1 (6.3 1 111

A v 4 (6.6) 4 4.2 7(58 7 3.6 7 (13.5) 8 9.2 5 (9.8 5 58 0

e 3 (49 5 53 13 (10.8) 13 6.7 1 (19 1 12 1 (20 1 12 1 (6.3 1 11.1

5 P 4 (6.6) 4 4.2 5 (4.2 6 3.1 4 (7.7 4 46 2039 2 2.3 0

U 1 (16 1 11 4 (3.3 4 2.1 5(9.6) 7 8.1 2 (3.9 2 23 0

VR E2% 2 (3.3 5 5.3 1 (0.8 1 05 0 0 0

FH IR 0 1 (08 1 0.5 1 (L9 1 12 2 (3.9 3 3.5 0

R F A 2 (3.3 2 2.1 0 2 (3.8) 30 0

R AR 0 0 1 (L9 1 12 2 (39 3 35 0

A B AR [ 1 (16 1 11 2 (L7 2 1.0 0 1 (20 1 12 0

ZE I B ETE 0 1 (0.8 1 0.5 1 (19 2 2.3 1 (20 1 12 0

B % SR Mg 0 1 (0.8 1 0.5 0 2 (3.9 2 2.3 0

R Eier) 0 1 (0.8 1 0.5 1 (L9 1 12 1 (20 1 12 0

W UK T 0 1 (0.8 3 15 0 0 0

I 2 (3.3 2 21 0 0 1(20 1 1.2 0

P AR S M E 0 2 (1.7 3 1.5 0 0 0

SE 1 (16 1 1.1 1 (0.8 1 05 0 0 0

A A 0 1 (0.8 1 0.5 1(1.9 1 L2 0 0

% 1 (L6 1 1.1 0 0 1 (20 1 12 0

Jeedig 2% 0 0 1 (L9 2 2.3 0 0

ShE i 0 1 (0.8 1 0.5 0 0 0

Y o~ 0 0 1 (1.9 1 12 0 0

BAfiZ 0 0 1 (L9 1 12 0 0

BA S 0 0 1(1.9 1 1.2 0 0

B i JE PR 2% 1 (e 1 1.1 0 0 0 0

BAFZ K 0 1 (0.8 1 0.5 0 0 0

RS 0 1 (08 1 05 0 0 0

YA 0 0 1(1.9 1 1.2 0 0

il EVE S TP B S 0 0 0 1 (2200 1 L2 0

T [ B 7 R A P 0 0 1(1.9 1 1.2 0 0

NE R AT PRASIE 0 1 (0.8 1 0.5 0 0 0

GGEnL] 0 0 1(1.9 1 1.2 0 0

DU e A R 0 0 0 1 (20 1 12 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk
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MedDRA system organ Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
%) E R N %) E N (%) E R N (%) E R N (%) E R

B TS L ey 0 0 0 1 (20 1 1.2 0

R HEL R e 0 1(0.8 1 05 0 0 0

AP 0 1 (0.8 1 05 0 0 0
PR R pr 21 (34.4) 56 59.1 26 (21.7) 37 19.0 13 (25.0) 21 24.2 8 (16.7) 21 24.5 2 (12.5) 2 22.1

IEp 10 (16.4) 35 36.9 15 (12.5) 20 10.3 8 (15.4) 11 12.7 3 (5.9 11 12.8 0

FEIED 3 (4.9 3 3.2 7 (5.8 8 4.1 2 (3.8 2 23 2 (3.9 3 35 2 (12.5) 2 22.1

R SRR 3 (4.9 3 3.2 1 (0.8 1 0.5 1 (L9 2 23 2 (3.9 2 23 0

SERGE 2 (3.3 2 21 3 (2.5 4 2.1 1(1.9 1 1.2 0 0

Jv SRR 1(1.6) 5 53 0 0 1(20 1 1.2 0

fER 1 (16 1 11 1 (0.8 2 10 1 (L9 1 12 0 0

fird 1 (L6 1 1.1 0 0 1 (20 1 12 0

B L 1 (L6 1 11 0 1 (L9 1 12 0 0

IRk 1 (16 1 11 0 0 1 (20 1 12 0

Jﬁﬁli 0 1 (0.8 1 0.5 0 0 0

TR L I R R A 1 (L6 1 11 0 0 0 0

ﬂreﬁan 1 (16 1 11 0 0 0 0

St 0 0 1 (19 1 L2 0 0

YRR 0 0 1 (L9 1 L2 0 0

FAREE AR 0 1(0.8 1 05 0 0 0

PRI 0 0 0 1(20 1 1.2 0

JKEBEE 1 (16 1 11 0 0 0 0

FEE Fy 5E R 1 (L6 1 1.1 0 0 0 0

oy FEAE 0 0 1(1.9 1 L2 0 0

REAR 0 0 0 1 (20 1 12 0
&Q-éﬁ’ﬁﬁ%%i(ﬁ:’&’ﬂ‘-?ﬂmm 15 (24.6) 22 23.2 23 (19.2) 36 18.5 14 (26.9) 25 28.8 16 (31.4) 35 40.8 1 (6.3 2 22.1
p Hi

AP 3 (4.9 4 4.2 5 (4.2) 6 3.1 4 (7.7 6 6.9 3 (5.9 3 3.5 0

W 2 (3.3 2 2.1 4 (3.3 6 3.1 4 (7.7 4 4.6 5 (9.8 6 7.0 0

VESHEAL PN H af. 2 (3.3 2 2.1 1 (0.8 1 0.5 3 (5.8 3 3.5 3 (5.9 3 3.5 0

AR NEAR 2 (3.3 2 21 2 (L7 2 1.0 2 (3.8 2 23 2 (3.9 2 23 0

T 1 (L6 1 1.1 3 (2.5 4 2.1 0 2 (3.9 2 23 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event,

an event in the given system organ class at least once

MedDRA version 21.0.

R: Event rate per 100 patient years at risk

or
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Mild adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N (%) E R N (%) E R
) E 2 (3.3 2 21 0 2 (3.8 3 3.5 2 (3.9 2 23 0
R E 2 (3.3 2 2.1 1 (0.8 1 0.5 0 1 (2.0 2 23 0
231 1 (L6 2 21 1 (0.8 1 0.5 0 1 (20 1 12 1 (6.3 1 1L.1
A VTN PR 0 1 (0.8 1 0.5 1 (L9 1 12 1 (2.0 2 23 0
FE 1 (L6 1 1.1 2 (LD 2 1.0 1(19 1 L2 0 0
ik A 0 0 0 2 (3.9 4 47 0
ST SO 0 1 (0.8 3 L5 1 (1.9 1 1.2 0 0
g 1 (16 1 11 1 (0.8 1 0.5 1(1.9 1 1.2 0 0
e SRz 2 0 1 (08 2 1.0 0 1 (20 1 L2 0
E R 0 0 1(1.9 1 L2 2 (3.9 2 23 0
INE G 0 1 (0.8 1 05 0 1 (20 1 1.2 0
EIIN T Tk 0 2 (1.7 2 1.0 0 0 0
U U F R EAE SR 0 0 1 (L9 1 12 0 0
e 0 0 0 0 1 (6.3 1 1L.1
B AS TR 0 0 0 1 (20 1 1.2 0
Rcyi) 0 0 0 1 (20 1 12 0
AR 0 1 (0.8 1 0.5 0 0 0
TATIR B O UE 0 0 1(1.9 1 L2 0 0
RS ZE G 1 (L6 1 1.1 0 0 0 0
S i i 1 (L6 1 1.1 0 0 0 0
SR AR 0 0 0 1 (20 1 1.2 0
jiSa=E30l 0 1(0.8 1 05 0 0 0
b BT 0 0 0 1 (20 1 12 0
TN 0 1 (0.8 1 0.5 0 0 0
TR 1 (16 1 11 0 0 0 0
T PR R A 8 (13.1) 23 24.3 15 (12.5) 42 21.6 8 (15.4) 17 19.6 12 (23.5) 23 26.8 1 (6.3 1 111
BN 1 (L6 1 1.1 4 (3.3 5 2.6 0 1 (200 1 12 0
M7 2 k27w b 1 (16 1 11 0 2 (3.8 2 23 3 (5.9 3 3.5 0
SEBEY A v X b 3 (49 3 3.2 1 (0.8 2 1.0 0 0 1 (6.3 1 11.1
TANRGX T I ) vT 2 (3.3 4 4.2 1 (0.8 1 0.5 0 0 0

VAT x5 — P

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk
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MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N (%) E R N %) E R

TI=T ) NTURT 1 (1.6) 2 (L7 2 1.0 1 (19 1 12 0 0
= 7 —E8
7Y a~E s o e 1 (1.6) 2 (L7 3 15 1 (1.9 1 12 0 0
27 L7 F okl ARE S 0 5 (4.2 5 2.6 0 0 0
—-BHEn
ifi. H PR RN 0 1(0.8 1 05 2(38 2 23 (2200 1 1.2 0
BV TF=r e 20T T 0 3 (2.5 3 15 0 1 (20 1 12 0
v AW
S LF Y — L 1 (1.6) 1 (0.8 1 0.5 0 1 (200 1 1.2 0
P A vy R 0 1 (0.8 3 15 0 0 0
i NN 0 0 1 (19 2 2.3 1 (20 1 L2 0
A= N o R N 1 (1.6) 0 1 (L9 2 2.3 0 0
Y a—KFu= b 0 0 0 1 (20 2 23 0
~~< ~7 Uy NN 1 (1.6) 0 0 1 (20 1 12 0
SRR A B 0 1 (0.8 1 0.5 1(1.9 1 1.2 0 0
MRE _E 5 0 1 (0.8 1 0.5 1 (L9 1 12 0 0
BT NAYRAT 74— 1 (1.6) 1 (0.8 1 0.5 0 0 0
B
IR - ISy | 1 (1.6) 0 1 (L9 1 12 0 0
7 v F= 40 0 1 (0.8 2 10 0 0 0
i R AR AR L B 0 1(08 1 05 0 1 (20 1 1.2 0
TS iEEe:plln 0 0 0 1 (200 2 23 0
H ifn ERELHE N 1 (1.6) 0 0 1 (20 1 112 0
S LF Y — LN 0 0 0 1 (20 1 12 0
A m S HN 0 1 (0.8 1 0.5 0 0 0
U o i gn 0 1 (0.8 1 0.5 0 0 0
y—JNVHEINVKNT AT 0 1 (08 1 0.5 0 0 0
= 7 —E8
PR L5 1 (1.6) 0 0 0 0
£ -5 0 0 0 1 (200 1 12 0
i N R 0 1(08 1 05 0 0 0
MHTNAYRAT 74— 0 0 1 (L9 1 12 0 0

%:

an event in the given system organ class at least once

Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
R: Event rate per 100 patient years at risk

MedDRA version 21.0.
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Mild adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E R N (%) E R

A > 2 i 1 (L6 1 11 0 0 0 0
A Vo KD 0 0 1 (L9 1 12 0 0
A U o S0 0 1 (0.8 1 0.5 0 0 0
7 L7 = b 1 (16 1 11 0 0 0 0
M= AT 1 — L EN 0 0 0 1 (20 1 12 0
IR ) P =) ) | 0 1 (0.8 1 0.5 0 0 0
A Y HE 0 0 1 (L9 1 12 0 0
FOR IR AR L8 i) 0 1 (0.8 1 05 0 0 0
AERRJE I 218 0 0 0 1 (20 1 12 0
D 0 0 0 1(20 1 1.2 0
DENP RILE 0 0 0 1 (20 1 12 0
OENQTIEE 0 1 (08 1 05 0 0 0
D[R R 0 1(08 1 05 0 0 0
DEXEE T 1 (16 1 11 0 0 0 0
BIVTF=r e 7T T 0 1 (08 1 0.5 0 0 0
> AHENN
RIE L5 1 (16 1 11 0 0 0 0
RE R 0 0 0 1 (20 1 12 0
PRIGAS B 0 0 1 (1.9 1 1.2 0 0
JRHF VA BT Y N 0 0 0 1 (20 1 1.2 0

J2 G5 KOV T ik b 18 (29.5) 31 32.7 22 (18.3) 32 16.4 12 (23.1) 18 20.7 7 (13.7) 8 9.3 0
T 3 (4.9 3 3.2 4 (3.3 4 2.1 5(9.6) 7 8.1 1 (20 1 12 0
E A3 2 (3.3 2 21 1 (0.8 2 10 1 (19 1 12 2 (3.9 2 23 0
% 5 PEIE 1 (L6 2 21 1 (0.8 1 0.5 1 (L9 1 12 2 (3.9 2 23 0
TR RS 3(49 3 32 2((1.7 2 1.0 0 0 0
SIE 1 (16 1 1.1 2 (L7 3 15 0 0 0
PR 2 2 (3.3 4 4.2 0 0 0 0
Bfih R & 2% 1 (L6 1 1.1 1(0.8 1 05 0 1 (20 1 1.2 0
FERE % 2 (3.3 3 32 0 0 0 0
BIEpE(4 1 (16 1 11 1(08 1 05 0 0 0
& 0 1 (0.8 1 0.5 1(1.9 1 L2 0 0
AR AR 0 1 (0.8 2 10 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.
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MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N (%) E R N %) E R

AE N B R 0 2 (L7 2 1.0 0 0 0
EEPEZ ) FEE 1 (16 2 2.1 0 0 0 0
E-di a2 0 0 2 (3.8 2 23 0 0
BHEPR H 1. 1 (L6 1 1.1 0 1 (L9 1 12 0 0
FZOF Hiif 0 1 (0.8 1 0.5 1 (1.9 1 112 0 0
FE g2 £, 0 0 1 (1.9 1 L2 1 (20 1 1.2 0
R IEE 0 1(08 1 05 0 1 (2.0 1 12 0
PNIIN 1 (L6 2 21 0 0 0 0
7 eV 0 1(08 1 05 0 0 0
T LR —PERER 0 1(08 1 05 0 0 0
% 0 1 (0.8 1 0.5 0 0 0
RS2 0 1(0.8 1 0.5 0 0 0
BRMEYRS A b7 4 — 0 1 (08 1 0.5 0 0 0
HLEE 1 (L6 1 11 0 0 0 0
FLBEME R 5 0 1(0.8 1 0.5 0 0 0
B EE 0 1 (0.8 1 0.5 0 0 0
STV 8 0 1 (08 1 05 0 0 0
TS Ik R 0 1(0.8 1 05 0 0 0
HIWLE RSB 0 0 1 (19 1 12 0 0
EiSINIRZYING 22 0 0 1 (L9 1 12 0 0
BEIR 0 0 1 (L9 1 12 0 0
g K Z v 1 (16 1 1.1 0 0 0 0
FJFOS A 1 (e 1 1.1 0 0 0 0
2 Ji% e e 0 1 (08 1 05 0 0 0
T R 0 1 (0.8 1 05 0 0 0
TR 28 1 (16 1 1.1 0 0 0 0
IR 1 (16 1 11 0 0 0 0
FEIS 1(1.6) 1 1.1 0 0 0 0

MR 2R, ERIS X OVHERR [ 5 (82 6 6.3 16 (13.3) 26 13.4 4 (7.7 6 6.9 6 (11.8) 15 17.5 2 (12.5) 2 22.1
% 3 (4.9 3 3.2 6 (5.0 8 4.1 1 (1.9 1 12 4 (7.8 5 5.8 0
[ fZEnE g R 2 (3.3 2 21 5 (4.2 5 2.6 0 1 (20 2 2.3 0
T LILF—EEK 0 0 1 (19 2 2.3 2 (39 2 23 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once

MedDRA version 21.0.

R: Event rate per 100 patient years at risk
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MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N %) E R N %) E R N %) E R
E&GE S o1l 0 1 (0.8 2 10 1 (1.9 1.2 0 0
LN 0 1 (0.8 1 05 1(1.9 L2 1(20 1 1.2 0
P R 0 0 0 1 (20 1 12 1 (6.3 1 111
A R E B R 0 1 (0.8 1 0.5 0 1 (20 1 12 0
LAkl 0 1 (0.8 1 0.5 0 1 (20 1 12 0
il Sy Wk % 0 1(0.8 2 1.0 0 0 0
M /5. 0 1 (0.8 1 0.5 0 1 (20 1 12 0
WX 0 0 1 (1.9 1.2 0 0
< Lo 0 0 0 1 (20 1 12 0
NE SERLEE 0 1 (0.8 1 0.5 0 0 0
IE 9 o I 0 0 0 0 1 (6.3 1 11.1
R R B RGE 5 W) 0 1 (0.8 1 0.5 0 0 0
il S P A IR0 S A 1 (1.6 0 0 0 0
FEAEMETR [ T R 4 0 1 (0.8 1 0.5 0 0 0
U 0 1 (0.8 1 05 0 0 0
Bl E 5 - i 0 1 (08 1 0.5 0 0 0
BE, PER X OWEAOHE 5 (8.2) 0 (83 10 5.1 6 (11.5) 9.2 13 (25.5) 18 21.0 2 (12.5) 2 22.1
A5 1 (1.6 2 (1.7 2 1.0 3 (5.8 58 2 (3.9 2 2.3 0
i e BhEAEs 0 1(08 1 05 0 1 (20 2 2.3 1 (6.3 1 1L.1
g AT 1 (1.6) 2 (1.7 2 1.0 0 0 0
LB J DT 1 (1.6) 0 0 1 (2.0 2 23 0
Jlofigiste 1 (1.6 0 0 1 (20 1 1.2 0
utliszisge 0 1 (0.8 1 .5 1 (1.9 .2 0 0
Lg% A OHE 0 0 0 1 (20 2 23 0
i 2 B iIE; 0 1(08 1 05 0 1 (20 1 1.2 0
A 0 1 (0.8 1 0.5 1 (19 1.2 0 0
SHERIER S 1 (1.6 0 0 1 (20 1 L2 0
B e 0 0 1 (1.9 1.2 1 (20 1 1.2 0
Flon& s 0 1 (0.8 1 05 0 0 0
s 0 0 0 1 (20 1 1.2 0
%ﬂ% 5. 0 0 0 1 (20 1 12 0
WLEIZ L D FEWN 0 0 0 1 (20 1 12 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N:
an event in the given system organ class at least once,

MedDRA version 21.0.

R: Event rate per 100 patient years

Number of subjects having the given event, or
at risk
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MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N %) E R N (%) E R N (%) E R N (%) E R
%ﬁﬁh&bf@@ﬁ%@ 0 0 0 1 (20 1 12 0
H
ET 0 0 0 0 1(6.3 1 1.1
B 0 0 0 1 (20 1 12 0
e 0 0 0 1 (200 1 1.2 0
ZHE 0 1 (0.8 1 05 0 0 0
Rk X Ok E 8 (13.1) 8 .4 12 (10.0) 15 7.7 3 (5.8 4 4.6 8 (15.7) 10 11.7 1 (6.3 1 11.1
X IDRZ 0 1 (0.8 1 0.5 1 (1.9 1 L2 2 (3.9 2 23 0
BRZ 1 (1.6) 1 .1 1 (0.8 1 0.5 0 2 (3.9 2 2.3 0
U BRI I E 1 (1.6) 1 .1 2 (L7 2 1.0 0 0 0
RIRATE 0 2 (L7 3 15 0 0 0
KAV 7 A E 1 (1.6) 1 .1 2 (L7 2 1.0 0 0 0
U o A fE 1 (1.6 1 .1 0 0 1 (20 1 12 0
e I IS 1 (1.6 1 .1 1 (0.8 1 0.5 0 0 0
AR B E 0 0 1 (L9 1 12 1 (20 1 12 0
o JEL 0 1 (0.8 2 1.0 0 0 0
1AV 7 S IfLE 0 1 (08 1 0.5 0 1 (20 1 12 0
IR 9P 0 0 1(1.9 1 1.2 0 1 (6.3 1 1L.1
v% I UBREERZ 0 0 0 1 (20 1 12 0
Bl AT a— /L E 0 0 0 1 (20 1 12 0
U7 RE 0 1 (0.8 1 0.5 0 0 0
e I 0 1 (0.8 1 0.5 0 0 0
BARIE 1 (1.6 1 1 0 0 0 0
Mok 1 (1.6) 1 .1 0 0 0 0
) N U T AIfE 1 (1.6 1 1 0 0 0 0
G I A 0 0 1(19 1 L2 0 0
it 0 0 0 1 (200 1 12 0
AR pas 0 6 (50 8 4.1 4 (7.7 5 58 4(7.8 4 4.7 2 (12.5) 2 22.1
Ll 0 0 3 (5.8 3 3.5 1 (20 1 1.2 0
FH 0 2 (17 2 10 1(1.9 1 1.2 0 0
AR Rz A 0 1 (0.8 1 0.5 0 1 (20 1 12 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once

MedDRA version 21.0.

R: Event rate per 100 patient years at risk
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Mild adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N (%) E R N (%) E R

ML i, 0 2 (1.7 2 1.0 0 0 0

T UL R — PR 0 0 0 1 (20 1 12 0

AR 9 FENE 0 1 (0.8 1 0.5 0 0 0

AR BR L IE 0 1 (0.8 1 0.5 0 0 0

AR 0 1 (0.8 1 0.5 0 0 0

AR M b o 0 0 0 0 1 (6.3 1 11.1

IS B 2 e 0 0 1 (L9 1 12 0 0

A 0 0 0 1 (20 1 1.2 0

TR 0 0 0 0 1 (6.3 1 11.1
1fn. A2 B 2 (33 2 2.1 10 (83 10 5.1 3(58 3 35 4(7.8 4 47 0

e I 2 (3.3 2 21 6 (5.00 6 3.1 3 (5.8 3 3.5 1 (20 1 12 0

1ETYH 0 3 (25 3 115 0 1 (20 1 12 0

HEE N AHEAR i 0 0 0 1 (20 1 12 0

ifiL 2 a5 Ak 0 0 0 1 (200 1 L2 0

1B 1 £ 0 1 (0.8 1 0.5 0 0 0
IR ESPERONDINPAEA 4 (6.6) 5 5.3 7(58 9 46 3 (58 4 46 0 0

21 3 (4.9 3 3.2 3 (2.5 3 15 2 (3.8 2 23 0 0

U R HE 1 (16 2 2.1 2 (L7 4 2.1 0 0 0

R I ER S N 0 0 1 (1.9 2 2.3 0 0

i IR D E 0 1 (0.8 1 0.5 0 0 0

SRR Z A 0 1 (08 1 0.5 0 0 0
gl 2 (3.3 3 3.2 7 (58 8 4.1 3(58 3 35 4(7.8 4 47 0

RHRE 1 (L6 1 1.1 2 (L7 2 1.0 1(1.9 1 L2 2 (3.9 2 23 0

AR e 2 1(Le 1 1.1 3 (25 3 1.5 0 0 0

BN 0 1 (0.8 2 1.0 0 0 0

R 1 (L6 1 1.1 0 0 1 (20 1 12 0

5 Y 0 1 (0.8 1 0.5 0 0 0

Ky B 0 0 0 1 (20 1 12 0

PRI 0 0 1(1.9 1 1.2 0 0

B9 SRS E O WISk E 0 0 1(1.9 1 L2 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.
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Mild adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N ) E R N (%) E R N ) E R N %) E R
H L Ok bEE 0 3 (25 3 1.5 3 (5.8 4 4.6 6 (11.8) 9 10.5 0
Hh 0 1 (0.8 1 0.5 3 (5.8 3 3.5 1 (20 3 3.5 0
[E#ERPE D F U 0 1 (0.8 1 0.5 0 4 (7.8 4 471 0
PAREET) 0 1 (0.8 1 05 0 0 0
F ok 0 0 0 1 (20 1 L2 0
AP 0 0 0 1 (20 1 1.2 0
Hng 0 0 1(1.9 1 1.2 0 0
Db 3 (49 3 3.2 3 (25 6 3.1 2 (3.8 2 2.3 1 (20 1 L2 1 (6.3 1 11.1
Gl 0 1 (0.8 1 0.5 0 0 1 (6.3 1 1L.1
Bk 1 (16 1 1.1 1(0.8 1 05 0 0 0
Vel A= 0 0 1 (1.9 1 L2 0 0
e ERRRER 4 0 1 (0.8 1 0.5 0 0 0
AR 0 0 1(1.9 1 L2 0 0
D A . 0 0 0 1 (20 1 1.2 0
Do I A 0 1(0.8 1 05 0 0 0
50 5 FAGE AR AE 0 1 (0.8 1 0.5 0 0 0
KBRS PIEE AR 2E 0 1 (0.8 1 0.5 0 0 0
F—EREET ey 1 (1.6 1 1.1 0 0 0 0
TR LR 1(Le 1 1.1 0 0 0 0
BB L OIRKREE 1(Le 1 1.1 6 (5.0 7 3.6 1 (L9 2 2.3 2 (3.9 2 2.3 1 (6.3 1 11.1
IR 0 1 (0.8 1 0.5 1 (19 1 L2 0 0
B 0 1 (0.8 1 0.5 1 (L9 1 L2 0 0
BR 0 1 (0.8 1 0.5 0 1 (20 1 12 0
& [EAFIR 0 1 (0.8 1 05 0 0 1 (6.3 1 111
ETN 0 1 (0.8 1 05 0 0 0
PR AL 0 1 (0.8 1 05 0 0 0
R PRZE 1 (L6 1 1.1 0 0 0 0
HER BH 0 0 0 1 (20 1 1.2 0
i e e 0 1 (08 1 05 0 0 0
aPARIAES 1(Le 1 1.1 4 (3.3 4 2.1 2 (3.8 2 2.3 3(5.9 4 4.7 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.
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Mild adverse events by system organ class and preferred term — safety analysis set
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MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E R N %) E R
FOPR IR RE ARG T 1 (1.6) 1. 1 (08 1 0.5 1 (19 1 12 1 (20 1 12 0
Foe s It IR A RE A T E 0 0 1 (19 1 L2 2039 2 23 0
EH%‘%%‘E N 0 3 (2.5 3 15 0 0 0
FOPR R e TTHESE 0 0 0 1 (20 1 1.2 0
AR L O EREE 3 (4.9 3. 2 (L7 2 1.0 2(38 2 23 3(59 3 35 0
A R EEE 1 (1.6 1. 0 1(1.9 1 1.2 0 0
ZHEALELE 0 1 (08 1 0.5 0 1 (20 1 12 0
TS bR Rk 0 0 0 1 (20 1 1.2 0
AR 0 0 0 1 (20 1 1.2 0
SFLEAR 0 1 (0.8 1 0.5 0 0 0
JEEHIJHP‘ 1 (1.6) L. 0 0 0 0
H§ 1 (1.6) 1. 0 0 0 0
M% 0 0 1(1L9 1 12 0 0
Gy T 1 (1.6) 1. 5 (4.2) 6 3.1 1 (19 1 12 1 (20 1 12 0
EiET L L X — 1 (1.6) 1. 4 (3.3) 5 26 1 (1.9 1 12 1 (20 1 12 0
HET LLX— 0 1 (08 1 0.5 0
B RS R 1 (1.6) 1. 2 (L7 2 1.0 0 1 (20 1 L2 1 (6.3 2 22.1
[iEag 0 0 0 0 1 (6.3 2 22.1
IREENS 0 0 0 1(20 1 1.2 0
R 0 1 (08 1 0.5 0 0 0
Sk 1 (1.6 1. 0 0 0 0
REWAIF 0 1 (0.8 1 0.5 0 0 0
ar MRS KOREIRH OB A 2 (3.3) 2. 0 3 (58 4 4.6 0 0
Y (BRBIORY —7%25T)
i 1 (1.6) 1. 0 1 (19 1 12 0 0
AZ ) A NMEREE 0 0 1 (L9 1 12 0 0
AR 1 (1.6 1. 0 0 0 0
15 7% 1 U B 0 0 1 (1.9 1 L2 0 0
BT A= 0 0 1(1.9 1 1.2 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
R: Event rate per 100 patient years at risk

an event in the given system organ class at least once

MedDRA version 21.0.
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Mild adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N % E R N % E R N (%) E R N %) E R N (%) E R

SRS KOV RFALE 1 (L6 1 L1 0 1 (L9 1 1.2 o0 0

730 1(1.6) 1 1.1 0 1 (L9 1 1.2 o0 0
FRME, FiEtER L O EEREE 0 1 (0.8 1 05 0 1 (20 1 1.2 0

7 Mg 0 0 1 (20 1 1.2 0

S RN BRI 0 1 (0.8 1 05 0 0 0
g oo [ 1(1.6) 1 1.1 0 0 0 0

ESFHEAR e R R 1(1.6) 1 1.1 0 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.
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10: Mild adverse events with start date in extension by system organ class and preferred term - safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E R N %) E R
Subjects exposed 55 114 52 51 2%
Total patient years 55.16 114. 97 51.55 51.13 1. 66
All mild adverse events 37 (67.3) 167 302.8 71 (62.3) 223 194.0 35 (67.3) 106 205.6 35 (68.6) 161 314.9 1 (50.0) 2 120.5
JRYLIE R K OV BUE 26 (47.3) 36 65.3 35 (30.7) 57 49.6 14 (26.9) 22 42.7 16 (31.4) 34 66.5 0
b NHEEE S 9 (16.4) 9 16.3 12 (10.5) 16 13.9 4 (7.7) 4 7.8 5 (9.8) 7 13.7 0
RGE Y 6 (10.9) 7 12.7 6 (5.3) 6 5.2 3 (5.8 6 11.6 3 (5.9 3 59 0
A7z W 3 (5.5) 4 7.3 1 (09 1 0.9 1 (19 1 L9 5(9.8) 6 11.7 0
R IR e 2 (3.6) 2 3.6 3 (2.6) 4 3.5 1 (19 1 19 3 (5.9 5 9.8 0
e 1 (1.8 1 18 7(6.1) 8 7.0 0 0 0
Bl B e 5% 2 (3.6) 2 3.6 1 (09 1 0.9 2 (3.8 2 3.9 2 (39 3 59 0
SE R 1 (1.8 1 1.8 3(2.6) 3 26 0 1 (200 1 20 0
A JL A K 1 (1.8 1 18 0 1 (19 1 1 2 (39 2 3.9 0
H Y 0 1 (09 2 17 1(1.9 1 L9 1 (20 1 20 0
HRIEZ 0 2 (1.8 3 6 0 1 (2200 1 20 0
FRbksE 2 (3.6) 2 3.6 0 1 (1.9 2 3.9 0 0
A L AMER R 0 1 (09 1 0.9 0 1 (20 1 20 0
A )L APER B R 1 (1.8 1 1.8 0 0 1 (20 1 20 0
L Y ER R MEREE 2% 0 1 (09 1 09 0 1 (20 1 20 0
NHEE 5 0 2 (1.8 2 1.7 0 0 0
FL A Y 1 (1.8 1 1.8 0 1(1.9 1 1.9 0 0
A L AVE R E R 0 1(09 1 09 0 0 0
A L A MBS 0 0 1 (L9 1 19 0 0
7 RO EREPEF LA B 1(1.8 1 1.8 0 0 0 0
~Y any Ji gy 1 (1.8 1 18 0 0 0 0
TFRGE R 0 1(09 1 09 0 0 0
AR 0 0 0 1 (20 1 20 0
IR IR 2 0 0 1 (19 1 19 0 0
JBE e 0 1 (09 1 09 0 0 0
[Ie~ L~ 2 0 1 (09 1 0.9 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in
extension.
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Mild adverse events with start date in extension by system organ class and preferred term — safety analysis set
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MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N %) E R N (%) E R N %) E R N (%) E R

MREEDE 1 (1.8 1 18 0 0 0 0
g JRk e 0 0 1(1.9 1 1.9 0 0
e N 0 1 (09 1 09 0 0 0
H R Rk 0 0 0 1 (20 1 20 0
SE B A i 0 1 (09 1 09 0 0 0
NS 0 1 (09 1 09 0 0 0
SR i 1 (1.8 1 1.8 0 0 0 0
PRI 0 1 (09 1 09 0 0 0
LS 0 1(09 1 09 0 0 0
2 1 (1.8 1 18 0 0 0 0

H I b 10 (18.2) 15 27.2 23 (20.2) 28 24.4 8 (15.4) 8 155 10 (19.6) 34 66.5 1 (50.0) 2 120.5
T 5 (9.1) 7 12.7 4 (3.5 4 3.5 2 (3.8 2 39 5 (9.8) 10 19.6 0
L 1 (1.8 1 1.8 1 (09 2 17 0 1 (2.0 8 15.6 0
AR 1 (1.8 1 1.8 3(26) 4 35 0 2 (39 4 7.8 0
i3 0 0 1(1.9 1 1.9 2(39 3 59 0
{EHR 1 (1.8 1 18 0 1(1.9 1 19 1 (20 2 3.9 0
) 1 (1.8 1 1.8 2(1.8 2 1.7 0 1 (20 1 20 0
THAEA B 0 1(09 1 09 0 1 (20 2 39 0
EES 0 2 (1.8 2 1.7 0 0 0
B AT R 1 (1.8 1 18 1 (0.9 1 0.9 0 0 0
DA PRI 1(1.8) 2 36 0 0 0 0
N g 0 1 (09 1 0.9 1 (L9 1 19 0 0
IR AT 0 1 (0.9 2 L7 0 0 0
AETY AN 0 0 0 1 (20 1 20 0
LVyFr s 0 1(09 1 0.9 0 0 0
HARY —7 1 (1.8 1 18 0 0 0 0
Bl 0 1 (09 1 09 0 0 0
SR IR (e i 0 0 0 1 (20 1 20 0
A PE B R 0 0 1(1.9 1 1.9 0 0
P AR 0 0 0 1 (20 1 20 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or

an event in the given system organ class at least once
MedDRA version 21.0.
*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in

extension.

R: Event rate per 100 patient years at risk
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Mild adverse events with start date in extension by system organ class and preferred term — safety analysis set
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MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N O E R N ) E R N %) E R N %) E R N (%) E R
9 0 1 (09 1 09 0 0 0
+ —FRIE 0 0 0 0 1 (50.0) 1 60.3
AN o 0 1 (09 1 0.9 0 0 0
R 0 0 1(1.9 1 1.9 0 0
A 0 1 (09 1 0.9 0 0 0
BIER 0 0 0 0 1 (50.0) 1 60.3
N 0 0 1(1.9 1 L9 0 0
TEIME K 2% 0 1(09 1 09 0 0 0
R~ =T 0 0 0 1 (20 1 20 0
g B fieeg 0 1 (0.9 1 0.9 0 0 0
IO fE 0 1 (09 1 09 0 0 0
1B E K 0 1 (09 1 0.9 0 0 0
W EAS R KOs SRRk E 8 (14.5) 18 32.6 16 (14.0) 22 19.1 11 (21.2) 20 38.8 7(13.7) 8 15.6 0
A& 4 (7.3 4 1.3 1 (0.9 1 0.9 3 (58 4 7.8 1 (20 1 20 0
7 PR 1(1.8) 1 1.8 4 (35 5 4.3 3 (58 3 5.8 0 0
Shagn 3 (55 5 9.1 2 (1.8 2 1.7 0 0 0
VU e 0 2 (1.8 2 1.7 1 (19 3 5.8 1 (20 1 20 0
VIR E 2% 2 (3.6) 3 5.4 1 (09 1 09 0 0 0
ZE I B ETE 0 1 (09 1 0.9 1 (1.9 2 3.9 1 (20 1 20 0
A B AR 1 (1.8 1 18 2 (1.8 2 1.7 0 0 0
FHT IR 0 0 0 2 (39 3 59 0
R B L 2 (3.6 2 36 0 0 0 0
UK T 0 1 (0.9 2 .7 0 0 0
A 1 (1.8 1 1.8 0 0 1(20 1 20 0
s 2% 0 0 1(1.9 2 39 0 0
I 1 (1.8 1 1.8 0 0 0 0
Ry v~ 0 0 1(1.9 1 1.9 0 0
BAfi% 0 0 1(1.9 1 1.9 0 0
R AR 0 0 1(1.9 1 1.9 0 0
5 SR M s 0 1(09 1 09 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event,
an event in the given system organ class at least once

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in

extension.

R: Event rate per 100 patient years at risk

or

nn8640/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:07:37 — t_ae_sum_4054e. sas/t_mldae_org_cl_ext_sum_sas_4054e. txt



Module 2.7.6 Page 188 of 283

Mild adverse events with start date in extension by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N (%) E R N (%) E R N (%) E R N ) E R
RERier) 0 1 (09 1 09 0 0 0
S 0 0 1(1.9 1 1.9 0 0
AN 0 0 1(1.9 1 1.9 0 0
BB AF A PRASE 0 109 1 09 0 0 0
BT 0 0 1(1.9 1 L9 0 0
HE PR ZE M E 0 1 (09 1 09 0 0 0
B L R MRy 0 0 0 1 (20 1 20 0
AT SEL o o 0 1(09 1 09 0 0 0
FRAR I 0 1 (09 1 0.9 0 0 0
PR R b 13 (23.6) 35 63.5 13 (11.4) 15 13.0 5(9.6) 6 11.6 7 (13.7) 11 21.5 0
S 5 (9.1) 24 43.5 9 (7.9 9 7.8 2 (3.8 2 3.9 3 (5.9 6 11.7 0
EEED E W 2 (3.6) 2 3.6 3 (2.6 4 3.5 2 (3.8 2 39 0 0
TR B 2 (3.6 2 36 0 0 1 (20 1 20 0
fEIR 1 (1.8 1 1.8 1 (09 1 0.9 1(1.9 1 L9 0 0
JvER 1 (1.8) 2 3.6 0 0 1 (20 1 20 0
HJJF'a‘i*EPﬁF 1 (1.8 1 18 0 0 1 (20 1 20 0
TR T I R R A R 1 (1.8 1 18 0 0 0 0
KA EF 0 0 1(1.9 1 L9 0 0
FARENE R 0 1 (09 1 09 0 0 0
PRI 0 0 0 1 (20 1 20 0
JKEBEE 1 (1.8 1 18 0 0 0 0
FENE 58 1(1.8 1 1.8 0 0 0 0
REAR 0 0 0 1 (20 1 20 0
&Q-é}ﬁ’ﬁ EER L O G 8 (14.5) 11 19.9 14 (12.3) 17 14.8 4 (7.7 5 9.7 12 (23.5) 19 37.2 0
9 I7 0 3(2.6) 4 35 0 3(5.9 4 7.8 0
T EN 1 (1.8 1 18 3 (26 3 26 0 2 (3.9 2 39 0
ﬂﬁr&trﬁi 3 (5.5) 4 7.3 1(09 1 0.9 0 1 (20 1 20 0
) E 1 (1.8 1 18 0 2 (3.8 3 5.8 1 (20 1 20 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in
extension.
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Mild adverse events with start date in extension by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E N %) E R N (%) E R

A NERR 1 (1.8 1 18 2 (1.8 2 1.7 0 1 (20 1 20 0
NE N Rk e 0 0 0 1 (2.0 3 5.9 0
i 1 (1.8 2 3.6 0 0 1 (20 1 20 0
A TV PR 0 1 (09 1 0.9 0 1 (20 1 20 0
R T 7 1 (1.8 1 18 0 0 1 (2200 1 20 0
oy 0 1 (0.9 1 0.9 1(1.9 1 1.9 0 0
U U F R EAE SR 0 0 1 (19 1 19 0 0
Rcyi) 0 0 0 1 (200 1 20 0
B 0 1 (09 1 09 0 0 0
AR 0 1 (09 1 0.9 0 0 0
RS ZE e 1(1.8 1 1.8 0 0 0 0
S SO 0 1 (09 1 09 0 0 0
SO AR 0 0 0 1 (20 1 20 0
[iiR=E=30l 0 1(09 1 09 0 0 0
E 0 0 0 1 (20 1 20 0
BT R 0 0 0 1 (200 1 20 0
T NE 0 1 (09 1 0.9 0 0 0

R R IR A 5 (9.1) 14 25.4 (7.0) 19 16.5 6 (11.5) 9 17.5 6 (11.8) 9 17.6 0
TANRTX BT ) bT 2 (3.6) 3 5.4 (0.9 1 0.9 0 0 0
VAT =T —E M
7Y a~Es e v BN 1 (1.8 1 18 1(09 2 L7 0 0 0
ST — L 1 (1.8 1 1.8 1 (09 1 0.9 0 1 (20 1 20 0
M7 A~ AT a 1 (1.8 1 18 0 0 2 (39 2 39 0
RGN 1 (1.8) 1 1.8 1 (0.9 1 0.9 0 1 (20 1 2.0 0
TI=UT ) NTURT 1 (1.8 1 18 1(09 1 0.9 0 0 0
= 7 —E8h
P A v D 0 1 (09 2 17 0 0 0
JHERE AT B 0 1 (09 1 0.9 1(1.9 1 1.9 0 0
i NN 0 0 1 (19 1 19 1 (2200 1 20 0
IR - SISy | 1 (1.8 1 18 0 1 (19 1 19 0 0

%:

Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event,
an event in the given system organ class at least once

MedDRA version 21.0.
*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in
extension.

or

R: Event rate per 100 patient years at risk

nn8640/nn8640-exploratory/susae002_20191119_er

19NOV2019:10:07:37 — t_ae_sum_4054e. sas/t_mldae_org_cl_ext_sum_sas_4054e. txt
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Mild adverse events with start date in extension by system organ class and preferred term

— safety analysis set
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MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N (%) E R N (%) E R

7 L7 F okl ARE S 0 2 (1.8 2 1.7 0 0 0
—E#m
A7 N o R N 1 (1.8 1 18 0 1 (19 1 19 0 0
ifi H R R EE N 0 1 (09 1 0.9 0 1 (20 1 20 0
BV TF=r e 7T T 0 2 (L8 2 1.7 0 0 0
AR
SERE A 1 2 (3.6 2 36 0 0 0 0
Vi l=E S )| 0 1 (09 1 0.9 0 0 0
~~< ~7 Uy M 0 0 0 1 (20 1 20 0
IRE _E 5 0 0 1 (L9 1 19 0 0
i MR R 0 1 (09 1 09 0 0 0
MHTNTYRAT 74— 0 0 1 (L9 1 19 0 0
Bk
BT NTYRAT 74— 1 (1.8 1 18 0 0 0 0
B HIn
s Vo A 0 0 1 (19 1 19 0 0
A7 U o S HEIN 0 1 (09 1 0.9 0 0 0
M7 L7 = 1 (1.8 1 18 0 0 0 0
A Y > HE 0 0 1 (L9 1 19 0 0
mEPEF'w%HﬁIJ(%Hw%/ﬁ@ 0 1009 1 09 0 0 0
D 0 0 0 1 (20 1 20 0
DFENQ TR 0 1 (09 1 0.9 0 0 0
PRIGAS Fw 0 0 1(1.9 1 L9 0 0
H ifn ERELEE N 0 0 0 1 (20 1 20 0

J2 G5 KOV T ik e 10 (18.2) 15 27.2 9 (7.9 11 9.6 7 (13.5) 10 19.4 3 (59 3 59 0
T 1 (1.8 1 1.8 1 (09 1 0.9 3 (5.8 4 7.8 0 0
A3 2 (3.6) 2 3.6 1 (09 1 09 1(19 1 L9 1 (20 1 20 0
SIE 1 (1.8 1 18 2 (L8 2 1.7 0 0 0
% 9 FEIE 1 (1.8) 2 3.6 0 0 0 0
T 0 1 (09 1 0.9 1 (19 1 L9 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event,
R: Event rate per 100 patient years at risk

an event in the given system organ class at least once

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in

extension.

or

nn8640/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:07:37 — t_ae_sum_4054e. sas/t_mldae_org_cl_ext_sum_sas_4054e. txt
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Mild adverse events with start date in extension by system organ class and preferred term — safety analysis set
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MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N (%) E R N (%) E R N %) E N %) E R

AR AR 0 1 (09 2 17 0 0 0
P2 1 (1.8 2 3.6 0 0 0 0
E-did a2 0 0 2 (3.8 2 3.9 0 0
TR REI5 1 (1.8 1 18 1 (09 1 09 0 0 0
FERE 24, 0 0 1 (1.9 1 L9 1 (20 1 20 0
R IEE 0 1(09 1 09 0 1 (20 1 20 0
7 PR E R 0 109 1 09 0 0 0
BIEpE(4 1 (1.8 1 1.8 0 0 0 0
ALEE 1 (1.8 1 1.8 0 0 0 0
SR H 1. 0 0 1 (L9 1 19 0 0
gk Z vEm5 1 (1.8 1 1.8 0 0 0 0
FERE R 1 (1.8 1 1.8 0 0 0 0
T R 0 1(09 1 09 0 0 0
P> 1 (1.8 1 1.8 0 0 0 0
A 1 (1.8 1 1.8 0 0 0 0

BE, PER X OWEAOHE 2 (3.6 2 3.6 4(35 4 3.5 5(9.6) 5 9.7 10 (19.6) 13 25.4 0
P15 0 0 2 (3.8 2 3.9 1 (20 1 20 0
s 4815 1 (1.8 1 1.8 0 0 1(20 1 20 0
g AR T 0 2 (1.8 2 1.7 0 0 0
LB X DR 0 0 0 1 (200 2 3.9 0
WLiE % A OHE 0 0 0 1 (20 2 39 0
i & B Is 0 1(09 1 09 0 1 (20 1 20 0
SHERIE S 1 (1.8 1 1.8 0 0 1 (20 1 20 0
B e 0 0 1 (1.9 1 L9 1 (20 1 20 0
Flom &g 0 1(09 1 09 0 0 0
s 0 0 0 1 (20 1 20 0
AR G- 0 0 0 1 (200 1 20 0
ueliszi=te 0 0 1(1.9 1 1.9 0 0
WLEIZ L D FEWN 0 0 0 1 (20 1 2.0 0
i 2 B iE 0 0 0 1 (20 1 20 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once,

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in

extension.

R: Event rate per 100 patient years at risk

nn8640/nn8640-exploratory/susae002_20191119_er
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Mild adverse events with start date in extension by system organ class and preferred term — safety analysis set
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MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E R N (%) E R
A 0 0 1(1.9 1 1.9 0 0
R X Ok E 4 (7.3 4 7.3 10 (88 10 8.7 2 (38 2 39 4(17.8 6 1.7 0
BRRZ 1 (1.8 1 18 1 (09 1 0.9 0 2 (39 2 3.9 0
EXIDRZ 0 0 1(1.9 1 L9 2 (3.9 2 39 0
U BRI E 1 (1.8 1 18 2 (L8 2 1.7 0 0 0
AV 7 e 1 (1.8 1 18 2 (18 2 1.7 0 0 0
AV 7 A IfE 0 1 (09 1 0.9 0 1 (20 1 20 0
vx I UBREERZ 0 0 0 1 (2.0 1 20 0
e I 0 1 (09 1 09 0 0 0
e I IS 0 1 (09 1 0.9 0 0 0
=X QT IS 1 (1.8 1 1.8 0 0 0 0
RIRATE 0 1 (09 1 0.9 0 0 0
I 0 1 (09 1 09 0 0 0
G I A 0 0 1 (L9 1 19 0 0
MR RS, ERES & OMiERR s 2 (3.6) 3 5.4 10 (88 12 10.4 1(1L9 1 1.9 2039 5 9.8 0
% 1 (1.8 1 1.8 4 (3.5 5 4.3 0 0 0
[ e S 1 (1.8 1 1.8 1 (0.9 1 0.9 0 1 (20 1 20 0
T LRk 0 0 1 (L9 1 1.9 1 (20 1 20 0
E&GE S o1l 0 1 (09 2 17 0 0 0
b RGE R (FERE 0 1(09 1 09 0 1 (20 1 20 0
< Lo 0 0 0 1 (200 1 20 0
e R R RGE S W) 0 1 (09 1 0.9 0 0 0
AR RS P R S 1 (1.8 1 1.8 0 0 0 0
St 0 1 (09 1 09 0 0 0
=P 0 0 0 1(20 1 20 0
v 0 1(09 1 09 0 0 0
AR i 0 4 (3.5 4 35 4(7.7 4 178 3 (5.9 3 59 0
Rk 0 0 3(58 3 58 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or

an event in the given system organ class at least once,
MedDRA version 21.0.

R: Event rate per 100 patient years at risk

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in

extension.

nn8640/nn8640-exploratory/susae002_20191119_er
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Mild adverse events with start date in extension by system organ class and preferred term — safety analysis set
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MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N %) E R N (%) E R N %) E N %) E R
T LR — PRI 0 0 0 1 (20 1 20 0
AR Rz 1 0 0 0 1 (20 1 20 0
AR BR L JGE 0 1(09 1 0.9 0 0 0
AR AL 0 1 (09 1 09 0 0 0
IS B 7 ek 0 0 1 (19 1 19 0 0
ML ifn. 0 1 (09 1 09 0 0 0
EoE) 0 0 0 1 (20 1 20 0
FH 0 1 (09 1 09 0 0 0
Mg L OV > RkEE 4 (7.3 5 9.1 2 (1.8 3 26 2(38 2 39 0 0
5 [fiL. 3 (5.5 3 5.4 1 (09 1 0.9 1 (19 1 19 0 0
U U HE 1 (1.8 2 3.6 1 (09 2 17 0 0 0
R I ER B INIE 0 0 1 (1.9 1 19 0 0
1fn. A2 e 1 (1.8 1 18 5 (4.4) 5 4.3 3 (58 3 5.8 1 (20 1 20 0
i I 1 (1.8 1 18 2 (1.8 2 1.7 3 (5.8 3 5.8 0 0
1ETYH 0 2 (1.8 2 1.7 0 0 0
ifiL 2 EsE Ak 0 0 0 1 (20 1 20 0
1B 1fn £ 0 1 (09 1 09 0 0 0
gl 1 (1.8 1 1.8 2(18 2 1.7 1(1.9 1 1.9 4(7.8 4 7.8 0
AN HRAE 1 (1.8 1 1.8 2(1.8 2 1.7 0 2 (39 2 39 0
WA UlRE 0 0 0 1 (200 1 20 0
NS 0 0 0 1 (20 1 20 0
B9 SRS A O I EE 0 0 1 (1.9 1 L9 0 0
HF L Ok bEE 0 2 (1.8 2 L7 0 4 (7.8 5 9.8 0
[E#ERPED F 0 0 0 3 (5.9 3 59 0
i 0 1(09 1 09 0 1 (20 1 20 0
PAREET) 0 1 (09 1 09 0 0 0
Foksd# 0 0 0 1 (20 1 20 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or

an event in the given system organ class at least once
MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in

extension.

R: Event rate per 100 patient years at risk

nn8640/nn8640-exploratory/susae002_20191119_er
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Mild adverse events with start date in extension by system organ class and preferred term — safety analysis set
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MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E N (%) E R
Db 2 (3.6) 2 3.6 1 (0.9 2 L7 1 (1.9 1 L9 1 (20 1 20 0
Bk 1 (1.8 1 18 1 (09 1 09 0 0 0
IS 0 0 1 (L9 1 19 0 0
DT R AL 0 0 0 1 (20 1 2.0 0
EEEET Oy 1 (1.8 1 1.8 0 0 0 0
Gl 0 1 (09 1 0.9 0 0 0
AR L O EREE 2 (3.6) 2 3.6 1 (09 1 0.9 1 (1.9 1 1.9 2(39 2 39 0
ZHALILE 0 1(09 1 0.9 0 1 (20 1 20 0
A R S E 0 0 1(1.9 1 1.9 0 0
AR 0 0 0 1 (20 1 20 0
HLAIA =% 1 (1.8 1 18 0 0 0 0
JESanpiik 1 (1.8 1 18 0 0 0 0
Gy R 0 4 (3.5 4 3.5 1 (L9 1 19 1 (20 1 20 0
EHIPET L L X — 0 3(2.6) 3 26 1 (1.9 1 19 1 (20 1 20 0
BWET L AX— 0 109 1 09 0 0 0
B, MM XOREMABEOEAE 2 (3.6) 2 3.6 0 1 (1.9 2 3.9 0 0
W (BRBIORY —-T2ET)
A 1 (1.8 1 18 0 1 (19 1 19 0 0
IR 1(1.8 1 1.8 0 0 0 0
[ ISRt Fe ety 0 1(1.9 1 1.9 0 0
B RS R 1 (18 1 1.8 2(L18 2 1.7 0 0 0
R 0 1 (09 1 0.9 0 0 0
b 1 (1.8 1 1.8 0 0 0 0
REAIF 0 1 (09 1 0.9 0 0 0
BB L ORK R E 0 3 (26 3 2.6 0 0 0
IR 0 1 (09 1 0.9 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or

an event in the given system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in

extension.

nn8640/nn8640-exploratory/susae002_20191119_er
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Mild adverse events with start date in extension by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N % E R N %) E R N % E R N % E R N %) E R
B S5 0 1 (09 1 09 0
BHBIR 0 1(09 1 09 0 0 0
PN 53 UARE 0 0 2 (38 2 39 1(20 1 20 0
R IR B REAR T E 0 0 1 (19 1 1.9 o0 0
FRR MBS RETTHEE 0 0 0 1 (20 1 20 0
foeFE M F R B RE AR T E 0 0 1 (1.9 1 1.9 0 0
SRS KOV RFALE 0 0 1 (L9 1 L9 O 0
730 0 1 (L9 1 1.9 0 0
FeRME F réh,to BMEREE 0 0 0 1 (20 1 20 0
7 /f% 0 0 0 1 (20 1 20 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in
extension

nn8640/nn8640-exploratory/susae002_20191119_er
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11: Adverse events possibly or probably related to trial drug given in main or extension by system organ class and preferred term - safety
analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E R N %) E R

Subjects exposed 61 120 52 51 16
Total patient years 94. 83 194. 53 86. 79 85. 77 9. 04
All possibly or probably 20 (32.8) 47 49.6 39 (32.5) 135 69.4 20 (38.5) 50 57.6 20 (39.2) 79 92.1 4 (25.0) 5 b55.3
related adverse events
PR R p 6 (9.8 12 12.7 10 (83 46 23.6 2 (3.8 6 6.9 6 (11.8) 13 15.2 1 (6.3 1 11.1

Ep 2 (3.3 7 7.4 6 (5.0 38 19.5 2 (3.8 6 6.9 2 (3.9 7 82 0

FEIED 2 (3.3 2 2.1 2 (L7 3 15 0 2 (3.9 4 471 1(6.3 1 11.1

TR SR 2 (3.3 2 21 0 0 2 (39 2 23 0

36 ARAE 0 1 (0.8 2 10 0 0 0

fEIR 0 1 (0.8 2 10 0 0 0

BB 1 (16 1 1.1 1 (0.8 1 05 0 0 0
&E&“'éﬁ’[‘ﬁ%i&i(ﬁf&ﬁ-?wﬁ@ 8 (13.1) 14 14.8 10 (8.3) 23 11.8 8 (15.4) 15 17.3 10 (19.6) 16 18.7 1 (6.3 1 11.1

Y VR 2 (3.3 3 3.2 5 (4.2 14 1.2 4 (7.7 7 8.1 2 (3.9 2 23 0

VESHAAL PN H if. 2 (33 3 3.2 1 (0.8 1 0.5 2 (3.8 2 23 2 (39 2 23 0

I T7 2 (3.3 2 2.1 2 (L7 2 10 2 (3.8 2 23 1 (20 2 2.3 0

PRI 2 (3.3 2 2.1 0 0 1 (200 2 23 0

NE ARk 0 0 0 2 (3.9 4 47 0

SO SO 0 1 (0.8 3 L5 1 (L9 1 12 0 0

e SRz 2 1(1.6) 1 1.1 1(0.8 2 1.0 0 1 (200 1 1.2 0

AR NERR 1 (L6 1 1.1 1 (0.8 1 0.5 1 (L9 1 12 1 (2.0 1 12 0

A TN YRR R 0 0 1(1.9 1 L2 0 0

TATIR B O UE 0 0 1 (1.9 1 L2 0 0

e Ve 1 (16 1 11 0 0 0 0

TS i 1 (L6 1 1.1 0 0 0 0

AL AR 0 0 0 1 (20 1 1.2 0

N 0 0 0 1 (200 1 12 0

L3 0 0 0 0 1 (6.3 1 1.1

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

AE causality is based on judgement of investigators.

MedDRA version 21.0.

nn8640/nn8640-exploratory/susae002_20191119_er
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Adverse events possibly or probably related to trial drug given in main or extension by system organ class and preferred term - safety
analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N ) E R N %) E R N ) E R N (%) E R N (%) E R
T EAS RIS KOS ALk o 4 (6.6) 5 53 9 (7.5 10 5.1 5(9.6) 8 9.2 8 (15.7) 15 17.5 0
BA i 2 (3.3 2 2.1 4 (3.3 4 2.1 1 (L9 1 1.2 5 (9.8 7 82 0
R B 1(Le) 1 1.1 0 1 (L9 1 1.2 1 (20 1 1.2 0
RAH AR 0 0 0 2 (39 3 35 0
5 P 0 0 2 (3.8 2 23 1 (20 1 1.2 0
g 0 2 (171 2 10 1 (L9 1 L2 0 0
A B AR 1 (16 1 11 0 0 1 (20 1 12 0
MK T 0 1 (0.8 2 10 0 0 0
BAfiZ 0 0 0 1 (20 1 1.2 0
BAf M 0 0 1 (1.9 1 12 0 0
(RERier) 0 0 1(1.9 1 1.2 0 0
i 1 (16 1 11 0 0 0 0
VUG DZETE 0 1 (08 1 0.5 0 0 0
i3 0 0 1 (1.9 1 1.2 0 0
DU R A R 0 0 0 1 (20 1 12 0
HE IR ZEH 0 1 (08 1 05 0 0 0
T R R A 5 (82 9 9.5 9 (7.5 19 9.8 3 (5.8 8 9.2 2 (3.9 2 23 0
7Y a~E s o e UHN 1 (16 1 1.1 2 (L7 3 15 1 (19 2 2.3 0 0
i N R N 1 (16 1 11 0 1 (19 3 3.5 0 0
SEREY A 1 S 2 (3.3 2 2.1 1 (0.8 2 1.0 0 0 0
TI=VUT ) N TURT 0 2 (L7 2 1.0 1 (L9 1 12 0 0
= 7 —E8h
7 L7 F okl ARES 0 3 (2.5 3 15 0 0 0
—BHEin
M7 NTVRAT 72— 1 (16 1 11 1 (0.8 1 0.5 0 0 0
PN
R 1 (16 1 11 0 0 1 (20 1 12 0
BN 0 1 (0.8 1 0.5 0 1 (20 1 12 0
y—JNWVHAINVKNT AT 0 1 (08 1 0.5 0 0 0
= 7 —E8h

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

AE causality is based on judgement of investigators.

MedDRA version 21.0.
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Adverse events possibly or probably related to trial drug given in main or extension by system organ class and preferred term - safety
analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N (%) E R N %) E R
SHE R A B 0 1(0.8 1 05 0 0 0
IRANY 8 el T 0 1 (08 1 05 0 0 0
A 2 i 1 (16 1 11 0 0 0 0
A > 2 ) 8N 1 (L6 1 11 0 0 0 0
2 k27 v PR 0 0 1 (L9 1 12 0 0
M e UL e N 0 1 (0.8 1 0.5 0 0 0
1. R FE HE N 0 1 (0.8 1 0.5 0 0 0
DERQ TIEE 0 1 (08 1 05 0 0 0
DX T s 0 0 1(1.9 1 L2 0 0
BV TF=r e 20T T 0 1(0.8 1 0.5 0 0 0
AR
F ifn ERECHE N 1 (16 1 11 0 0 0 0
H Ik 0 5 (4.2) 10 5.1 1 (1.9 1 1.2 3(59 2 233 0
L 0 1 (0.8 1 0.5 0 2 (3.9 10 1.7 0
T 0 1 (0.8 1 0.5 0 1 (200 5 5.8 0
DA PRI 0 1(0.8 3 1.5 0 0 0
M1 PN 78 0 1 (0.8 2 10 0 0 0
- HEEE 0 2 (1.7 2 1.0 0 0 0
i3 0 0 0 1 (20 2 23 0
M - 0 0 0 1 (20 2 23 0
53] 0 1(0.8 1 05 0 0 0
R PR J 0 0 0 1 (20 1 1.2 0
{5 ik 0 0 1(1.9 1 L2 0 0
J2 G5 KO T ik b 3 (4.9 4 42 8(6.7 12 6.2 2(3.8 3 35 0 0
g 0 1 (08 2 1.0 0 0 0
AR AR 0 1 (0.8 2 10 0 0 0
AE N B R 0 2 (L7 2 1.0 0 0 0
B 5 FEE 1 (16 2 2.1 0 0 0 0
JI IR R 0 1(0.8 2 1.0 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

AE causality is based on judgement of investigators.

MedDRA version 21.0.
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Adverse events possibly or probably related to trial drug given in main or extension by system organ class and preferred term - safety
analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N %) E R N (%) E R N (%) E R N (%) E R
BIELR H 1. 1 (L6 1 1.1 0 1 (L9 1 12 0 0
BRMEVRS A ha 7 41— 0 1(0.8 1 0.5 0 0 0
W EE 0 1 (08 1 0.5 0 0 0
FIWLE RSB 0 0 1 (19 1 12 0 0
FEOF Hiff 0 0 1 (L9 1 L2 0 0
TR RLIR 1 (16 1 11 0 0 0 0
2 Ji HE e 0 1 (08 1 05 0 0 0
E A3 0 1 (08 1 05 0 0 0
BE, PER X OWEAOHE 0 3 (2.5 4 2.1 1 (1.9 1 12 2 (39 3 35 0
15 0 2 (L7 3 115 1(1.9 1 L2 1 (20 1 12 0
L8 A OHE 0 0 0 1 (20 2 23 0
ENE 0 1 (0.8 1 0.5 0 0 0
Rk X Ok E 1 (1.6 1 1.1 3 (25 4 2.1 0 2 (39 2 23 1 (6.3 1 1.1
U BRI I E 1 (16 1 L1 2 (L7 2 10 0 0 0
RIRATE 0 1 (0.8 2 10 0 0 0
B L AT 1 — )V E 0 0 0 1 (20 1 1.2 0
IR TP 0 0 0 0 1 (6.3 1 11.1
it 0 0 0 1 (20 1 12 0
AR b 0 1 (0.8 1 0.5 1 (1.9 1 L2 1 (20 1 1.2 1 (6.3 1 11.1
AR Rz A 0 1 (0.8 1 0.5 0 0 0
ST I N B B 0 0 0 1 (20 1 1.2 0
F) 0 0 1(1.9 1 1.2 0 0
TP 0 0 0 0 1 (6.3 1 11.1
1, 4 e 1 (16 1 11 0 0 3(5.9 3 35 0
e I 1 (L6 1 1.1 0 0 1 (20 1 12 0
1E2TYH 0 0 0 1 (20 1 12 0
HEE LA i 0 0 0 1 (20 1 12 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

AE causality is based on judgement of investigators.
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Adverse events possibly or probably related to trial drug given in main or extension by system organ class and preferred term - safety
analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E R N %) E R
IR SRRV IV - 0 0 1 (1.9 2 2.3 0 1 (6.3 1 11.1
I S A 0 0 1 (1.9 2 23 0 1 (6.3 1 1L.1
NGy i b 0 2 (17 2 10 1 (1.9 1 1.2 0 0
Bl RE N A 0 2 (L7 2 1.0 0 0 0
Foe s It IR A RE A T E 0 0 1 (1.9 1 1.2 0 0
B, EES X ORERARHOBAE 0 0 0 3 (59 3 3.5 0
W (BRBIORY) —-T2ET)
TR D AR 0 0 0 1 (20 1 1.2 0
JE B A g 0 0 0 1 (20 1 1.2 0
BT R 0 0 0 1 (20 1 1.2 0
B RS R 1 (L6 1 1.1 1(0.8 1 05 0 0 0
S b 1(1.6) 1 1.1 0 0 0 0
iI=liss 0 1 (0.8 1 0.5 0 0 0
Mg, HOERES X OVERR k& 0 1 (0.8 1 0.5 1(1.9 1 1.2 0 0
WX 0 0 1(1L9 1 12 0 0
A IS O e 8 i T 0 1 (0.8 1 05 0 0 0
H L Ok bEE 0 0 1(1.9 2 2.3 0 0
H 0 0 1(1.9 1 1.2 0 0
Hg 0 0 1(1.9 1 1.2 0 0
JERYMIEFS L OVEF A2 HUE 0 0 1 (19 1 1.2 0 0
L Y 0 0 1(1.9 1 1.2 0 0
BB L ORK R E 0 1(0.8 1 05 0 0 0
R EAFIR 0 1 (0.8 1 05 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

AE causality is based on judgement of investigators.

MedDRA version 21.0.
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Adverse events possibly or probably related to trial drug given in main or extension by system organ class and preferred term - safety
analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N (%) E R N (%) E R N %) E R N (%) E R
AFER R L OLEREE 0 1 (08 1 05 0 0 0
FLEEYE 0 1 (0.8 1 05 0 0 0
e 0 0 0 1 (20 1 1.2 0
Koy EhE 0 0 0 1 (220 1 1.2 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

AE causality is based on judgement of investigators.

MedDRA version 21.0.
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12: Adverse events possibly or probably related to trial drug given in main by system organ class and preferred term - safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E R N (%) E R

Subjects exposed 61 120 52 51 16
Total patient years 94. 83 194. 53 86. 79 85. 77 9. 04
All possibly or probably 17 (27.9) 38 40.1 37 (30.8) 121 62.2 19 (36.5) 42 48.4 20 (39.2) 49 57.1 4 (25.0) 5 55.3
related adverse events
PR R p 5 (8.2 11 11.6 10 (8.3) 45 23.1 2 (38 2 2.3 5(9.8 8 9.3 1 (6.3 1 11.1

S 2 (3.3 7 7.4 6 (5.00 37 19.0 2 (3.8 2 23 1 (20 2 23 0

FEIED 2 (3.3 2 2.1 2 (L7 3 15 0 2 (3.9 4 471 1 (6.3 1 11.1

TR SR 1 (16 1 11 0 0 2(39 2 2.3 0

368 ARAE 0 1 (0.8 2 10 0 0 0

fEIR 0 1 (0.8 2 10 0 0 0

BB 1 (16 1 1.1 1 (0.8 1 05 0 0 0
EQ-@E’B&%}SIU&E?M&@ 6 (9.8 10 10.5 8 (6.7 11 5.7 8 (15.4) 14 16.1 9 (17.6) 12 14.0 1 (6.3 1 11.1

R VR 0 4 (3.3 4 2.1 4 (7.7 6 6.9 2 (39 2 23 0

VESHEAL PN H af. 2 (3.3 3 3.2 1 (08 1 0.5 2 (3.8 2 23 2 (3.9 2 23 0

I T7 2 (3.3 2 2.1 2 (L7 2 1.0 2 (3.8 2 23 1 (20 2 2.3 0

e SRz 2 1(1.6) 1 1.1 1(0.8 2 1.0 0 1 (200 1 1.2 0

S AL SO 0 1 (0.8 2 1.0 1 (1.9 1 1.2 0 0

A NERR 1 (16 1 11 0 1 (L9 1 12 1 (20 1 12 0

PRI 1 (L6 1 1.1 0 0 1 (2.0 1 12 0

NE WAk ek 0 0 0 2 (3.9 2 23 0

A LTIV PR 0 0 1 (19 1 12 0 0

TATIR B O UE 0 0 1 (1.9 1 L2 0 0

S ZE A 1 (16 1 1.1 0 0 0 0

S i 1 (L6 1 1.1 0 0 0 0

AL AR 0 0 0 1 (20 1 1.2 0

L3 0 0 0 0 1 (6.3 1 1L.1
R R IR A 4 (6.6) 6 6.3 8 (6.7 18 9.3 3 (5.8 8 9.2 2 (3.9 2 23 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

AE causality is based on judgement of investigators.
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Adverse events possibly or probably related to trial drug given in main by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E R N %) E R
7Y a~EZ o 0 2 (L7 3 15 1 (L9 2 23 0 0
SEREY A 1 S 2 (3.3 2 2.1 1(0.8 2 1.0 0 0 0
TI=VT ) NTURT 0 2 (L7 2 10 1 (L9 1 12 0 0
= 7 —E8h
7 L7 F okl ARE S 0 3 (2.5 3 15 0 0 0
—E i
A~ N o R N 0 0 1 (19 3 3.5 0 0
M7 NTYRAT 7 52— 1 (16 1 11 1 (0.8 1 0.5 0 0 0
B Han
RE R 1 (L6 1 11 0 0 1 (20 1 12 0
BN 0 1 (0.8 1 0.5 0 1 (20 1 12 0
y—INEINV T RT 0 1 (0.8 1 0.5 0 0
= 7 —E8h
SHE R A B 0 1 (08 1 05 0 0 0
IRANY 8 el T 0 1(0.8 1 05 0 0 0
A > 2 Y 1 (16 1 11 0 0 0 0
M7 A~ AT a 0 0 1 (L9 1 12 0 0
M e UL e N 0 1 (08 1 0.5 0 0 0
DERQ TIEE 0 1 (08 1 05 0 0 0
DX T s 0 0 1(1.9 1 L2 0 0
BV TF=r e 20T T 0 1(0.8 1 0.5 0 0 0
v AR
F ifn ERELHE N 1 (16 1 11 0 0 0 0
T EAS RIS KOS ALk o 3 (49 4 42 9(7.5 10 5.1 5(9.6) 7 8.1 7 (13.7) 12 14.0 0
BAHivE 1 (L6 1 1.1 4 (3.3 4 2.1 1(1.9 1 1.2 50098 5 58 0
R B L 1(1.6) 1 1.1 0 1 (1.9 1 L2 1 (20 1 1.2 0
REHENR 0 0 0 2 (39 3 35 0
e 0 2 (17D 2 10 1(1.9 1 1.2 0 0
(RS TEN 1 (L6 1 11 0 0 1 (20 1 12 0
i PR 0 0 1 (L9 1 1.2 1(20 1 1.2 0
KT 0 1 (0.8 2 10 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

AE causality is based on judgement of investigators.
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and preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N %) E R N %) E R N %) E R N %) E R
BAF M 0 0 1(1.9 1 1.2 0 0
RERier) 0 0 1 (L9 1 12 0 0
A 1 (1.6 1.1 0 0 0 0
VU RE DZETE 0 1(08 1 0.5 0 0 0
iz 0 0 1(1.9 1 1.2 0 0
DU e A R 0 0 0 1 (20 1 12 0
MEMIRZEH 0 1 (0.8 1 0.5 0 0 0
J2 G5 KO T ik b 3 (4.9 4.2 8 (6.7 12 6.2 2 (3.8 3 3.5 0 0
9 0 1 (08 2 1.0 0 0 0
AR AR 0 1 (0.8 2 10 0 0 0
HE N AE R 0 2 (L7 2 1.0 0 0 0
EHPEZ ) FEE 1 (1.6 2.1 0 0 0 0
JIR IR 1 R 0 1(0.8 2 1.0 0 0 0
BHEPR H 1. 1 (1.6) 1.1 0 1 (L9 1 12 0 0
BRMEVRS A ha 7 ¢ — 0 1 (0.8 1 0.5 0 0 0
W EAE 0 1 (0.8 1 0.5 0 0 0
FIWLE RSB 0 0 1 (19 1 12 0 0
FZOF Hiff 0 0 1(1.9 1 L2 0 0
TR RLI5 1 (1.6 1.1 0 0 0 0
1 Ji e e 0 1 (08 1 05 0 0 0
E A3 0 1 (0.8 1 05 0 0 0
H I b 0 5 (4.2) 10 5.1 1 (1.9 1 L2 3 (5.9 3 35 0
I 0 1 (0.8 1 0.5 0 2 (3.9 2 23 0
DA PRI 0 1 (0.8 3 1.5 0 0 0
1PN 7S 0 1 (0.8 2 10 0 0 0
R 0 2 (1.7 2 1.0 0 0 0
T 0 1 (0.8 1 0.5 0 0 0
3 0 1 (0.8 1 05 0 0 0
N AS PRI 0 0 0 1 (20 1 12 0
{EH% 0 0 1(1.9 1 L2 0 0

%:
an event in the given system organ class at least once
AE causality is based on judgement of investigators.

Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event,
R: Event rate per 100 patient years at risk

MedDRA version 21.0.
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Adverse events possibly or probably related to trial drug given in main by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N (%) E R N (%) E R N (%) E R N %) E R
BE, PER X OWEAOHE 0 3 (2.5 4 2.1 1 (1.9 1 L2 2 (3.9 3 3.5 0
P15 0 2 (L7 3 115 1(1.9 1 112 1 (20 1 12 0
L8 1% A OFHE 0 0 0 1 (200 2 2.3 0
B e 0 1 (0.8 1 05 0 0 0
Rt kO E 1 (16 1 11 3 (2.5 4 2.1 0 2 (39 2 23 1(6.3 1 11.1
U BRI E 1 (16 1 L1 2 (L7 2 1.0 0 0 0
RIRATE 0 1 (0.8 2 10 0 0 0
B L AT u— /L E 0 0 0 1 (20 1 12 0
P IR TP 0 0 0 0 1 (6.3 1 11.1
Pt 0 0 0 1 (20 1 12 0
AR fi 0 1 (0.8 1 0.5 1 (19 1 L2 1 (200 1 1.2 1 (6.3 1 11.1
AR Rz A 0 1 (0.8 1 0.5 0 0 0
ST I N BB 0 0 0 1 (20 1 1.2 0
i) 0 0 1(1.9 1 1.2 0 0
TP 0 0 0 0 1 (6.3 1 11.1
1. 4 i 1 (1.6 1 1.1 0 0 3 (5.9 3 35 0
e I 1 (16 1 11 0 0 1 (20 1 12 0
1ETYH 0 0 0 1 (20 1 12 0
S NEAHEAR i 0 0 0 1 (20 1 L2 0
aEARIA e 0 2 (17 2 10 1 (L9 1 L2 0 0
Bl RE N A 0 2 (L7 2 1.0 0 0 0
Foe s It IR IR RE A T E 0 0 1 (1.9 1 L2 0 0
B RS R 1 (L6 1 1.1 1(0.8 1 05 0 0 0
Sk 1 (16 1 11 0 0 0 0
REAIF 0 1 (0.8 1 0.5 0 0 0
MER 2R, ERIS X OVERR 0 1 (0.8 1 0.5 1 (L9 1 L2 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

AE causality is based on judgement of investigators.
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nn8640/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:07:41 — t_ae_sum_4054e. sas/t_prae_all_main_sum_sas_4054e. txt



Module 2.7.6 Page 206 of 283

Adverse events possibly or probably related to trial drug given in main by system organ class and preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N %) E R N (%) E R N %) E R N (%) E R
WX 0 0 1(19 1 L2 0 0
I R 0 PP R S {5 A 0 1 (08 1 05 0 0 0
HF L OkKkEE 0 0 1 (1.9 2 23 0 0
H 0 0 1(1.9 1 1.2 0 0
Hg 0 0 1 (1.9 1 1.2 0 0
B, CEPERS JOGER AR OB AE 0 0 0 2 (39 2 23 0
M (BRBIORY) —-T2ET)
JEJEC A A g 0 0 0 1 (20 1 1.2 0
EMERAT R 0 0 0 1 (20 1 1.2 0
JRYWE 3 L OVE R HUE 0 0 1 (1.9 1 L2 0 0
L Y 0 0 1 (1.9 1 1.2 0 0
[IRG SRRV INIAEA - 0 0 0 0 1 (6.3 1 11.1
1fL 0 e A 0 0 0 0 1 (6.3 1 1L.1
BB L OUR I b 0 1 (08 1 05 0 0 0
G S 0 1 (0.8 1 0.5 0 0 0
AR B L ORLEREE 0 1(0.8 1 05 0 0 0
LI 0 1 (0.8 1 0.5 0 0 0
gl 0 0 0 1 (20 1 1.2 0
Ky B 0 0 0 1 (20 1 12 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

AE causality is based on judgement of investigators.

MedDRA version 21.0.
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13: Adverse events with start date in extension possibly or probably related to trial drug given in main or extension by system organ class and
preferred term - safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N %) E R N %) E R N %) E R N %) E R

Subjects exposed 55 114 52 51 2%

Total patient years 55.16 114. 97 51.55 51.13 1. 66

All possibly or probably 13 (23.6) 28 50.8 20 (17.5) 41 35.7 9 (17.3) 13 25.2 11 (21.6) 45 88.0 0

related adverse events

—f% - BEHFEESIOERERNMO 5 (9.1) 7 12.7 5 (4.4 14 12.2 1 (1.9 1 1.9 5(9.8 8 156 0
Y MV A 2 (3.6) 3 5.4 2 (1.8 11 9.6 1 (L9 1 19 0 0
W5 1 (1.8 1 1.8 1(09 1 09 0 1 (20 2 39 0
RE MR ks 0 0 0 1 (2.0 3 5.9 0
[EEapE i 1 (1.8 1 18 0 0 1 (20 1 20 0
RIHME R 1 (1.8 1 18 1 (09 1 0.9 0 0 0
S ZE 1(1.8) 1 1.8 0 0 0 0
ST SO 0 1(09 1 09 0 0 0
TE SR R 0 0 0 1 (20 1 20 0
s 0 0 0 1 (200 1 20 0

e S i 3 (55 8 14.5 3(26) 3 26 1(1.9 4 7.8 4(7.8 8 156 0
SER 1 (1.8 5 9.1 1 (09 1 09 1 (1.9 4 7.8 2 (3.9 5 9.8 0
FEMED 1 (1.8 1 1.8 1 (0.9 1 0.9 0 1 (2.0 2 3.9 0
S SRR 2 (36 2 36 0 0 1 (20 1 20 0
fEIR 0 1 (09 1 0.9 0 0 0

H I ke 0 1009 1 09 0 1 (20 18 352 0
B 0 1(09 1 09 0 1 (20 9 176 0
T 0 0 0 1 (2.0 5 9.8 0
32 0 0 0 1 (20 2 39 0
g - 0 0 0 1 (2.0 2 3.9 0

T R IR A 3 (5.5 6 10.9 7(6.1) 10 8.7 2 (3.8 2 3.9 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

AE causality is based on judgement of investigators.

MedDRA version 21.0.
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Adverse events with start date in extension possibly or probably related to trial drug given in main or extension by system organ class and
preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N (%) E R N (%) E R
7Y a~Es e v RN 1 (1.8 1 18 1(09 2 L7 0 0 0
p 7 v7F R ARE T 0 2 (1.8 2 1.7 0 0 0
—E#m
i = N o RN 1 (1.8 1 18 0 1 (19 1 19 0 0
TI=UT ) NTURT 0 1(09 1 0.9 0 0 0
= 7 —E8h
JHE R A B 0 1(09 1 09 0 0 0
IRANY % el T 0 1(09 1 09 0 0 0
M7 NIV RAT 72— 1 (1.8 1 18 0 0 0 0
PN
A > 2 ) 8N 1 (1.8 1 18 0 0 0 0
ifi. H SR B EE N 0 1 (09 1 0.9 0 0 0
DEMQTEE 0 1(09 1 09 0 0 0
DX T s 0 0 1 (1.9 1 L9 0 0
BV TF=r e 20T T 0 1(09 1 0.9 0 0 0
AR
IR 1 (1.8 1 18 0 0 0
SEERE A 1 S 1 (1.8 1 18 0
T EAS R KOS ARk 5 3 (55 4 1.3 0 1 (L9 1 1.9 2 (3.9 3 59 0
AR 1 (1.8 1 1.8 0 0 1 (20 2 39 0
BAfiZ 0 0 0 1 (20 1 20 0
R B 1 (1.8 1 1.8 0 0 0 0
A3 B AR 1 (1.8 1 18 0 0 0 0
5 P 0 0 1(1.9 1 1.9 0 0
iR 1 (1.8 1 1.8 0 0 0 0
J2 G5 KOV T ik b 0 4 (3.5) 5 4.3 1(1.9 1 1.9 0 0
AR AR 0 1 (09 2 17 0 0 0
I 0 1 (09 1 09 0 0 0
JIBIE Ik R 0 1(09 1 09 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

AE causality is based on judgement of investigators.

MedDRA version 21.0.
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Adverse events with start date in extension possibly or probably related to trial drug given in main or extension by system organ class and
preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N (%) E R N (%) E R N %) E R N (%) E R
BHELR H 1. 0 0 1 (L9 1 19 0 0
E A3 0 109 1 09 0 0 0
BE, PEB X OB A PHE 0 2 (1.8 2 17 1 (19 1 L9 1 (20 2 39 0
15 0 1 (09 1 0.9 1(1.9 1 L9 0 0
L8 1% A OFE 0 0 0 1 (20 2 39 0
B e 0 1 (09 1 09 0 0 0
Rk X OvReskEE 1 (1.8 1 1.8 2 (1.8 2 1.7 0 1 (20 1 20 0
U BRI I E 1 (1.8 1 18 2 (1.8 2 1.7 0 0 0
B L AT — VIE 0 0 0 1 (20 1 20 0
B, BB IXOEMAHOHE 0 0 0 3 (5.9 3 59 0
M (EBRBIORY) —-T2ET)
AR BAENEE 0 0 0 1 (200 1 20 0
JEJEC A A g 0 0 0 1 (20 1 20 0
R AT R 0 0 0 1 (20 1 20 0
B RS R 1 (1.8 1 18 1 (09 1 09 0 0 0
Sk 1 (1.8 1 1.8 0 0 0 0
REAIF 0 1 (09 1 09 0 0 0
AR P 0 1(09 1 09 0 1(20 1 20 0
AR Rz A 0 1 (09 1 0.9 0 0 0
ST I N BB 0 0 0 1 (20 1 20 0
M L OV > RS 0 0 1 (1.9 2 39 0 0
I VR e A 0 0 1(1.9 2 39 0 0
1fn. A2 B 1 (1.8 1 1.8 0 0 0 0
i I 1 (1.8 1 18 0 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

AE causality is based on judgement of investigators.

MedDRA version 21.0.
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Adverse events with start date in extension possibly or probably related to trial drug given in main or extension by system organ class and
preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N % E R N %) E R N (%) E R N %) E R N % E R

MR, MRS K OVERR R 0 1 (09 1 09 0 0 0

e R 2 T 5% S f A 0 1(09 1 09 0 0 0
BB L ORI E 0 1(09 1 09 0 0 0

BIHARIR 0 1 (09 1 09 o0 0 0
e 0 0 0 1 (20 1 20 0

ROy EE 0 0 0 1 (220 1 20 0
PN 53 UARE 0 0 1(19 1 1.9 0 0

foeFE I R R IR B RBAS T E 0 0 1 (1.9 1 1.9 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

AE causality is based on judgement of investigators.

MedDRA version 21.0.
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14: Adverse events with start date in extension possibly or probably related to trial drug given in main by system organ class and preferred term

- safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan
N (%) E R N %) ) (%) ) %) R (%) E R
Subjects exposed 55 114 52 51 2%
Total patient years 55.16 114. 97 51.55 51.13 1. 66
All possibly or probably 10 (18.2) 19 34.4 16 (14.0) 27 23.5 5 ( 9.6) 9.7 8 (15.7) 15 29.3 0
related adverse events
R PR IR A 2 (3.6) 3 5.4 6 (5.3 9 7.8 2 (3.8) 3.9 0 0
7Y a~Es e v RN 0 1(09 2 L7 0 0 0
7 L7 F ok ARE S 0 2 (1.8 2 1.7 0 0 0
—EH#m
TI7=VTI /) NTURT 0 1(09 1 0.9 0 0 0
= 7 —E8
SHE R A B 0 1(09 1 09 0 0 0
i MR R 0 1(09 1 09 0 0 0
BT NTYRAT 74— 1 (1.8 1 18 0 0 0 0
BN
A7 N o RN 0 0 1 (1.9 1.9 0 0
DERQTIEE 0 1 (09 1 09 0 0 0
DX T s 0 0 1 (1.9 1.9 0 0
BV TF=r e VT T 0 1 (09 1 0.9 0 0 0
AR
R ERED 1 (1.8 1 8 0 0 0 0
SEERE A 1 S 1 (1.8 1 18 0 0 0 0
PR R b 2 (3.6) 7 1227 2 (1.8 2 1.7 0 2 (39 3 59 0
SR 1 (1.8) 5 9.1 0 0 0 0
FEIED 1 (1.8 1 18 1 (09 1 0.9 0 1 (20 2 3.9 0
T SRR 1 (1.8 1 1.8 0 0 1 (20 1 20 0
TR 0 1(09 1 09 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or

an event in the given system organ class at least once
AE causality is based on judgement of investigators.
MedDRA version 21.0.

R: Event rate per 100 patient years at risk

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in

extension

nn8640/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:07:39 — t_ae_sum_4054e. sas/t_prae_ext_main_sum_sas_4054e. txt
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Adverse events with start date in extension possibly or probably related to trial drug given in main by system organ class and preferred
term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N %) E R N (%) E R N (%) E R N %) E R N (%) E R
&Q c AHEERLORSEMO 3 (5.5 3 5.4 2 (1.8 2 1.7 0 3 (59 4 1.8 0
97 1 (1.8 1 1.8 1 (09 1 09 0 1 (20 2 39 0
NE WA Ak ek 0 0 0 1 (20 1 20 0
e phvE ST 1(1.8 1 1.8 0 0 0 0
A AR 0 0 0 1 (20 1 20 0
N LE 1 (1.8 1 L8 0 0 0 0
Y v 0 1(09 1 0.9 0 0 0
J2 G5 KOV T ik b 0 4 (3.5) 5 4.3 1 (1.9 1 1.9 0 0
2R i M R 0 1 (09 2 17 0 0 0
=Y 0 109 1 09 0 0 0
JIB I I R 0 1(09 1 09 0 0 0
BIELR H 1. 0 0 1 (1.9 1 L9 0 0
E A3 0 1 (09 1 09 0 0 0
BE, PER X OWEAOHE 0 2 (1.8 2 17 1 (1.9 1 L9 1 (20 2 39 0
15 0 1 (09 1 0.9 1(19 1 L9 0 0
WLiE % A OHE 0 0 0 1 (20 2 39 0
B e 0 1 (09 1 09 0 0 0
Rk X Ok E 1 (1.8 1 1.8 2 (1.8 2 1.7 0 1 (20 1 20 0
U BRI I E 1 (1.8 1 18 2 (L8 2 1.7 0 0 0
B L AT a— U IiE 0 0 1 (20 1 20 0
T EAS R KOS ARk b 5 2 (3.6) 3 54 0 0 0 0
R R 1 (1.8 1 1.8 0 0 0 0
A B AR [ 1 (1.8 1 18 0 0 0 0
e 1 (1.8 1 1.8 0 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

AE causality is based on judgement of investigators.

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in
extension.

nn8640/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:07:39 — t_ae_sum_4054e. sas/t_prae_ext_main_sum_sas_4054e. txt
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Adverse events with start date in extension possibly or probably related to trial drug given in main by system organ class and preferred
term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N (%) E R N %) E R N (%) E R N (%) E R N (%) E R
H Ik 0 1(09 1 09 0 1 (20 1 20 0
L 0 1 (09 1 0.9 0 1 (20 1 20 0
JHRHE 7 p 1 (18 1 1.8 1(09 1 09 0 0 0
Sk 1 (1.8 1 1.8 0 0 0 0
REAIF 0 1 (09 1 0.9 0 0 0
AR pas 0 1(09 1 09 0 1 (20 1 20 0
AR R4 0 1 (09 1 0.9 0 0 0
ST I N BB 0 0 0 1 (20 1 20 0
B, BB XOEMAHOHE o 0 0 2 (3.9 2 39 0
M (BRBLIORY) —T2ET)
JE B A g 0 0 0 1 (20 1 20 0
R AT R 0 0 0 1 (20 1 20 0
1fn A2 e 1 (1.8 1 1.8 0 0 0 0
i I 1 (1.8 1 18 0 0 0 0
WER 2R, ERIS I OVHERR [ 0 1(09 1 09 0 0 0
AR RS I PP R S {5 0 1 (09 1 09 0 0 0
BB L OR K E 0 109 1 09 0 0 0
R EIAFRIR 0 1 (09 1 09 0 0 0
gl 0 0 0 1 (200 1 20 0
K5y B 0 0 0 1 (200 1 20 0
NG5 i b 0 0 1(1.9 1 1.9 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

AE causality is based on judgement of investigators.

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in
extension.

nn8640/nn8640-exploratory/susae002_20191119_er
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Adverse events with start date in extension possibly or probably related to trial drug given in main by system organ class and preferred
term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan -
N % E R N % E R N (%) E R N %) E R N (%) E R
foeFE M F R IR RE AR T E 0 0 1 (L9 1 1.9 o0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

AE causality is based on judgement of investigators.

MedDRA version 21.0.

*Subjects 216003 and 455004 in the Norditropin/— treatment arm discontinued trial drug in main and were not exposed to trial drug in
extension.

nn8640/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:07:39 — t_ae_sum_4054e. sas/t_prae_ext_main_sum_sas_4054e. txt
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15: Adverse events with start date in extension possibly or probably related to trial drug given in extension by system organ class and preferred
term - safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan
N % E R N % E R N (%) E R N (%) E R
Subjects exposed 55 114 52 51
Total patient years 55.16 114. 97 51.55 51.13
All possibly or probably 13 (23.6) 28 50.8 20 (17.5) 41 35.7 8 (15.4) 12 23.3 10 (19.6) 43 84.1

related adverse events

&E&“'éﬁ’[‘ﬁ%i&i(ﬁf&ﬁ-?wﬁ@ 5(9.1) 7 12.7 5 (4.4) 14 12.2 1 (L9 1 1.9 5(9.8) 8 15.6
Y MV 2 (3.6) 3 5.4 2 (1.8 11 9.6 1 (19 1 19 0
5 1 (1.8 1 18 1 (09 1 09 0 1 (2.0 2 3.9
sl gk Rl 0 0 0 1 (2.0 3 5.9
BRI E 1 (1.8 1 18 0 0 1 (20 1 20
A NERR 1 (1.8 1 1.8 1 (09 1 0.9 0 0
S ZE A 1 (1.8 1 1.8 0 0 0
S SO 0 1(09 1 09 0 0
TSR A 0 0 0 1 (200 1 20
s 0 0 0 1 (20 1 20
PR R b 3 (55 8 145 3 (2.6 3 2.6 1(1.9 4 7.8 3(59 6 11.7
S 1 (1.8) 5 9.1 1 (09 1 0.9 1 (1.9 4 1.8 2 (3.9 5 9.8
SR B 2 (3.6) 2 3.6 0 0 1 (200 1 20
FEIED 1 (1.8 1 18 1 (09 1 0.9 0 0
fEIR 0 1 (09 1 0.9 0 0
H I ke 0 1(09 1 09 0 1 (200 18 35.2
L 0 1 (09 1 09 0 1 (2.0 9 17.6
T 0 0 0 1 (2.0 5 9.8
i3 0 0 0 1 (20 2 3.9
M - 0 0 0 1 (20 2 3.9
R R IR A 3 (5.5 6 10.9 7(6.1) 10 8.7 2 (3.8 2 3.9 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

AE causality is based on judgement of investigators.

MedDRA version 21.0.

nn8640/nn8640-exploratory/susae002_20191119_er
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Adverse events with start date in extension possibly or probably related to trial drug given in extension by system organ class and
preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan
N (%) E R N (%) E R N (%) E R N %) E R
7Y a~E s a8 1 (1.8 1 18 1 (09 2 L7 0 0
7 L7 F okl ARE S 0 2 (1.8 2 1.7 0 0
—EH#m
i N o R N 1 (1.8 1 18 0 1 (1.9 1 L9 0
TI=UT ) NTURT 0 1(09 1 0.9 0 0
= 7 —EH
JHE R A B 0 1(09 1 09 0 0
IRANY % el T 0 1009 1 09 0 0
M7 NTVRAT 72— 1 (1.8 1 18 0 0 0
PN
A > 2 ) 8N 1 (1.8 1 18 0 0 0
ifi. H SR R EE N 0 1 (09 1 09 0 0
LM Q TILE 0 1 (09 1 0.9 0 0
DX T s 0 0 1 (L9 1 19 0
BV TF=r e 20T T 0 1(09 1 0.9 0 0
AR
IR EED 1 (1.8 1 1.8 0
2 A = s 1 (18 1 18 0 0
WS RIS L OSSRk 3 (6.5 4 7.3 0 1(1.9 1 1.9 2(39 3 59
AR 1 (1.8 1 1.8 0 0 1 (200 2 3.9
BAfiZ 0 0 0 1 (20 1 20
R B 1 (1.8 1 1.8 0 0 0
A3 B AR 1 (1.8 1 18 0 0 0
5 P 0 0 1(1.9 1 1.9 0
i 1 (1.8 1 1.8 0 0 0
J2 G5 KO T Rk b & 0 4 (3.5) 5 4.3 1 (1.9 1 1.9 0
AR AR 0 1 (09 2 17 0 0
SIE 0 1 (09 1 0.9 0 0
JI I 1 R 0 1(09 1 09 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

AE causality is based on judgement of investigators.

MedDRA version 21.0.

nn8640/nn8640-exploratory/susae002_20191119_er
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Adverse events with start date in extension possibly or probably related to trial drug given in extension by system organ class and
preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan
N (%) E R N (%) E R N (%) E R N %) E R
BHEPR H 1. 0 0 1 (L9 1 19 0
E A3 0 1 (09 1 09 0 0
BE, PER X OWEAOHE 0 2 (1.8 2 1.7 1 (19 1 L9 1 (200 2 3.9
15 0 1 (09 1 0.9 1(1.9 1 L9 0
L8 A OHE 0 0 0 1 (20 2 3.9
B e 0 1(09 1 09 0 0
Regtds L OV E (1.8 1 1.8 2 (1.8 2 1.7 0 1 (2.0 1 20
U R AE 1 (1.8 1 18 2 (L8 2 17 0 0
B L AT — UIE 0 0 0 1 (20 1 20
B, EESXORERARHOBAE 0 0 0 3(59 3 59
Y (FTRBLIORY) -7 2ETr)
TR D A 0 0 0 1 (200 1 20
JEJEC A g 0 0 0 1 (20 1 20
MR AT bR 0 0 0 1 (20 1 20
B RS R 1 (18 1 1.8 1(09 1 09 0 0
Sk 1 (1.8 1 1.8 0 0 0
REAIF 0 1 (09 1 0.9 0 0
AR P 0 1(09 1 09 0 1 (20 1 20
AR Rz A 0 1(09 1 0.9 0 0
ST I N S B A 0 0 0 1 (200 1 20
M L OV > RS 0 0 1 (1.9 2 39 0
I R S A 0 0 1 (1.9 2 39 0
1fn A2 BeE 1(1.8 1 1.8 0 0 0
i I 1 (1.8 1 18 0 0 0

%: Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event, or
an event in the given system organ class at least once, R: Event rate per 100 patient years at risk

AE causality is based on judgement of investigators.

MedDRA version 21.0.

nn8640/nn8640-exploratory/susae002_20191119_er
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Adverse events with start date in extension possibly or probably related to trial drug given in extension by system organ class and

preferred term — safety analysis set

MedDRA system organ class Placebo/ somapacitan/ Norditropin/ Norditropin/
Preferred term somapacitan somapacitan Norditropin somapacitan
N % E R N % E R N (%) E R N %) E R

FEIREE . MRRIs K OMERmkE S 0 1 (09 1 09 0 0

e R 2 T 5% S f A 0 1(09 1 09 0 0
T L ORI 0 1(09 1 09 0 0

A RSER 0 1 (09 1 09 o0 0
e 0 0 0 1 (20 1 20

Koy B 0 0 0 1(2.00 1 20

%:
an event in the given system organ class at least once
AE causality is based on judgement of investigators.
MedDRA version 21.0.

Percentage of exposed subjects having the event, E: Number of adverse events reported, N: Number of subjects having the given event,

or
R: Event rate per 100 patient years at risk

nn8640/nn8640—exploratory/susae002_20191119_er
19NOV2019:10:07:43 — t_ae_sum_4054e. sas/t_prae_ext_ext_sum_sas_4054e. txt
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16: Adverse events leading to withdrawal from trial product - randomised subjects

Treatment group Study Day/
(Main/ Sex (M/F)/ System Organ Class/ Onset Study period/ Recovered or Serious Severity
extension)/ Age (yrs)/ AE Preferred Term/ Date: Duration Recovering /MESI  /Causality main#¥* Action Taken
Subject ID BMI* (kg/m"2) no. Reported Term Time (days) (Y/N) (Y/N)  /Causality ext** main/extension
Placebo/ M/66/28. 0 9 ERmA/ 28AUG15 185/main/ N N/N Moderate/ Drug Withdrawn/
somapacitan HFB% 5 E5/ Unlikely/
126005 Elevated liver enzymes 3x

upper limit
Placebo/ M/52/29. 2 12 B, e X USEMIRBH O 29NOV16  558/extension N N/N Mild/ Not Applicable/
somapacitan Peast| (E%HﬁijZ()ﬁ‘) A / Unlikely/ Drug Withdrawn
204008 Eoie) Unlikely

7:§EP$H§Jk/

Enlargement of the
residual pituitary tumor

somapacitan/ F/29/41. 2 8 MR/ 26JUL16 457/extension N N/N Mild/ Not Applicable/
somapacitan 7 a~E s a v U amn/ / Possible/ Drug Withdrawn
109004 Increased hgb alc Possible
9 AFIEIE R IEE/ 26JUL16 457/extension N N/N Mild/ Not Applicable/
NEWiIE/ / Possible/ Drug Withdrawn
Worsening of fatty liver Possible
somapacitan/ F/35/29.5 14 W% 055 20SEP16  376/extension N N/N Moderate/ Not Applicable/
somapacitan Eﬁik&% / Unlikely/ Drug Withdrawn
552001 Unspecified follicular Unlikely
lesion at thyroid
Norditropin/  M/73/39.9 10 B, EHRS IO O 18AUG16  298/extension Y N/N Moderate/ Not Applicable/
somapacitan ZﬁéE#% (E%HﬁijZ()ﬁ‘) A /64 Unlikely/ Drug Withdrawn
116006 ) / Possible

Tﬁﬂllw)ﬂ PENE S/

Interval increase 78% in
size of residual pituitary
adenoma

AE no. : Adverse event number, BMI: Body mass index, Ext: Extension, F: Female, M: Male, N: No, Y: Yes, yrs: Years
*BMI at baseline

**%AE causality to trial product given in main and extension respectively is based on judgement of investigators.
MedDRA version 21.0.

nn8640/nn8640-exploratory/susae002_20191119_er
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Treatment group Study Day/
(Main/ Sex (M/F)/ System Organ Class/ Onset Study period/ Recovered or Serious Severity
extension)/ Age (yrs)/ AE Preferred Term/ Date: Duration Recovering /MESI  /Causality main¥* Action Taken
Subject ID BMI* (kg/m"2) no. Reported Term Time (days) (Y/N) (Y/N)  /Causality ext¥* main/extension
Norditropin/ M/68/23. 3 2 BYE, BB XOGEMAHO  27APR16: 146/main/ N Y/N Severe/ Dose Not Changed/
somapacitan B (FEHEB I ORY —7 10:30 Unlikely/ Drug Withdrawn
211004 BoEte) / Unlikely

T B/

Multiple myeloma
Norditropin/ — M/29/34.6 4 —fi - REWER LOREE 01APRI6  330/cxtension Y N/N Mild/ Not Applicable/
somapacitan IVADEIN: S /201 Probable/ Drug Withdrawn
403001 5/ Probable

Fatigue temporally related

to growth hormone

administration (worse just

prior to next dose)
Norditropin/  M/60/28.0 1 AR L OeakpEE 14FEB17: 177/main/ y N/N Mild/ Drug Withdrawn/
- KRR/ 09:17 60 Probable/
216003 Diabetes mellitus
Norditropin/  F/39/26.7 2 FEYMIETS KL OV A HUE/ 09DEC15: 87/main/ Y N/N Moderate/ Drug Withdrawn/
- BHEd/ 08:00 17 Unlikely/
303005 Acute gastroenteritis
Norditropin/ M/45/34. 2 8 MiRB LY /R RfEE/ 18DEC15: 236/main/ Y Y/N Severe/ Drug Withdrawn/
- A/ 08:30 21 Probable/
455004 Hemoconcentration (high

hematocrit, hemoglobin and

red blood cell count)
AE no. : Adverse event number, BMI: Body mass index, Ext: Extension, F: Female, M: Male, N: No, Y: Yes, yrs: Years

*BMI at baseline
**%AE causality to trial product given in main and extension respectively is based on judgement of investigators.
MedDRA version 21.0.

nn8640/nn8640-exploratory/susae002_20191119_er
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Adverse events leading to withdrawal from trial product - randomised subjects

Treatment group Study Day/
(Main/ Sex (M/F)/ System Organ Class/ Onset Study period/ Recovered or Serious Severity
extension)/ Age (yrs)/ AE Preferred Term/ Date: Duration Recovering /MESI  /Causality main¥* Action Taken
Subject ID BMI* (kg/m"2) no. Reported Term Time (days) (Y/N) (Y/N)  /Causality ext** main/extension
Norditropin/ — M/49/25.7 1 B ¥ J OV P kb 080CT15 10/main/ Y Y/N Severe/ Drug Withdrawn/
- T =M E R/ 16 Unlikely/
505004 Exacerbation of atopic

dermatitis

AE no. : Adverse event number, BMI: Body mass index, Ext: Extension, F: Female, M: Male, N: No, Y: Yes, yrs: Years

*BMI at baseline

**%AE causality to trial product given in main and extension respectively is based on judgement of investigators.

MedDRA version 21.0.

nn8640/nn8640-exploratory/susae002_20191119_er
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Module 2.7.6

Page 222 of 283

2.7.6.8 NN8640-4043
2.7.6.8.1 R PRE BRI 2=

Trial registration ID-number : UTN : Ul111-1152-3664

NCT02382939 IND number : 116327

EudraCT number : 2014-000290-39

Japanese registration number : JapicCTI-152850

RERDIZRE -

b MR AVEY (WGH) TIHRFET ORRAMERVE WA SIE (AGHD) BEZ xR E LT, 26 H[H
BT DY ~T7 % (NNC0195-0092) D 1 B4 5002244 % Norditropin FlexPro ™ 1 A 1 [El[#5- & kb
R ERRNE 2 e DN S N T I N =1 N A) NS Soh R

BRERERS
AR OIGRE(EEAT 26 4 ThHh o7 (Bhiak 144) . AlBROBAFT L AT HEAN (signatory
investigator) (ZLA T DY -

Sweden.

AREMENE
ARUIRIT 6 6] 26 ik CHME STz, 26 BT < CCHIRE D 27 U — =2 7 ROB SR~ OIS
0K/ H U CHITDRE, Frv—s 3R, 7T YA SR, KA 3R, AT =—F
3. S : S MR, P - 7 ik

DNRXE (GIAXE) -
A PR AR S AR R X T ORI 2 L,

SRERHEART DI —X:
AERBHAA H % 3a fH

A OWERE OWIEIKRE : 2015452 7 12 A
A DOWERE OMERE 201542 H 27 H

ARERHE T R

% DYBRE DRGERBE 1 201641 A 4 A
Cut-off date :

F—A_R—21v7 201642 H 25 H
B :

FEBH:

e 1HI1EH G OhGHEAI TIHEHEF DAGHDEE Z x4t L LT, 26 M&ZE 5GBTS Y~ 7 v % o Dil
[l ¥ 5- DR 22 5 5,

BEREE R

e 1HI1EH G OhGHEAI TIHEHEF DAGHDEE Z x4t L LT, 26 M&ZE 5GBTS Y~ 7 v % o Dil
(1P 5- DR I FE 2 Rl 5,

BERAE

AFRBRIT. hGH RUA) T O AGHD BFE 255 & LT, 2638 (26 OG- T2 1O

wash-out il 5% 7 %) OV~ & i 1 [BHEE D% 4 % Norditropin FlexPro @ 1 H 1 [Al$¢ 5 & i
MEtd 2 2k dem, ERRSEE, EAEREI AT, FEER, WATHR, SRR Th o7z, ARBR
X, 1 H 1 [EIOES & 1 RIOFEFICEE Ui e g2 b3 5720, FEEMmE L,
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Ft 92 BlOPERFE 2 F 0 FH1F = 2:1 (Y~ 7% : Norditropin FlexPro) C, Y~ 7% XZ
Norditropin FlexPro ¢ 26 M DO F G- (8 [l 0 H & FHE I % . 18 WM oo H EAERs I (AR IZEI
7. EAERFIVATICREW T, 2 004 (AR ZoOMolE) | Ml (B2t LUOBERRA
ORRE FERIFOZWH Y /72 L) TRERILTZ,

PO 8N IWT, 2L, 28M S L ICHERE AT o7, REHEEILSETER Lz, ¥
ebb, HEMEOKSIZ4EH -7 QB 48, 6 L) . HEMEIX, 1AV VKRR T
-1 (IGF-D F¥E(RZE (SD) AaTIZHESWTERY | IGF-1SD A a7, Tyt H o wklal &4 5
W24 27 07470275827 5 (IWRS) 127 v 77— Faful, #BREIH T, IGF-1 DR R
TR EREMICHRE Sh R o7, PEREIE. Al O HERFEAER S 1M +3 H&IZ IGF-1 KO
A URERER RS E B-3 (IGFBP-3) I H O MG IRARER I D 72 D123k L=, 8 D& &
TR (HEREEZIT-125E) | SFEBREOHEZBEE L L, AEFERNHE LIGE. IBRET
Rl Y ~ 73 % > X% Norditropin FlexPro D FHE D& 4 7 & L7z (BAEDHENS 25% T D, Hin
R ES )

SER U@ SN HERES

it 926l AGHD BENIEIELHIV 1T S, BBREORGE2Z T, 2055 86 HINREREZE T Lz
(1 BNFHEARAT DT DI 52 I L2720, IRBREOBR 25T LIWBRE L85 plcdh o7z, 72
B, YHEREIIRBRE T L, ) .

B IR - B L7 it e Bl Th o7z, SREIBITH Y, BRI TR 3720 o 72, 2BITEESE
GO7HHIEL (TROZEMEOEROEEZ M) | 40IIHBREOR LHEICEI I LT,

BB DR & fRNTxHB4EH]
Norditropin Somapacitan Total
N (%) N (%) N (%)
Screened 98
Randomised 31 (100.0) 61 (100.0) 92 (100.0)
Exposed 31 (100.0) 61 (100.0) 92 (100.0)
Completed trial 28 ( 90.3) 58 ( 95.1) 86 ( 93.5)
Completed treatment 28 ( 90.3) 57 ( 93.4) 85 ( 92.4)
Withdrawn from trial 3 ( 9.7 3 ( 4.9) 6 ( 6.5)
- Adverse event 1 ( 3.2) 1 ( 1.0) 2 ( 2.2)
- Withdrawal by subject 2 ( 6.5) 2 ( 3.3) 4 ( 4.3)
Full analysis set 31 (100.0) 61 (100.0) 92 (100.0)
Safety analysis set 31 (100.0) 61 (100.0) 92 (100.0)

N: Number of subjects, %$: Percentage of randomised subjects

PHRUVEELGHEANELE

FAEIREE .

o  MEWIIARRA. £ : 18kl b, 79T (A E B 5)

PLFOHEIEDOWNT NS T 5 GHD B% -

a.  FBRAMARIE : FEMZEA, UK FERA, SMBRROALE ., b BRE S UTIMEYERG IR (TBD) 72
CIZX Y GHD LzWrShi-wirg (M, IR LvE o RZIE (FERAEER TIE) &0
BEFE DV

b, /NEHIBE - NRINCERME, E\atE, R SUTERPRMEERIZ L Y GHD &2l S -y

o R VU—=27D6% A (180H LEFK) LLEANIZ, AGHD &2t b

o XU VU—=27D6#sH (180 H &LiEF) LLEFING, h\GHEA O G251 Tn5

o  HEVEAE|IV AT 90 HLLERTND ., FOMOD BT LR ZIEICKHT B0 E LT ARV A
FREEZ T TS (RBREEEROHENIC L 5)  GE4T2558)
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FEBRIVEZEE
o EMEEIGOBEE DN D 2 HERE, 722U LT ORAEZRS
— FEBEERZNEOUER, b U <I3EEOA BRI B EKHIE O /FT e etk e 0 125
AN

— BEEWNEMENEE T A MR OEEICERT % GHD BE ThH Y . BEEFEAFHMN SEU EH D 2
&IV E ORISR STV DI
o BESELINIC, FEAPRIE X IIZ OM o BETEE NI 5 2 AR UIER SO TR R il 2 %
. DOLITFICEES T 2808 - BEABI VT RT12 4 A (365 H EEFR) LINIZ, FRAMRE
V3 Dt o> BAESHZE NAEIE OB K OBERERD SR E, RNV Lid, it o 2E 0
MRI XX CT A% v L DR S, CEL SN TR IT IR 5720, EITD MRI XX CT A%
Y oAL, BAELEID AR » H (270 H EEF) DINICEf SAvTW i iud e 5 7en
SHER xR EFDERTE DIERL
AGHD L, VY~ VX N LDIEROM G LR LMD 1 2EEZHND T Enn, RRBRICHAA
noiniz, REEERBRA~OSMENIAIEDTIENLZENL L TND Z E B RIET D720, Dl Lty
6 » J [ hGH 8K D 5-% %1 T\ D AGHD BRE D HZ A AT, BRI+ 25 Yy ~7 v
RGOV R OBENECET DB HR A2 D720, MR E 32 AGHD & 2l Az,

HERE., AERUVERESAE, Oy FES

1REREE . VY~ 7> % PDS290 (10mg/1.5mL) | fZ F#&h, Y~ % 0%, PDS290 (/AR VT 1 A
TR K VB EINTZT VT 00 RARUHRIEASR) & HWTHE 1 [BIEZ F#5 Lz,

P 5071k - QIR o F B FHEE F i 4 ([ E A B QISR - 21T - 72, SO O A ERE%IT (HE
LT 7256) « FSEBREOMELEE L Lz, HEHEICO VWL, WRIEOHEEZZR, vy b

=5 HAMAE
A 26 A GE 1 [8)
Norditropin FlexPro : 2638 (1 H 1[=)

XEBE, AERVEEAE. Oy FES

XL © Norditropin FlexPro (10 mg/1.5mL) | &5 (Y~ Fr ') , Norditropin FlexPro (/78
JIVF 4 AT X VBRI NT-T L7 4V RRUBIEAS) #HAWC 1 H 1 EEZ FRE L,

Beh 55 - 8 I O H B E % I EEH &I C ISR G 21T o 72, 8O REDHERFE®RIT (H
EMBELIToTHE) | FEREOHELEE L L, HEHEIZOWTIE, I8RTEDOHEEZSH, =y

FMES R

B - A

EHUHY—TY FRq Vb

o IBHEEREOTEE (TSQM) OAIT (REOHE, FUEHL SR RIEHELER 27) D
—2TA v (WEEAFIY ) D HEGHEE TIET QoA DZkR

A . et
TS5AR)—TRKRA bk
o  HEFRS (FEHEMILUSEET) OR—2AT A4 UnbEGHMKTRE T Q6 M) ORIHEE
thUF)—IT U FRA 2+
o UUTOHAONR=ZATA b TRET (268M) OZ1L :
— H{RATH
- {AE
INA BN A
B (MR, MR A LR, ZEiERFmbEiE, ZEIERA 2 ) > EHIREETO B
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MAusERE (%B) . A AU UHEBE (IR)  (HOMA #5840 MUY HbAlc)
o PLY~TFLEUHURDMEL
o T U= NNIRENE DR HEE

WMEtFE -

ERZRB A OFEHIZ L TRy, Hil « B2 BRI AL, MR CTRR 15%3 1R - BT 5 & ARE

L. 90 FlOHERFE M Y ~ 7 2 % L #E & Norditropin FlexPro #£12E] U {117 Fb3 2:1 THAELE V fHF S b

X oFHE L7z,

R DI SREICIT 9261 (Y~ 7% : 61 4], Norditropin FlexPro # : 31 i) Z&bi-, L4

PERRNT IR, R OMHTIGEM L FAl—Th o7z,

T5AR)—IT O RRAU b+ (REM)

o TIA=V—xr RKRA L NOFHIIE, FEBHEHEEZHAWTIT o (FEES NS EE
Te) DR—=ZAFTA UGB TR ET QMM ORBHE) , IGHEEOYEBG-) bR
IS T Q7M) TR LT R COEHFEFRRELFMCE O, AEFRIT. K5,
Medical Dictionary for Regulatory Activities (MedDRA) #:'E BRI FE M OFEARGERNZER LTz, HIE
FE IR L ORBEBER LA OREE 7T — 4 2 B DA FFRO—EE2 R G HKOWERE = & I/ERK
L7z,

ZEMREAVF ) —TFRA Vb

o TRTOEEMDOEH XY —x RIRA L FOFHIL,

MR A T —T U FRA Vb

TSQM A7 DR—RA T A (BEEAEID A1) HOREHFK TR ET Q6HM) OZ&{L&EIX. hGH

BUHRN T 21T T D AGHD BEFIZRB W T, 26 D Y~ 7 v & O 1 [BI15% 5 O 1R T B % G

T5 FEIRBER) OIS, BE#% 17 L0268 THIE Sz TSQM 2 a7 (FRIROZhE,

FIEEME B OV 2 0 /e B A 2 77) O bElE, #G-8E, GHD ZIERL, MERI, g, K OWER & H

WOLZHEERZNT, XR—=2AT7 A VEEHERL LT, ZNOHTRTERENTAN TG L5, B

B UBEIEICRT 2IREGET /L (MMRM) TN 7z, #EBRFE N OME D IR LRIEICKT3 2 E8hicx L,

HERGEIL P HATHNZARGE LTz, 2O MMRM 2B, G5 TRR (5% 2600H) TOY <72 o kR

Norditropin FlexPro [F] DRI ZZHEE L. *HET 5 95%EHHKE LK N pEE KT RARA > MI2OWT

FAE L7, E5I2, TSQM (PROGAEZE) OF X TORERIC OV TRLR & A AV TR L 7=,

fth o 5T 18 B

o VT UK KOhGH OMiFHEE CEMENEDOFEAMN) 7o & N IGF-1 X N IGFBP-3 (3717 11E
FOFHN) 122\ T, Glilkiit&Es VGG L7,

n

CibfEA R T o 72,

b=}

HEBREER

7t 92 51> AGHD BEDEERIEDOE -2 T 1= (B 5061, 2otk 42 61) . 3461 (37%) OHEERF /N
HIFJE GHD Th v ZEME - 2561 (27.2%) . F55ME - 96 (9.8%) 1 . 581 (63.0%) IFZARAWIZHID
TWrsni-, wE RO hGH H&EIZ05mg/H Tholz, WREFIZT > ~—2, AT z—F o,
KA, 770 A, EEKROHANSHAAN Iz, AGHD BED S4F23A N, 18BN T T N TH
o7z (2D H 1THINBRAERE) . 77 0 ZAAHERE 20 BlO NFERORBEIL, Bfllc L @ESh
o7,

SRS 0 493 5% (e ME - 1973%, OKIE @ 775%) « PR E @ 81.7kg (e/ME : 46.8 kg, R KIE :
151.2kg) . ¥ BMI : 28.6 kg/m? (/M @ 19.3 kg/m?, f KfE : 42.4 kg/m?)

NR—=R T A AMEIZDOWT, BHRER CERARMICERD & 538 WIEA LR Do T2, 5522 IR M i K& O
A A AMEIFIEEEFAN TH > 72, Norditropin FlexPro BED 1 I3 — R T A VREZHERIF &2 HE L

776

Norditropin FlexPro IS H
Glucose mean (SD) | 5.39 (0.72) mmol/L 5.34 (0.69) mmol/L
Insulin mean (SD) | 77 (54) pmol/L 90 (79) pmol/L
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R—=R T A VIRFIZHLY ~ 7 T Z R EHT hGH HURITRR H S e o 72,
BEFEIE R OR3P R, B B EMTH D AGHD BRE A KM L7=b D Th - 7=,

ANMEDHER -
FE R R OSEE R I X R OFRIT X GE ISV T\ D (Y~ v & U8 ¢ 61 3], Norditropin FlexPro £ : 31
)

WG & b IGF-1 OFE TR 28 L TR S, Y ~7' v 2 Ol 1 FIERG23XFFT 550
Tholz, 5% 260 IGF-1SD A 27 O Y ~ 72 & & O Norditropin FlexPro #f Clrl£k

Thote [V~ F 8022 (0.89) . Norditropin FlexPro #f : 0.35 (0.82) ] , IGF-ISD A =7

DI IA2 BB X2 o T,

#5126 BIZFB\WT, 1 A 1[50 hGH 854 THEHE H 0 AGHD % T3 Norditropin FlexPro @ 1

H1EEG L TY~7 VX Ol 1 [F#E 51T L0 FEEICERL T D EE X Bz, TSQM O
FEER 27 (N=X T A ) bEGHFE TR E TCOZEE) ORGHBOZTHFEFICAERE TH
ST,

B H#26EIZ 3T, TSQMOD AR D ZhH B ORI 72 1B HRI L O A 2 713 B G REM ClRIECTd o
7oo TBRDNRKR OB R ED A 2T (N—=2A T A4 Vb EGHMKE TRE TOZLE) 125
W, BHHE ORI RABETA N o T,

ZEMHDIER

AGHD BEIZKT 5 Y~ 7o Z Ol 1 BIOKER THE Q26 HH) OREMITIRLGTHY . BIK
HIIZRIRE & 72 LRI RFTAREOREITR D bivikro T,

AGHD #BE CHOLNT-HEFLRIT. V~TF & DOl 1 B 5 } O Norditropin FlexPro @ 1 H 1 [B[#%
HCRtkCTH-7 (T8 . DY) KO TBEYR) %) . RSSO EFELIL. 1 H3UT 260
PERE T LT oW S, BEREEIIRE IIHEETh oo, Koo FFFS (19814, 83%)
X, TRBREEE ORERRIE (72 L) SHESHT,

FECIEHE SNRnoTo, FICHERTREEFENFES (MESD I PHITE A2WEEZRAIER D%
VY (SUSAR) (TRE S e o7z,

THOEERAEERBRES N (66]) . Y~F ¥ (41F) & Norditropin FlexPro #f (3 1)
DO B NREWNIA SN oT, TRTOEERAEFEFRICBW T, IBRELEMIC XI55k
HEDORERRIE (720 SHESHE, TSR 2588 U7 1B, #%IC TIREGRE) &%
L7-Z & ZpE&, EERAERESZ 2 BRI ERE 1TV e o7z,
2EINEEEZODICHBREZTIE L (FRE1IF, Y~T VX8 TEIE] RO TR
| | Norditropin FlexPro # : [HEJ5E ) | [MEIR) | [AEEIEE) KO T8 ) o Bz dik
LEEAFEFERITIWTL, [BREEEMICEVEREE ORRBERIL (o ez, HED
WEICE > A FFGUI R -T2,

HEREGZ RS LI298E 0I5 1Z, Norditropin FlexPro it & bl L C Y ~ 7 v ¥ U RECTEN -T2
(V<=7 % 85361 (86.9%) 159 1, Norditropin FlexPro £f : 21 ] (67.7%) 811f) , AEHES
DHALREHE H 7 Y OFBUEIL, Norditropin FlexPro £ & [l LT Y <~ 7V ¥ U HETORD o 72
(Y~ % 8 5142 14/100 A\ « 45, Norditropin FlexPro £f : 530.8 4/100 A « &) . &HHE CTH
HINTAFEES (10% ) X, mEe & T&RFEgER] | [80FE) KO BEF) THhh, Zhbo
HE AR LRE OBA L OB H 720 ORBERIT, Y~V F UL T
Norditropin FlexPro #f Ciin o 70, Y~ 7 U2 URECle b MM Tl Svi- 55403 TEIEE)
(82%) ThH o7z,

a2t (18%) DAEFESIL, IERE(LIEMIC L 0 IEREK L ORBEEMEN THY ] T [WiErtdH
V1 EHIESIN (BHECHEINFERT. Y . TEJNE) RO HEHEEMN) ) . &5
FEZBWT, TR TOFEREGIIKT HIRRRIE L ORI EEREN THY ) UL TAReEH Y ) CHES
NIAEFGOEGIIRE T -T2 (Y~ 8 159 19 29 14, 18%. Norditropin FlexPro
BE 8L 131, 16%) . TRBRIEE OREBIRN TA[EEMESH V| LHE S A EFRE R L-
WERFE DEIE )3, Norditropin FlexPro £ (9.7%) LMWL TY~7 T X U8 (148%) TwEholc, Z
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D=, BRI OREERN TFEEMESH D | K [ | LHESNEAEES 25D,
IO DOHFEFESEREL L 72453 ©%| 513 Norditropin FlexPro £ (19.4%) Ll L CY~7 ¥
VHE (262%) TEI< 2ol

ZENEREMAEAE, 4 > AU > T HbAlc DX—RA T A 2D OZLITRD HivT, HGRERECRIELT
oo T, REBRMIR PIH 72 ITHE R IE 2 38 0E L 7o B o5 1372 0o 72,
WTNOEGRHICEB N TS, SIRETR, (KE, NA Xt > (GHER JRER T & Ok ) |
DERNXITERREEBIZOWT, A7 U —= 27N D OERIIZERD H 5 2 LIT5RD S mn
<77,

AR T, P1Yy~7 ¥ UHURXIIPLhGH PURIIR L SN o Tz,

JRFTARNE . VY~ 722 REO61H2FZ 38U TIFE OB D VRS ERALSOGAS #E S vz (T iinfE
FOVTHHI] ) o WTFHILOFEGIZOWTHERRICIE L 25 b O TIEHARW EHIE I N,

EIRDHE -

AGHD B#F 6T 2Y ~ 7 2 Ol 1 BIOAER THE (26 H#]) OXREMIZRIFTHY . K
FINZ I & 72 5 2 e TR T AR ORGSR b ho T,

BEMET v 7 7 AT, TNETIZET Lis Y~ 7 V¥ v OiERREER & O Norditropin FlexProl H 1

F# 5 LR TH -T2,

AR T, 1Y~ 7 ¥ UPUE TP hGH FURIER T S vz o 7z,

W50 & b IGF-1 O3B 28 L TR S, Y~ 732 ol 1 Bl 5-2 27 T2 6 0
THoT,

1 B 1[5 $: 5 OhGHELH] TIH F O AGHD 34 CldNorditropin FlexPro® 1 H 1[m[# 5- & bl L T Y~ 7' v
& OBREHEE 1T X0 FEEICEN T2, TSQMOFEMED 2 2 7 OF 5RO 23R A
HTholo, TSQMDIBIEDZHF I OVERERE 7 B 2 A 2 7 13 & G TRk Th o 7o,

AHBRIT, ~LURES Q013410 H) KOVICH-GCP (199645 H) . 1SO 14155 )2 TV FDA 21 CFR
312.120 Z 857 L CE e S iz,




Module 2.7.6

Page 228 of 283

27682 AEZERICHAT %
4043 RO FEFRICEHT 2K EZRR—T LV IRT,
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1: Adverse events by system organ class and preferred term - safety analysis set

MedDRA system organ class Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R

Subjects exposed 31 61 92

Total patient years 15. 26 30. 92 46. 18

All Adverse Events 21 (67.7) 81 530.8 53 (86.9) 159 514.2 74 (80.4) 240 519.7

JERYLIER K OVFA hE 12 (38.7) 18 117.9 23 (37.7) 30 97.0 35 (38.0) 48 103.9
S HEA 8 (25.8) 11 72.1 12 (19.7) 13 42.0 20 (21.7) 24 52.0
TR I 0 2 (3.3 3 9.7 2 (2.2) 3 6.5
ATz 0 2 (3.3 2 6.5 2 (2.2) 2 4.3
H B 0 2 (33 2 6.5 2 (2.2) 2 4.3
FRIE 1 (32 1 6.6 1 (1.6 1 3.2 2 (2.2) 2 4.3
=13 0 2 (3.3 2 6.5 2 (2.2 2 4.3
7 A JL A G 0 1 (16 1 3.2 1 (1L 1 22
I e e BE e R 1 (32 1 6.6 0 1 (1L 1 22
T RGE Y 0 1 (1.6 1 3.2 1 (1L 1 22
i I e L SR 0 1 (L6 1 3.2 1 (L 1 22
U AR 1 (32 1 6.6 0 1 (L 1 2.2
FEMRAE 1(32 1 6.6 0 1 (1L 1 22
ETFRE 0 1 (1.6 1 3.2 1 (L 1 2.2
GBI 1 (32 1 6.6 0 1 (1L 1 22
B kY 0 1 (1.6 1 3.2 1 (L 1 2.2
RV [ 1 (32 1 6.6 0 1 (1L 1 22
A ANEE/ S 0 1 (1.6 1 3.2 1 (L 1 22
i3 1 (32 1 6.6 0 1 (L 1 22
i Rees 0 1 (1.6 1 3.2 1 (1L 1 22

FRE R P 10 (32.3) 17 111.4 13 (21.3) 19 61.4 23 (25.0) 36 78.0
A 6 (19.4) 10 65.5 7 (11.5) 11 35.6 13 (14.1) 21 45.5

N: Number of subjects having the given event, or an event in the given system organ class at least once
E: Number of adverse events reported, R: Event rate per 100 patient years

%: Percentage of exposed subjects having the event

MedDRA version 18.1

nn8640,/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:06:48 — t_ae_sum_4043. sas/t_ae_org cl_sum_sas_4043. txt
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MedDRA system organ class Norditropin Somapacitan Total
Preferred term N (%) E R N %) E R N (%) E R
O gy 0 4 (6.6) 4 12.9 4 (4.3 4 8.7
FEMED F W 3(9.7 3 19.7 1 (1.6 1 3.2 4 (4.3 4 87
HEREJIkEE 1 (32 1 6.6 1 (1.6 1 3.2 2 (2.2) 2 4.3
JECRE SRR 1 (32 1 6.6 0 1 (L 1 2.2
fEAR 1(32 1 6.6 0 1 (1L 1 22
SEIE 0 1 (1.6 1 3.2 1 (L 1 22
TFAR R 0 1 (1.6 1 3.2 1 (1L 1 22
WL B 1 (32 1 6.6 0 1 (LD 1 22

— % - REFEER L O GENL O EE 9 (29.0) 9 59.0 15 (24.6) 20 64.7 24 (26.1) 29 62.8
it 5 (16.1) 5 32.8 6 (9.8) 7 22.6 11 (12.0) 12 26.0
W E 1 (382 1 6.6 4 (6.6) 5 16.2 5 (5.4 6 13.0
LAy 1 (32 1 6.6 2 (3.3 2 6.5 3 (3.3 3 6.5
FATHRB O W E 0 1 (1.6) 2 6.5 1 (L1 2 43
FEEN 0 2 (3.3 2 6.5 2 (2.2) 2 4.3
LI 0 2 (3.3 2 6.5 2 (2.2) 2 4.3
A VTN PR 1 (32 1 6.6 0 1 (11 1 22
SN 1 (32 1 6.6 0 1 (L 1 22

H e E 3(9.7 4 26.2 17 (27.9) 23 74.4 20 (21.7) 27 58.5
T 0 4 (6.6) 4 12.9 4 (4.3) 4 8.7
T 0 2 (3.3 3 9.7 2 (2.2) 3 6.5
REER 0 2 (3.3 2 6.5 2 (2.2 2 4.3
M P 1 (32 1 6.6 1 (1.6 1 3.2 2 (2.2 2 4.3
i 0 2 (3.3 2 6.5 2 (2.2 2 4.3
Nl MEE 0 1 (L6 1 3.2 1 (L 1 22
L, 0 1 (1.6 1 3.2 1 (L1 1 22
T A T IR R 0 1 (L6 1 3.2 1 (L 1 22

N: Number of subjects having the given event, or an
E: Number of adverse events reported, R: Event rate
%: Percentage of exposed subjects having the event
MedDRA version 18.1

event in the given system organ class at least once,

per 100 patient years,

nn8640,/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:06:48 — t_ae_sum_4043. sas/t_ae_org cl_sum_sas_4043. txt
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MedDRA system organ class

Preferred term

Norditropin

N %)

Somapacitan

N %)

Total

(%)

B R A
W E 2%
mERd
E2g)

KIBRY —7
K

T NGIE R
157 I 1.
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(EEA

RS R d KL OV B LAk IR E

B

T B
i
15 PR
it
BAHTEAR
AR
VU s
R
T B EiE
2PN
ik

H R AR
IREEHEN

(3.2

.2)
.2)

—~~

O OOHHODODDODO—O
wW w

(16.1)
(3.2
(3.2

(3.2

OO OOO—OHHO DN
—~
w
Do
~

— W

(9.7
(3.2

SIS
oo

DO DN

(1.6)

—_ = O O = O
A~~~ AN~~~
ot onlenlanla

e 2

—_

== O = = O DN =D WO
W= W 0w

O

=

—_
(o3}
=

(13.1)
( 4.9)

w o

=
DO DO DO DN

—_
— bt e e e ek e ek e

DO DO DO

DO — DN W o1
—_
R
Q1D O1 3D DN
—
— e = = = DD D DD 3 O

—_

>—~
SRR

DO D

AN AN AN AN AN AN AN AN AN N N

Do

NN AN AN AN N AN N N N N S N
— o= = = = = = N NN RO

—

—~
=~ Do

b e e e
e e
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Do
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— = Ol
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N: Number of subjects having the given event, or an
E: Number of adverse events reported, R: Event rate

%: Percentage of exposed subjects having the event

MedDRA version 18.1

event in the given system organ class at least once
per 100 patient years

nn8640/nn8640-exploratory/susae002_20191119_er

19NOV2019:10:06:48 — t_ae_sum_4043. sas/t_ae_org cl_sum_sas_4043. txt
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MedDRA system organ class Norditropin Somapacitan Total
Preferred term N (%) E R N %) E R N (%) R
m 7 L7 F ok AR —8Hn 0 3(49 3 9.7 3 (3.3 3 6.5
y—TNE IV NT AT =T —B N 2 (6.5 2 13.1 0 2 (2.2 2 4.3
TANRGEXUET I ) VT AT 2T — 0 1 (1.6 1 3.2 1 (L 1 22
BN
TI=UT 2 TR T 2T =B 1 (32 1 6.6 0 1 (L 1 22
RIVE MERE 1(32 1 6.6 0 1 (1L 1 22
M4 > 2 Y 4 0 1 (16 1 3.2 1 (1) 1 22
mA AV o AR 1 (32 1 6.6 0 1 (L 1 22
e B v LD 1 (32 1 6.6 0 1 (1L 1 22
M=/ a b o e 0 1 (L6 1 3.2 1 (L 1 22
M A R R AR V| R 0 1 (1.6 1 3.2 1 (L 1 2.2
SRERME R 2R ) 0 1 (1.6) 1 3.2 1 (1) 1 22

BE, hER I OLESIHE 2 (6.5 2 13.1 7 (11.5) 8 25.9 9 (9.8) 10 21.7
ABEN 0 1 (1.6 2 6.5 1 (L1 2 4.3
ALE A DFE 0 1 (1.6 1 3.2 1 (11 1 22
FAEG 0 1 (1.6) 1 3.2 1 (L1 1 2.2
Al 0 1 (1.6 1 3.2 1 (L1 1 22
HAE| 0 1 (1.6) 1 3.2 1 (1L 1 22
EAHE 0 1 (1.6 1 3.2 1 (1L 1 22
i 1 (32 1 6.6 0 1 (L 1 22
A MR s 1 (32 1 6.6 0 1 (L 1 22
e == 0 1 (16 1 3.2 1 (L 1 22

FE R 2 (6.5) 3 19.7 4 (6.6) 4 12.9 6 (6.5) 7 15.2
REERR f 22 1 (32 1 6.6 2 (3.3 2 6.5 3 (3.3 3 6.5
5 O 2 (6.5 2 13.1 0 2 (2.2) 2 4.3
Y AIRE 0 1 (1.6 1 3.2 1 (1L 1 22

N: Number of subjects having the given event, or an
E: Number of adverse events reported, R: Event rate

%:

Percentage of exposed subjects having the event

MedDRA version 18.1

event in the given system organ class at least once,

per 100 patient years,

nn8640,/nn8640-exploratory/susae002_20191119_er
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Adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Norditropin Somapacitan Total
Preferred term N (%) E R N %) E R N (%) E R
R 0 1 (1.6 1 3.2 1 (1) 1 22
F2RE R KOV gk 2 (6.5) 2 13.1 4 (6.6) 5 16.2 6 (6.5 7 15.2
Wi ESE 0 2 (3.3 2 6.5 2 (2.2) 2 4.3
95 1 (32 1 6.6 1 (1.6 1 3.2 2 (2.2 2 4.3
% ) FHIE 0 1 (1.6) 1 3.2 1 (L1 1 22
JTVi 8 0 1 (1.6 1 3.2 1 (1L 1 22
ERRE 1(32 1 6.6 0 1 (1L 1 22
P oo W Fi 3 (9.7 3 19.7 3 (4.9 3 9.7 6 (6.5 6 13.0
FR IR REAR T 2 (6.5) 2 13.1 1 (1.6) 1 3.2 3 (3.3 3 6.5
BMERIR RS IE R A 0 1(1.6) 1 3.2 1 (1L 1 22
ot FE M HOR AR REAR T E 1 (32 1 6.6 0 1 (L 1 2.2
BB RE R A2 0 1 (1.6 1 3.2 1 (1L 1 22
R 2R, MEREs L OMthm ks = 2 (6.5) 4 26.2 1(1.6) 1 3.2 3 (3.3 5 10.8
& i 1 (3.2 3 19.7 0 1 (1.1) 3 6.5
1 VEIRBE 1(32 1 6.6 0 1 (1L 1 22
I R 0 I A e 0 1(1.6) 1 3.2 1 (L 1 2.2
His KOk KR E 1 (32 1 6.6 3 (49 3 97 4 (4.3 4 8.7
[EHEE 8 F U 1 (32 1 6.6 1 (1.6) 1 3.2 2 (2.2) 2 4.3
o 0 1 (1.6 1 3.2 1 (11 1 22
AN PEEIFEMED F U 0 1 (1.6 1 3.2 1 (1L 1 22
BB L OWEHLE 0 3 (49 3 9.7 3 (3.3 3 6.5
FUR VT 0 1 (16 1 3.2 1 (LD 1 22
HRL PR 0 1(1.6) 1 3.2 1 (L) 1 22

: Number of subjects having the given event, or an
E: Number of adverse events reported, R: Event rate
%: Percentage of exposed subjects having the event
MedDRA version 18.1

event in the given system organ class at least once,
per 100 patient years,
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Adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Norditropin Somapacitan Total
Preferred term N (%) E R N %) E R N (%) E R
HIE K 0 1 (1.6 1 3.2 1 (1L 1 22
Bk K OYR K kEE 1(32 1 6.6 1(1.6) 2 6.5 2 (2.2) 3 6.5
HEPR K 0 1 (1.6 2 6.5 1 (L1 2 4.3
AT 1 (32 1 6.6 0 1 (L 1 2.2
TR IS O R 0 3(49 3 9.7 3 (3.3 3 6.5
A R e 0 1 (1.6 1 3.2 1 (1L 1 22
HIEEE 0 1 (1.6) 1 3.2 1 (1L 1 22
AR A #R 0 1 (1.6 1 3.2 1 (1L 1 22
Rt L OueasrEE 0 3(49 3 97 3(3.3 3 6.5
RE AT A 0 1 (L6 1 3.2 1 (L 1 22
BETLE 0 1 (1.6 1 3.2 1 (LD 1 22
KAV v AMAE 0 1 (L6 1 3.2 1 (L 1 22
JFNRIE R R 0 2 (3.3 2 6.5 2 (2.2 2 4.3
REAIE 0 2 (33 2 6.5 2 (2.2 4.3
AR f 1 (32 1 6.6 1 (1.6) 1 3.2 2 (2.2) 2 4.3
HIR Bz I 0 1 (1.6 1 3.2 1 (L 1 22
N AR 1(32 1 6.6 0 1 (1) 1 22
T 1 (3.2 2 13.1 0 1 (L) 2 4.3
LA L EN 1 (32 2 13.1 0 1 (1.1 2 4.3

N: Number of subjects having the given event, or an event in the given system organ class at least once,
E: Number of adverse events reported, R: Event rate per 100 patient years,

%: Percentage of exposed subjects having the event

MedDRA version 18.1
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2: Serious adverse events by system organ class, preferred term, and treatment group - safety analysis set
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MedDRA system organ class Norditropin Somapacitan Total
Preferred term N (%) E R N %) E R N (%) R

Subjects exposed 31 61 92

Total patient years 15. 26 30. 92 46. 18

All Serious Adverse Events 2 (6.5 3 19.7 4 (6.6) 4 12.9 6 (6.5) 15.2

H e E 1 (3.2 2 13.1 0 1 (1.1) 4.3
ST i 1 (32 1 6.6 0 1 (1.1 2.2
B I 1. 1 (32 1 6.6 0 1 (1.1 2.2

HE, hEB I OLESIHE 0 2 (3.3 2 6.5 2 (2.2 4.3
ALE A DFE 0 1 (1.6 1 3.2 1 (1.1 2.2
e == 0 1 (1.6 1 3.2 1 (1.1) 2.2

SR L ONRHLE 0 1 (1.6 1 3.2 1 (L1 2.2
LB K 0 1 (1.6) 1 3.2 1 (1.1 2.2

JFFREE R B 0 1 (1.6 1 3.2 1 (1.1 2.2
REFIE 0 1 (1.6 1 3.2 1 (1.1) 2.2

Bk K OYR KR E 1 (32 1 6.6 0 1 (1.1 2.2
B A T 1(32 1 6.6 0 1 (1.1 2.2

N: Number of subjects having the given event, or an
E: Number of adverse events reported, R: Event rate
%: Percentage of exposed subjects having the event

MedDRA version 18.1

event in the given system organ class at least once,

per 100 patient years,
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3: Severe adverse events by system organ class and preferred term - safety analysis set
MedDRA system organ class Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R
Subjects exposed 31 61 92
Total patient years 15. 26 30. 92 46. 18
All severe adverse events 2 (6.5) 26. 2 5 (8.2 8 259 7(7.6) 12 26.0
H IGhEE 1 (3.2 13.1 1 (16 2 6.5 2 (2.2) 4 87
TN 0 1 (1.6) 1 3.2 1 (1.1) 1 2.2
SRR 1 (3.2 6.6 0 1 (L1 1 2.2
5578 I 1. 1 (3.2 6.6 0 1 (LY 1 22
M 0 1 (1.6) 1 3.2 1 (1.1) 1 2.2
— % - EEREER X OGO TE 0 1 (1.6 1 3.2 1 (1L 1 22
) e 0 1 (1.6 1 3.2 1 (LY 1 2.2
SRS KO RRALE 0 1 (1.6 1 3.2 1 (L 1 2.2
B 0 1 (1.6 1 3.2 1 (L 1 22
JEYLRER L OV A thE 1 (3.2 6.6 0 1 (L1 1 22
[ i B BB A I 1 (3.2 6.6 0 1 (LY 1 2.2
JFREE SR 0 1 (1.6 1 3.2 1 (1L 1 22
EF JE 0 1 (e 1 3.2 1 (1 1 22
BE, PER L OWESDHE 0 1 (L6 1 3.2 L (L 1 22
WL A PHE 0 1 (1.6 1 3.2 1 (LY 1 22
RS R B 0 1 (1.6 1 3.2 1 (L1 1 22
A PSR 0 1 (1.6 1 3.2 1 (LY 1 22

N: Number of subjects having the given event, or an event in the given system organ class at least once
E: Number of adverse events reported, R: Event rate per 100 patient years,
%: Percentage of exposed subjects having the event

MedDRA version 18.1
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Severe adverse events by system organ class and preferred term — safety analysis set

Page 237 of 283

MedDRA system organ class Norditropin Somapacitan Total
Preferred term N (%) E R N %) E R N %)

B L ORI E 1 (32 1 6.6 0 1 (LD 2.2
G A 1(32 1 6.6 0 1 (LD 2.2

PN G i i 2 0 1 (16 1 3.2 1 (LD 2.2
RIS BB RE N A 0 1 (16 1 3.2 1 (1.1) 2.2

N: Number of subjects having the given event, or an event in the given system organ class at least once,

E: Number of adverse events reported, R: Event rate per 100 patient years,
%: Percentage of exposed subjects having the event
MedDRA version 18.1
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4: Moderate adverse events by system organ class and preferred term - safety analysis set

MedDRA system organ class Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R

Subjects exposed 31 61 92

Total patient years 15. 26 30. 92 46. 18

All moderate adverse events 8 (25.8) 19 124.5 16 (26.2) 32 103.5 24 (26.1) 51 110.4

JERYLE R L OV dE 1 (3.2 2 13.1 6 (9.8 7 22.6 7(7.6) 9 19.5
SIHEE S 1 (3.2 2 13.1 2 (3.3 3 9.7 3 (3.3 5 10.8
BR ) 0 2 (33 2 6.5 2 (22 2 43
A v IT 0 1 (1.6 1 3.2 1 (LD 1 22
A L A IS 0 1 (1.6 1 3.2 1 (1L 1 22

FRE R P 2 (6.5) 4 26.2 4 (6.6) 5 16.2 6 (6.5) 9 19.5
HEEJkEE 1 (32 1 6.6 1 (1.6 1 3.2 2 (2.2) 2 4.3
I 1 (32 1 6.6 1(1.6) 1 3.2 2 (2.2) 2 4.3
fEAR 1 (32 1 6.6 0 1 (11 1 22
e v 0 1 (1.6 1 3.2 1Ly 1 22
SEIE 0 1 (1.6 1 3.2 1 (1L 1 22
FAREIEE R 0 1 (1.6) 1 3.2 1 (L1 1 22
FEMED F W 1 (32 1 6.6 0 1 (1L 1 22

— % - BEFEER L O GENL O EE 2 (6.5 2 13.1 3 (49 5 16.2 5 (5.4 7 15.2
FiyaPnd 1 (32 1 6.6 2 (3.3 2 6.5 3 (3.3 3 6.5
it 1 (32 1 6.6 1 (1.6 1 3.2 2 (2.2 2 4.3
LI 0 2 (3.3 2 6.5 2 (2.2 2 4.3

fifs PR AR A 1 (32 1 6.6 3 (49 4 12.9 4 (4.3) 5 10.8
REEEEN 1 (32 1 6.6 1 (L6 1 3.2 2 (2.2 2 4.3

N: Number of subjects having the given event, or an event in the given system organ class at least once
E: Number of adverse events reported, R: Event rate per 100 patient years

%: Percentage of exposed subjects having the event

MedDRA version 18.1
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Moderate adverse events by system organ class and preferred term — safety analysis set

Page 239 of 283

MedDRA system organ class Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E N %)
TANRGEXUET I ) VT AT 2T — 0 1 (1.6 1 3.2 1 (L 1 22
L HN i
M7 V7 F ok AR —EHN 0 1 (16 1 3.2 1 (L1 1 22
MfavFa ko e R 0 1 (1.6 1 3.2 1 (LD 1 22
H R E 1 (32 1 6.6 3(49 3 9.7 4 (4.3 4 8.7
U R e A 0 1 (1.6) 1 3.2 1 (L 1 2.2
W 0 1 (L6 1 3.2 1 (L 1 22
T 0 1 (1.6 1 3.2 1 (11 1 22
M - 1 (32 1 6.6 0 1 (L 1 22
E R R L OSSRk E 2 (6.5) 3 19.7 0 2 (2.2 3 6.5
RN AEAR 1 (3.2 1 6.6 0 1 (LD 1 22
5 P Ig 1 (32 1 6.6 0 1 (1L 1 22
AN AT 1 (32 1 6.6 0 1 (L 1 2.2
BE, hER I OLESIHE 2 (6.5) 2 13.1 1 (L6 1 3.2 3 (3.3 3 6.5
b % % 1 (32 1 6 0 1 (L1 1 22
A MR s 1 (32 1 6.6 0 1 (L 1 22
e == 0 1 (1.6 1 3.2 1 (L1 1 22
FEappEE 1(32 1 6.6 2 (3.3 2 6.5 3 (3.3 3 6.5
5 O 1 (32 1 6.6 0 1 (L 1 22
REERR p 22 0 1 (1.6) 1 3.2 1 (1L 1 22
R 0 1 (1.6 1 3.2 1 (1) 1 22
Hi KOk KR E 0 2 (3.3 2 6.5 2 (2.2) 2 4.3
[Edis 6D F U 0 1(1.6) 1 3.2 1 (L) 1 22

N: Number of subjects having the given event, or an
E: Number of adverse events reported, R: Event rate

%: Percentage of exposed subjects having the event

MedDRA version 18.1

event in the given system organ class at least once,

per 100 patient years,
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Moderate adverse events by system organ class and preferred term — safety analysis set

Page 240 of 283

MedDRA system organ class Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E N (%) E R
AN PEEIFRME D F U 0 1 (1.6 1 3.2 (1.1) 1 2.2
T 1 (3.2 2 13.1 0 (1.1) 2 4.3
LB HL N 1 (3.2 2 13.1 0 (1.1) 2 4.3
SFEB X OWRHLE 0 1 (1.6 1 3.2 (L1 1 22
R TP 0 1 (1.6) 1 3.2 (.1 1 2.2
AR f 1 (32 1 6.6 0 (r.1)y 1 2.2
N AR 1 (32 1 6.6 0 (L1 1 22
PNy WA R 2 0 1 (1.6 1 3.2 (1.1) 1 2.2
FEOIR IR REA ™ E 0 1 (1.6 1 3.2 (1.1) 1 2.2
FERE R KO Mk 0 1 (1.6) 1 3.2 (.1 1 2.2
i ESE 0 1 (1.6 1 3.2 (.1 1 2.2

N: Number of subjects having the given event, or an event in the given system organ class at least once,

E: Number of adverse events reported, R: Event rate per 100 patient years,
%: Percentage of exposed subjects having the event
MedDRA version 18.1
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5: Mild adverse events by system organ class and preferred term - safety analysis set

MedDRA system organ class Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N %) E R

Subjects exposed 31 61 92

Total patient years 15. 26 30. 92 46. 18

All mild adverse events 18 (58.1) 58 380.1 44 (72.1) 119 384.8 62 (67.4) 177 383.3

JRYYIER K OVFA hE 11 (36.5) 15 98.3 18 (29.5) 23 74.4 29 (31.5) 38 82.3
SHFA R 8 (25.8) 9 59.0 10 (16.4) 10 32.3 18 (19.6) 19 41.1
TR I 0 2 (3.3 3 97 2 (2.2) 3 6.5
FRIHE 1 (32 1 6.6 1 (1.6 1 3.2 2 (2.2) 2 4.3
=13 0 2 (3.3 2 6.5 2 (2.2 2 4.3
A TINT 0 1 (1.6 1 3.2 1 (LD 1 22
T RGE Y 0 1 (16 1 3.2 1 (L 1 2.2
AN e B R 0 1 (1.6 1 3.2 1 (LD 1 22
S A% 1 (32 1 6.6 0 1 (L1 1 2.2
AEMRSE 1 (32 1 6.6 0 1 (1L 1 22
ETFRE 0 1 (1.6 1 3.2 1 (L1 1 2.2
GBI 1 (32 1 6.6 0 1 (11 1 22
LR Y 0 1 (1.6 1 3.2 1 (L1 1 2.2
HRIE B 1(32 1 6.6 0 1 (L1 1 22
HhH % 0 1 (1.6 1 3.2 1 (L 1 22
i3 1 (32 1 6.6 0 1 (L 1 22
i ResS 0 1 (1.6 1 3.2 1 (1L 1 22

FRE R P 8 (25.8) 13 85.2 8 (13.1) 13 42.0 16 (17.4) 26 56.3
IV 5 (16.1) 9 59.0 6 (9.8) 10 32.3 11 (12.0) 19 41.1
FEMED F W 2 (6.5 2 13.1 1 (1.6 1 3.2 3 (3.3 3 6.5
g 0 2 (3.3 2 6.5 2 (2.2) 2 4.3
JECRE SRR 1 (32 1 6.6 0 1 (L 1 2.2

N: Number of subjects having the given event, or an event in the given system organ class at least once
E: Number of adverse events reported, R: Event rate per 100 patient years

%: Percentage of exposed subjects having the event

MedDRA version 18.1
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Module 2.7.6

Mild adverse events by system orga

n class and preferred term — safety analysis set

Page 242 of 283

MedDRA system organ class Norditropin Somapacitan Total
Preferred term N (%) E R N %) E R N (%) E R
WL B 1 (3.2 1 6.6 0 1 (LD 1 22
BB L O Ak 3 (9.7 4 26.2 14 (23.0) 18 58.2 17 (18.5) 22 47.6
3N 2 (6.5 2 13.1 5 (8.2 5 16.2 7(7.6) 7 15.2
AR 1 (3.2 2 13.1 3 (4.9 3 9.7 4 (4.3 5 10.8
eI 0 2 (3.3 2 6.5 2 (2.2) 2 4.3
A 0 2 (3.3 2 6.5 2 (2.2) 2 4.3
5 P Jre 0 1 (1.6) 1 3.2 1 (1L 1 22
KT 0 1 (1.6 1 3.2 1 (1) 1 22
VU S e 0 1 (1.6) 1 3.2 1 (1L 1 22
e 0 1 (1.6 1 3.2 1 (1L 1 22
ety % 0 1 (1.6) 1 3.2 1 (1L 1 22
Pk 0 1 (1.6 1 3.2 1 (11 1 22
— % - REFEER L OG- ENL O EE 7 (22.6) 7 45.9 12 (19.7) 14 45.3 19 (20.7) 21 45.5
it 4 (12.9) 4 26.2 5 (8.2 6 19.4 9 (9.8) 10 21.7
LTSN 1 (32 1 6.6 2 (3.3 2 6.5 3 (3.3 3 6.5
FATRB O W E 0 1 (1.6) 2 6.5 1 (11 2 4.3
TN 0 2 (33 2 6.5 2 (2.2) 2 4.3
e E 0 2 (3.3 2 6.5 2 (2.2 2 4.3
A TN PR R 1 (32 1 6.6 0 1 (L 1 2.2
SN 1 (32 1 6.6 0 1 (L 1 22
H G E 1 (32 1 6.6 14 (23.0) 18 58.2 15 (16.3) 19 41.1
TR 0 2 (3.3 3 9.7 2 (2.2) 3 6.5
iz 0 3 (4.9 3 9.7 3 (3.3 3 6.5
REER T 0 2 (3.3 2 6.5 2 (2.2 2 4.3
i 0 2 (3.3 2 6.5 2 (2.2 2 4.3

N: Number of subjects having the given event, or an
E: Number of adverse events reported, R: Event rate
%: Percentage of exposed subjects having the event

MedDRA version 18.1

event in the given system organ class at least once,

per 100 patient years,
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Mild adverse events by system organ class and preferred term — safety analysis set

Page 243 of 283

MedDRA system organ class Norditropin Somapacitan Total
Preferred term N (%) E R N %) E R N (%) E R
Ny NEE 0 1 (1.6) 1 3.2 1 (L 1 2.2
A 1E R R 0 1 (1.6) 1 3.2 1 (L 1 2.2
WA E 4% 1(32 1 6.6 0 1 (1L 1 22
M1 PN R f 0 1 (1.6 1 3.2 1 (1L 1 22
KGRV —7 0 1 (16 1 3.2 1 (L 1 22
N 0 1 (1.6) 1 3.2 1 (L 1 22
HRAH 0 1 (1.6) 1 3.2 1 (1L 1 22
RN R 0 1 (1.6 1 3.2 1 (1L 1 22
R 0 1 (L6 1 3.2 1 (L 1 22

fifs PR AR A 3(9.7 6 39.3 5 (8.2 7 22.6 8 (8.7 13 28.1
y—TNE IV NT AT =T —B RN 2 (6.5 2 13.1 0 2 (2.2 2 4.3
m 7 L7 F ok AR S —8Hn 0 2 (33 2 6.5 2 (2.2) 2 4.3
IREEHEN 0 2 (3.3 2 6.5 2 (2.2 2 4.3
TI=UT 2 TR T 2T —E I 1 (32 1 6.6 0 1 (L 1 22
AT ERE 1 (3.2 1 6.6 0 1 (L1 1 22
A > 2 Y 4 0 1 (16 1 3.2 1 (1L 1 22
mA A U o A 1 (32 1 6.6 0 1 (1L 1 22
e B v LD 1 (32 1 6.6 0 1 (1L 1 22
1A R AR S L ) 0 1 (1.6) 1 3.2 1 (1L 1 22
SRERMIE R 2R ) 0 1 (1.6) 1 3.2 1 (L 1 2.2

BE, hER I OLESIHE 0 5 (8.2 6 19.4 5 (5.4) 6 13.0
ABEN 0 1 (1.6 2 6.5 1 (L1 2 4.3
FALEG 0 1 (1.6 1 3.2 1 (L1 1 2.2
Al 0 1 (1.6 1 3.2 1 (L 1 22
HAE 0 1 (1.6 1 3.2 1 (1L 1 22
EHE 0 1 (1.6 1 3.2 1 (1L 1 22

%:

MedDRA version 18.1

: Number of subjects having the given event, or an event in the given system organ class at least once,
: Number of adverse events reported, R: Event rate per 100 patient years,
Percentage of exposed subjects having the event
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Mild adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Norditropin Somapacitan Total
Preferred term N %) E R N (%) E R N (%) E R
F2RE R KOV gk 2 (6.5) 2 13.1 3 (4.9 4 12.9 5 (5.4 6 13.0
95 1 (32 1 6.6 1 (1.6 1 3.2 2 (2.2 2 4.3
) FHIE 0 1 (1.6 1 3.2 1 (L 1 2.2
i EIE 0 1 (1.6) 1 3.2 1 (1L 1 22
JTVi 8 0 1 (1.6 1 3.2 1 (1L 1 22
EERE 1 (32 1 6.6 0 1 (1L 1 22
FR 5. MERES K OMER R P 2 (6.5) 4 26.2 1 (1.6 1 3.2 3 (3.3 5 10.8
& i 1 (3.2 3 19.7 0 1 (1.1) 3 6.5
1 JEIHBE 1 (32 1 6.6 0 1 (L1 1 22
I R 0 I A e 0 1(1.6) 1 3.2 1 (L 1 2.2
FEappEE 1 (32 2 13.1 2 (3.3 2 6.5 3 (3.3 4 87
REERR f 22 1 (32 1 6.6 1 (1.6 1 3.2 2 (2.2) 2 4.3
5 Y 1 (32 1 6.6 0 1 (L1 1 22
P AIRE 0 1 (1.6 1 3.2 1 (1L 1 22
Py Wb P 22 3 (9.7 3 19.7 1 (1.6 1 3.2 4 (4.3 4 8.7
IR R RE AR T 2 (6.5) 2 13.1 0 2 (2.2) 2 4.3
ot B HOR AR REAR TE 1 (32 1 6.6 0 1 (L 1 2.2
BB ERE R A 0 1 (L6 1 3.2 1 (L 1 22
AR R L O EREE 0 3 (49 3 9.7 3 (3.3 3 6.5
A R e 0 1 (1.6 1 3.2 1 (L1 1 22
HIEREE 0 1 (1.6) 1 3.2 1 (11 1 22
A A R 0 1 (1.6 1 3.2 1 (1L 1 22
Rt L OueasrEE 0 3(49 3 97 3 (3.3 3 6.5

N: Number of subjects having the given event, or an
E: Number of adverse events reported, R: Event rate
%: Percentage of exposed subjects having the event
MedDRA version 18.1

event in the given system organ class at least once,
per 100 patient years,
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Mild adverse events by system organ class and preferred term — safety analysis set
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MedDRA system organ class

Preferred term

(%)

Norditropin

(%)

Somapacitan

Total
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N: Number of subjects having the given event, or an event in the given system organ class at least once
E: Number of adverse events reported, R: Event rate per 100 patient years
%: Percentage of exposed subjects having the event

MedDRA version 18.1

nn8640,/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:06:52 — t_ae_sum_4043. sas/t_mldae_org_cl_sum_sas_4043. txt
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6: Possibly or probably related adverse events by system organ class and preferred term - safety analysis set

MedDRA system organ class Norditropin Somapacitan Total
Preferred term N (%) E R N %) E R N (%) E R

Subjects exposed 31 61 92

Total patient years 15. 26 30. 92 46. 18

All possible or probably related 6 (19.4) 13 85.2 16 (26.2) 29 93.8 22 (23.9) 42 90.9

adverse events

— % - BFREER L OREEA OREE 6 (19.4) 6 39.3 10 (16.4) 13 42.0 16 (17.4) 19 41.1
it 4 (12.9) 4 26.2 5 (8.2 6 19.4 9 (9.8) 10 21.7
H#EFY9E 1 (32 1 6.6 3 (49 3 9.7 4 (4.3 4 87
oy 1 (32 1 6.6 1 (1.6) 1 3.2 2 (2.2 2 43
FATIR B OYE 0 1 (1.6 2 6.5 1 (L1 2 43
LI 0 1 (1.6 1 3.2 1 (1) 1 22

FRE R P 2 (6.5) 4 26.2 4 (6.6) 5 16.2 6 (6.5 9 19.5
I 2 (6.5 2 13.1 2 (3.3 2 6.5 4 (4.3 4 8.7
HEEIkEE 1 (32 1 6.6 1 (1.6 1 3.2 2 (2.2) 2 4.3
fE AR 1 (32 1 6.6 0 1 (11 1 22
SERE 0 1 (1.6 1 3.2 1 (L 1 22
FEMED F W 0 1 (1.6 1 3.2 1 (L 1 22

fif PR AR A 2 (6.5 3 19.7 3 (49 5 16.2 5 (5.4 8 17.3
IREEHEN 1 (32 1 6.6 3 (49 3 9.7 4 (4.3 4 8.7
RIVE MERE 1 (32 1 6.6 0 1 (L 1 2.2
y =T NE IV NT AT =T —B N 1(32 1 6.6 0 1 (L1 1 22
M7 V7 F ok AR —EHN 0 1 (16 1 3.2 1 (L1 1 22
SRERMTE I R 5 0 1 (1.6 1 3.2 1 (1L 1 22

N: Number of subjects having the given event, or an event in the given system organ class at least once,
E: Number of adverse events reported, R: Event rate per 100 patient years,

%: Percentage of exposed subjects having the event

AE causality is based on judgement of investigators.

MedDRA version 18.1

nn8640,/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:06:52 — t_ae_sum_4043. sas/t_prae_org _cl_sum_sas_4043. txt
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MedDRA system organ class Norditropin Somapacitan Total
Preferred term N %) E R N %) E R N %) E R

H e E 0 1 (1.6) 6.5 (1.) 2 4.3
T 0 1 (1.6) 6.5 (1.1) 2 4.3

B KO E 0 2 (3.3) 6.5 (2.2) 2 4.3
NEA TS AR 0 1 (1.6) 3.2 (L. 1 2.2
KAV v A MAE 0 1 (1.6) 3.2 (L 1 2.2

JRYYER K O hE 0 1 (1.6) 3.2 (1) 1 2.2
H 2% 0 1 (1.6) 3.2 (L 1 2.2

Bk R B L O A ak 0 1 (1.6) 3.2 (1.1) 1 2.2
NS 0 1 (1.6) 3.2 (1. 1 2.2

N: Number of subjects having the given event, or an event in the given system organ class at least once,

E: Number of adverse events reported, R: Event rate per
%: Percentage of exposed subjects having the event

AE causality is based on judgement of investigators.
MedDRA version 18.1

100 patient years,

nn8640/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:06:52 — t_ae_sum_4043. sas/t_prae_org _cl_sum_sas_4043. txt
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Treatment Sex (M/F)/ Reported term/ Onset Study Day Serious
group/ Age (yrs)/ Preferred term/ Date: /Duration Recovered /MESI Severity Action
Subject ID BMI#* (kg/m 2) No. System organ class Time (days) (Y/N) (Y/N) /Causality* Taken
Norditropin F/46/22. 8 1 Asthenia/ 30MAY15 2/ N N/N Moderate/ Drug
303004 e )9/ Probable Withdrawn
—% - R REER L OGN
DIRHE
2 Sleepiness/ 30MAY15 2/ N N/N Moderate/ Drug
IR/ Probable Withdrawn
PR R b
3 Concentration impaired/ 30MAY15 2/ N N/N Moderate/ Drug
R E Probable Withdrawn
PR R pE
4 Headache/ 30MAY15 2/ N N/N Moderate/ Drug
9A/ Probable Withdrawn
PR R b
Somapacitan M/57/20.7 1 Asthenia/ 22JUN15 1/88 N N/N Moderate/ Drug
303006 )9/ Probable Withdrawn
—i% - ABREER X OG-
DIRAE
4 Impaired concentration/ 22JUN15 1/88 N N/N Moderate/ Drug
R EE/ Probable Withdrawn

e

M: Male, F: Female, yrs: Years, BMI: Body mass index (kg/m"2), Y: Yes, N:

* AEcausality is based on judgement of investigators.

s« BMI at baseline.
MedDRA version 18.1

No, MESI: Medical event of special interest

nn8640/nn8640—exploratory/susae002_20191119_er
19NOV2019:09:58:29 — 1_ae_list_4043. sas/1_ae_withdraw_rs_4043. txt
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2.7.6.9 NN8640-4244
2.7.6.9.1 ERPR BRI

RERIREEE S

Novo Nordisk A/S, Novo Allé, DK-2880 Bagsvaerd, Denmark.

HIRBERES

YV ~72 % PDS290 (10 mg/1.5 mL)

BRED A

I TV E

Trial ID : NN8640-4244

Trial registration ID-number : UTN : U1111-1181-1618

NCT03075644 IND number : 116327

Paediatric status : i%4+7" Japanese registration number : JapicCTI-173534

BERDAZRE

b MREAR/LVEY (WGH) TIRHH D A AR ARARRE R /VE VA SE (AGHD) BFZxf% L LT,
S2HEMICEITH Y~ & (NNC0195-0092) Dl 1 [Al# 5- D% 421" % Norditropin FlexPro @ 1 H 1 [A]#
5 L4 5. Zhak LA, BAEAEI AT, JEEM. WATHER. FER R

BRERERS
KRR OIERFAEEMNIT 124 Tho7e (FhisX 140) o U TOWRREEEMIT, BAEEEZATDEAM
(signatory investigator) T, JEBAREHREEFEL L B2 —LEA LT,

REREMEMER -
KRBT AARD 2R CEBIS N, RMRTSTTEREDA 7 UV —= 7 BN OEGEE~
DEIERTIY £+ RV L TR TR,

AR (51 FAH)
A PR A S AR R AL T OAFR IR A2 L,

SAEREAR RENTIz—X:
ARERBAAE B (R OHERE OFIERET) 2017 43 | 26 3afH

H3H

REALTH (Primary completion date) : 2018 4% 10
H4H

TR (Rt DOHERE DRAREE) 2018 410 H
4 H

Cut-off date :
TSR T AR HRIT, 20184E 11 A 22 HIERE TORIKR T — & _X— 2|23\ T I 5,

wmER -
201943 H 22 H

AABRDORZHNE SR UIRHL

VPR, BEERERRE bkESRLEY (WGH) THY ., # 1 EE FHRET /A TH D, TE
SN D WIE T/ LR E R VE WA RMRE E R OVAGHD Th b, Y~ 7T Z 0%, 1 H 1LEREO
hGH & 072 E B RIREOFAIER LR T a7 v ANV EGT D EMREESND,

ARBOBINT., BAAD AGHD BEICBITH Y ~F 2O 18, KIER TR0, 2%
P, B AR EE 2 RETT5 2 & Tholz,

FTRTCOPEWRFITZRBRO Y 27 L R_REXT ¢ v MIOWTHAZ 7, RERICHES 2T 500 FE%E 5
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MES DR, #EBRE D LEIC L D RBEZGT-, R XA E OEN 2 BLEZED, {RBRIKHEE ORBEO
W AT 7,

B :

FEBAH

o 1HI1EHRE OhGHEF THRE T O A AR ANAGHDEE 23R L LT, S2lEGICRB T Y ~T v 2w
DB G DM 2 T %,

BIREBH -

o 1H1EHE OhGHEAITHEFE T O H AR NAGHDEE x5 & LT, NEEARIIHRRI o3 5 1EH) & H51%
L LT, S2EMB IR D Y~ T V2 o OREIER G ORI E T 5,

e 1HIFEEEOhGHEAITIREH O H RKANAGHDEE 23R L LT, 2T GICHTL Y~ &
O I 1 [E1 5 5 D VR e B 2 RIS 2.

BERAE

AR, hGH RAI TR RO H AN AGHD FBE Zxi4e & LT, 52 0] (20 HE[# o H SRR ) & O

32 B O A EHERHN) 5B 5 Y~ 7 oDl 1 a5 0% 4% Norditropin FlexPro ™ 1 H 1
Bl L et 5, ZhaxdiE, BN, EEAEID T, FEEMm. WATHER., FEIESERBRTH -

720 S2IEMDH%IZ 138K O wash-out M 2 5%1F 72, AGHD &%, E 0 fHFHE31 T, YTV H X
I& Norditropin FlexPro W\ I O 5% 52 W52 1T 5 & 5. BAEZIZEI 0 41370, EBAEREID Ty
TiE, MR (B Aetk) CRERILE, RIEBIOMFEII T o7,

SRR UET SN -KEREL

At 60 BlOPERE DS, 52O Y ~ 722 PG (K 4561) U3 Norditropin FlexPro # 5 (£ 15 i) (2
3:1 DHRTEEZICE VAT D KOG Sz, 7 746]0D AGHD N A7 U —= 7 %521,

ZON 2 FINBMERE D AT S 31 D) | IBBREORGE2ZI T [(V~T v Z Ol 1 EEE
(46 f51]) K OX Norditropin FlexPro @ 1 H 1 [ 5- (16 61) ] . 60 FIFERZ5E T L. 59 B TEEREEDFE
Ha5ET LI,

RER A PR - BLYE U 7-9BRE 12 21 TH - 7= (Norditropin FlexPro #£D 1 1] : JBER SN 7110 & D ZRK FIH
DTN EH E o Telzd, Y~ Z RO 16 FEREIO=®) , 141 (Norditropin FlexPro
BE) 23RET 13 RRICHEIRIE & 2l SR IO G4 ik U7o 2y, AR 133 e 72 T L7,

Norditropin Somapacitan Total
N (%) N (%) N (%)
Screened* 74
Randomised 16 (100.0) 46 (100.0) 62 (100.0)
Exposed 16 (100.0) 46 (100.0) 62 (100.0)
Completed trial period 15 ( 93.8) 45 ( 97.8) 60 ( 96.8)
Completed treatment period 14 ( 87.5) 45 ( 97.8) 59 ( 95.2)
Discontinued trial product 1 ( 6.3) 0 1 ( 1.6)
- Diagnosis of diabetes mellitus 1 ( 6.3) 0 1 ( 1.6)
Withdrawn from trial 1 ( 6.3) 1 ( 2.2) 2 ( 3.2)
- Withdrawal by subject 1 ( 6.3) 1 ( 2.2) 2 ( 3.2)
Full analysis set 16 (100.0) 46 (100.0) 62 (100.0)
Safety analysis set 16 (100.0) 46 (100.0) 62 (100.0)

N: Number of patients, %: Percentage of subjects
*Re-screened patients are counted only once.
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PHRUVEELGHEANELE

FAEIREE .

o PERIIRR. 4 : 185%LA L, 7T9RRUA T ([REEUSEES)

o X7 U—=27TD6H»HA (180 H) LIERIZ, GHD L#ZHirEin T\ 5

o R VU—=27 D6 A (180 H) LLERTNG, M hGH A O 54517 T\ b

o HEVEAEIVAHITD 90 HLLERIND, FOMODFBINTE LR ZIEIZKT B E LT i Fe ek &
ZT TS (RBRELEMOBBICL D) GEET855)

EXANCTIE -2

o EMIEIGORBEE DN S D9ERE, L, TSR AEERL -
— TEHES EENEOUIER, b L <X OB B XXM O /e 2R E 2 72

AN
=

— PHE NV L A ME ORISR 5 GHD & TH 0 . EERAFIMEN SEU EH D 2
&P EERE OB STV A A
o BESELNIC, TEMIMEIIZ O o BIEEEZENIEE 6 5 AU SO X IEE B Tl &2 %
. DOLLTICEES T 28080 - IEABI VTR 12 » A (365 H L ER) LINIZ, TIEEARAEX
X Do BAYETEZE NIER O R OBIENTRD BT WERE, BIRNRNZ &iX, ik o 2 =0
MRI X% CT A% v AN L VAR S L, CELESNTWRIT T2 5720y, [EHITD MRI XX CT A%
Yo, BAELEID AR » H (270 H EEFE) LINIZE STV id vz 5 7en

BEREE, AERUVEEAE, Ov FEF

V=74 (10mg/l.5mL)  (NNC0195-0092) 1%, # 1[=l, ] (“FE710:00 £T) IZK TGS,
WIEEEG%, Day 0 (EVEZAEID LHFHE) ICHEBRE MMT 7o, SHERE OB EIIEEINTEBY ., &
TIEFIHEE (eCRF) TR SN7e, BAIO 20 @RI WT, 4L, 4 M2 & ICHEREEIT-
7o BASHETIET 20 0ICT o7, FHERBOBESITSEH -7 (4, 8, 12, 16 K TN203) , PG E
IE 1.5 mg/i (60 mBOWERE TlX 1.0mg/l, BOT A Ma s U E2#&E LT D giE (Fck b
720N TIE20mg/) THY, IGF-1SD A a7 |23 HEFREEZITV., REEGEEZHH L,
VTR UEOWERFIL Y ~ T X OB 1 IR G217, BEEHIOEENEK 52 (360 H) K UM
BREEHIL 454 N - FETH T,

JELES
Trial Product Strength Batch Expiry Date
Number
Somapacitan PDS290 10 mg/1.5 mL 10mg/1.5 mL [ ] 05 September
2017
B 27 May 2019
_ 30 March
2020
B 550 -

P G- WAL 52 8] (20 FE[E O FH SRR K O 32 [ o FHEHMERFIRE]) CTh Y . AHBRE 1A 1 [Blo
~ 7Y% & 1 A 1Bl Norditropin FlexPro D 5- %52 1F 7=, 5 D#%IZ 1 [ D wash-out Hi[H %
BdONe

XEBE, AERVEEAE. Oy FES

Norditropin FlexPro (10 mg/1.5mL)  (GZHkIHE, FEEM) 1Tk 2B C T, 1 B 1=, KK &5
Shic (EHEORFEZ RS D720) , 72720, KRR IRz k54254613, 91 (EF 12:00 £
T, ORG-S 12 KL EZ20T %) 125317z, 18 ~60 kO #kiRE OBAtEHEIX 0.2 mg/
H (60 SBOHERE T 01 mgH, AT rZ7 U285 L T ZRE (FEimick b)) <
1303 mg/H] T o7, Norditropin FlexPro #£ D45 ¥ |3 Norditropin FlexPro @ 1 H 1 [RI# 5247V, B
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IR O3 4838 (339 H) M UMIRZENIMIZ 148 N - FTh o7,
IMP reference therapy Strength Batch Number Expiry Date
Norditropin FlexPro 10mg/1.5 mL [ ] 16 December 2017
[ ] 01 June 2018
[ ] 25 December 2018

SMEmESE - Bk
BIMEOMERNE I o F Y —2 2 RiRA v b
o FEEMCTAFxYr (/rRAEZ I E) ICKVREELLZU FTOEBDON—2T A (BIEAE
DAHT) EEEGHIFKE TR E T (5218[H]) OZ&{bE
— WRIEMGMER (TAT) = /3—k X2k
- FIEIGMAE (SAT) o= /8— kA2 b
— JERENSUINIERE#ERR (VAT) o= 73— F A B
o =T Ay (EERHEIAT) NOBRGHIRKTRET (52 8M) OlnFm e E O AR
(TSQM) -9 DA =27 O
— RIEDONR
— FIfEME
— R TR

SHEEAE . ket
T5AR)—TVFRRL 2k
o IRBREOYEIFEGENOGHRBMIBK TRET (Tre—7 v 7HRZ 5T S3EME) OfFEFES (EH
LSS % Ete) DOFSBISHEE
ZEMDOHWBENEH L F)V—TIVFRA U+
o UTOHEHOR—ATA UnbLEGHRKE TRFET (52 O&1L :
— BIRPT R
- {KHE
- A EZY A
- DEX
— WARRA (R FRMA, MRAFARA, EIERFIEEE, EERA XY > EFIRETO B
AMRIEEEE (%B) . A AU UAEPUE (IR)  (HOMA 540 & OFHbAlC)
o YRTUHUFHTHIV AT DN HERE BT D, BEAEID AT OIERBIEKE TRET (TR
—7 v T AR ST S3EM]) oY~ T v X UHURDEA
e Norditropin FlexPro #E(ZHI U 1T LI 1T 1F 5, FEAEREID 100 I TREE T
(7 =7 v 7 EE T 53 W) OPthGH frkDPEAL
o T U =RV EEOWIEHEE

HEtFi& -

FERE R DERTE

BB BUTIERRBER A R BT EE S < b 0 TIEZR LY,

T REH

R DFFHTRI R L O BV ET R RAE NI, R P ICRBREO R 522 72 62 I~ T ok

BRE A2 GO, WTENOMIT I RERICHONT S, B S BRE TV AR o T2,

o I ARDOMHTRIREMIZT, EAEA LI, BAELEIV T SNERE DR b 1 RIS RS D
5720 BIMET S RARA » FOFHBICHW L2, BISMAZRGEEIZIRY | #ERE % i K O FRHT X 5
LGRS HZ & & LT, #RFIIIEEREIV 1T Shic B (as randomised) DFHMIC




Module 2.7.6

Page 253 of 283

LT,

o LEMNTRIGEMIT, EBEA LI, BEARID T SNBRE DR L RIS T HRERE D>
R0 BT RARA Y FOFHIICHW S, R IR SN2 L B0 (as treated) DOFEAM
5w E L,

tREtRRITF &

TIA~Y ==V RARAL B

o  HEHFEZL., #5HE. Medical Dictionary for Regulatory Activities (MedDRA) D3 BIK /¥ & Y
MedDRA EEAGERNCEK LTz, FLIbHEHEIT, AEFREEB L EBRELL OIS, AEFERD
HEMAF L DN00 N - B2 OFEFLREBEEZ Dz, HEIEE, 1R & OREER K 095
FEmT — A e 0AEFGZO G2 RGOS Z & ITERR LTz,

HMEOMRE S  Z Y —2  RiRA 2 b

o JEIMOLNENEE (TAT. SAT LN VAT) O_R— AT A LD 5258 E TCOL &I, 51,

GHD FIER L MR 2[R 7- & L, X—R T A Max AR L L2308 (ANCOVA) 7 /v %

FAWTHNT LTz, ZOET LY, FT2 RARA V MIOWT, 2R TO YT v 2L

Norditropin FlexPro & OIRIRMIZZZHEE L. XI5 T 5 95%EHXM L O p A FHHE L7z, fifrsind

TV RIRA 2 b O S2BRE R DT —Z W OEERE 1L, RITICE Do 7o, 52 TO CT A%

¥ UNCES L Y RARA U b OT —Z PIRWEBRE L 7% R0 CTh 5 & TRIS T,

Be5.1% 32 BROVS2 8 CHIE S 72 TSQM-9 D A =27 (FRIFEDZR., FIMEM: & VAR 72 1R 2 )

O EIL, BE5HE. GHD BIER K ORI 2 K, N—ZA T4 MExZE&me LT, Znb3T T

ERFENTAN TG L T 5, @0 LHEICHT 2IRAET /L (MMRM) Ti#fT L7z,

MWD ) = RRA b

FTRTOLEMWDE T Z Y —x 0 RRA v FOIL, SR EEZ AW TITo 72,
V=72 2 K ONhGH O il P EE Iz O\ T, shili st a2 VTRl L7,

FEREE R

it 621> AGHD 2D 9 B 3361 (53.2%) MBBEMET, 294 (46.8%) N&METHH-TZ, X—ATA
DEEEHITHOWNT, 4812 T8 kLA L 645K LA T | o 14612 T6smbl b I Enz, R—AT 4D
REOFE)L, 69.0 kg, BMI D)X 26.0 kg/m? ThH o7z, N—R T A VT, ERKIICHE L 705 Sk
AT BN o T2, KE OWERE (5161, 82.3%) MK AMAFRIE GHD TH Y . 11 HIT/NER L v
GHD L ZWr v TuWe w8 M 661 (9.7%) . FeFetE 561 (8.1%) ) o "—AX T A VFRZEBWT, i
H % < WE SNTBEEE R OO AR, TERMAERIK TE, JRAE, IFERE, I, SELE, &
HLLU x YELOVEIMTIESE CTHoTn, N—RAT A MEIZOWNT, BEHEHE (Y~T X UBERD
Norditropin FlexPro #) THFRMIZERD & D EWTA LR T2,

A0 RER

CT A¥x ¥ ZHE S = FARA U b

o WTNOEMMMEDT Y RARA » MIEBWTH, XR=ZXT7 4 b 52FE TOEEIZY v T
% # & Norditropin FlexPro #£ ] CHERHIICH B R ZIXA BRI o T,

o JEWHMEMREICEAT /N7 A —F OFHMIZES< &, THETIZhGHIRFE Z 340 L T\ 2 HARAN
AGHD £ ik, sBRBRLGHTIZ i L TV 2 AR AV > OB RT3 2 1R S 3k Fr <
. V~7 K REE Norditropin FlexPro BEfE] CiEWI 2o 72,

TSQM-9

e WTHOARITIZBWTH, XR—=ZXT7 45 52METOEBLEIZ, YV~ % HEL Norditropin
FlexPro [ CHEGGHIICH B R AT A BNR o T2,

REMDHER

AEFS

o HEFRSOHNFEE G- ORBIMEIT, V~TF X U8 (312714100 A « ££) & Norditropin
FlexPro #f (309.8 14/100 A - %) TR TH -7z,
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o 1 BUNKEIRIA & 2Wr 727212 Norditropin (JREREE) OhG-ZHIE L7z, LU, ARgE
&, FEHIELIEEIC 1 B 1\l hGH (FETRBRE D Norditropin) (& L AR ZBIME L, BREET L
77

o  EHETHEINIAHAFEFR (U b) 1%, TEWHESEER) | Aoy o THBR)

Megpaze) . T&ge) . TBIEWR) . [Em) . T80 . [RGB KON 1388 Tholo,
BRI IS SNTEAEREGO Y — 0k, Y~ T v H VB L Norditropin FlexPro FEE] TR T
Hol,

o Fh10fITHE SRR 21 hOFEFEFELIL, RBRETEMIC K VIR L ORI BRGNS THY | XX
MAREMED 0 | LHIESHTE (Y~T T F R 76 (152%) T25.91/100 A « 4. Norditropin
FlexPro #f : 35 (18.8%) T 59.3{4/100 A - ) .

o U IFHEINRNoT,

o IUSTUHURETIE, AW AFOBEELRAFERPRE SN, WTIVOIEBREEEAIC L 0 ipiRE L
DOREBERIT 7L SHE S,

o U TUHRUBTHEINZ 2O EEOAFEFRSR ( TPEENFLIREEER ) KO TFTEREOR
PERE ) ) 23, FRERIKRSE TR, EERS LOSEHAHOHAY (FRBLORY —7%25T) |
ST, WL IRBRELIERIC L 0 IGBREE & ORREMRIT [ L) HESNTZ,

o ARHBAT, T/ =N REHEICBET 2 A FEFLORE TN oT,

R AT AR

o 2ff (Y~ & KO Norditropin FlexPro #£45 1 1) OEHEAISUS RN HE Sz, WTloH
RHLWENOIEE TH Y | #BREIL, R EE L,

LFOBIEHEBIZOWT, DB AL R) -T2,

o  HIKFTH

o NAHFNLYA
° /[)?é:

o KM AEEH
KE

o KEOPEHE, R—ATA UPLRBET £ TELRA NPT, LnLRRL, 34 (§T
V=TV URE) T BRIICER D H D 4.5%LL EOERERDBL LT, TS OERERAICHS
W, AN RERIIANRDN T,

EIREN

o BEBAMGHNIHLY ~ 72 & HURDIGE & 72 o To RS 1 R B LTz,

o BHBRMRIIHY T X BRI & 78 o e IRIZ A D ivie o Tz,

o AREBRTIE. PLhGHHURIZMH STz,

RN

hGH A TR O A AN AGHD & 254 & LT, 2GR 2 Y ~7 v 2 ol 1 b0

“#42:% Norditropin FlexPro @ 1 H 1 [BI# G- & tlghnstd 5. ZhiagdeE, EWN, BEAEIV 7. FE

fir, AATEERE, FEEAFREBR B ONTHERITL TO LY TH D,

e  HAANAGHD BEIIKT LY =74 Ol 1 ERGOEFMIRGFTHY . T 77 AL
I%. Norditropin ® 1 H 1 [Fl# 5 LR TH > 70, BRIKRAICRIE & 70 2 222 AT/ T A O &I
RO LN T,

o  THINZLBY . hGHRFATHRIET O HAN AGHD & 2B\ T, AR D = >3 —F A v
N (Zextvsva VEig) BT RARA U R (TAT, SAT KON VAT DR—Z T4 b0
k&) \ZoW\WT, Y~ fE & Norditropin FlexPro fEfE] CHEFHIICE B2 ZIT A BN o
7o

e  TSQM-9DWFTHNDAATIZHONTH, V<7 & U HE & Norditropin FlexProfif ] CHEFHIIC A E 72 22
BB T,
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ARBRIL, ~LPUFES Q013410 A) . ICH-GCP (MAELEDOREZETe) (199645 H) KO CFR
312.120 (2010) % 3ESF LT3 I N7z,
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1: Summary of adverse events by system organ class and preferred term - safety analysis set

Page 257 of 283

MedDRA system organ class Norditropin Somapacitan Total
Preferred term N (%) E R N %) E R N %) E R

Number of exposed subjects 16 46 62

Total patient years at risk 15. 2 46. 4 61.5

All adverse events 11 (68.8) 47 309.8 43 (93.5) 145 312.7 54 (87.1) 192 312.0

JRYLIE R K OVFA hE 8 (50.0) 16 105.4 32 (69.6) 67 144.5 40 (64.5) 83 134.9
NV EFERS 5 (31.3) 9 59.3 22 (47.8) 46  99.2 27 (43.5) 55 89.4
AT 1 (6.3 1 6.6 3(6.5) 3 6.5 4 (6.5 4 6.5
H N 0 3 (6.5 3 6.5 3 (48 3 4.9
ERIERR A0 1 (6.3 2 13.2 1 (2.2 1 2.2 2 (3.2 3 4.9
A 0 3(6.5) 3 6.5 3 (48 3 49
Bk 0 3(6.5) 3 6.5 3 (48 3 49
ViSFEDS 1 (6.3 1 6.6 1 (2.2 1 22 2 (3.2 2 3.2
R4 0 2 (4.3 2 4.3 2 (3.2 2 3.2
GBI 1 (6.3 2 13.2 0 1 (1.6) 2 3.2
A JL AR Y 0 1 (2.2 1 22 1 (16 1 1.6
U A% 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
AEMRAE 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
A~ L~ 2 1 (6.3 1 6.6 0 1 (1.6) 1 1.6
FRbkZ 0 1 (2.2 2.2 1 (1.6) 1 1.6
JEE e 0 1 (2.2 1 2.2 1 (1.6) 1 1.6

H e E 1 (6.3 3 19.8 11 (23.9) 19 41.0 12 (19.4) 22 35.7
Om% 0 1 (2.2 4 8.6 1 (1.6) 4 6.5
H % 0 2 (4.3) 3 6.5 2 (3.2 3 4.9
TR 0 2 (4.3 2 4.3 2 (3.2 2 3.2
HORRER B 0 1 (2.2 2 4.3 1 (16 2 3.2
5L 0 1 (22 2 43 1 (1.6 2 3.2
KIBERY —~ 0 2 (43 2 4.3 2 (32 2 3.2

%: Percentage of subjects, E: Number of events, N: Number of subjects having the given event, or an event in the given

system organ class at least once, R: Event rate per 100 patient years at risk

MedDRA version 21.0.

nn8640,/nn8640-exploratory/susae002_20191119 _er
19NOV2019:09:59:55 — t_ae_org _cl_sum 4244. sas/t_ae_org _cl_sum_sas_4244. txt
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Summary of adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Norditropin Somapacitan Total
Preferred term N (%) E R N %) E R N %) E R
L, 0 1 (2.2 1 22 1 (16 1 1.6
HRY—7 1(6.3 1 6.6 0 1 (16 1 1.6
H A E W R 1 (6.3 1 6.6 0 1 (1.6 1 1.6
ANES 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
2~ =T 1 (6.3 1 6.6 0 1 (16 1 1.6
M - 0 1 (2.2 1 22 1 (16 1 1.6
B~ =T 0 1 (2.2 1 22 1 (16 1 1.6
AR BB L O Sk E 3 (18.8) 4 26.4 11 (23.9) 14 30.2 14 (22.6) 18 29.2
3N 1 (6.3 1 6.6 3(6.5 4 8.6 4 (6.5 5 8.1
IR 1(6.3) 2 13.2 2 (4.3 2 4.3 3 (4.8 4 6.5
JU R A R J 0 1 (2.2 2 4.3 1 (1.6) 2 3.2
REHi% 0 1 (2.2 1 2.2 1 (1.6 1 1.6
5B HE A 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
LR 1 (6.3 1 6.6 0 1 (1.6) 1 1.6
EER 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
FHHE IR 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
B HIERE 0 1 (2.2 1 22 1 (16 1 1.6
TR 0 1 (2.2 1 2.2 1 (1.6 1 1.6
TR R 2 (12.5) 3 19.8 7 (15.2) 8 17.3 9 (14.5) 11 17.9
I 1 (6.3 2 13.2 4 (8.7 4 8.6 5 (81 6 9.7
JERE SRR 1 (6.3 1 6.6 2 (4.3 3 6.5 3 (4.8 4 6.5
B R dRe s 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
— % - BEFEER L O GENL O EE 2 (12.5) 4 26.4 6 (13.0) 6 12.9 8 (12.9) 10 16.2
fiapea 1 (6.3 1 6.6 1 (2.2 1 2.2 2 (3.2 2 3.2
78 0 2 (43 2 4.3 2 (3.2 2 3.2
1787 22 R P i 1 (6.3 1 6.6 0 1 (16 1 1.6

%: Percentage of subjects, E: Number of events, N: Number of subjects having the given event, or an event in the given
system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.

nn8640,/nn8640-exploratory/susae002_20191119_er
19NOV2019:09:59:55 — t_ae_org cl_sum 4244. sas/t_ae_org _cl_sum_sas_4244. txt
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Summary of adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Norditropin Somapacitan Total
Preferred term N (%) E R N %) E R N %) E R
i IsNR 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
HESTERAL HA I, 1 (6.3 1 6.6 0 1 (1.6) 1 1.6
HESTHERALE TR 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
N 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
it 1 (6.3 1 6.6 0 1 (16 1 1.6
BE, hEB I OLESIHE 2 (12.5) 2 13.2 7 (15.2) 8 17.3 9 (14.5) 10 16.2
AR 0 2 (4.3 2 4.3 2 (3.2 2 3.2
£ G 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
B 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
s 1 (6.3 1 6.6 0 1 (1.6) 1 1.6
FEHT 0 1 (2.2 2.2 1 (1.6) 1 1.6
HAE 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
NG 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
A B s 1 (6.3 1 6.6 0 1 (16 1 1.6
U pae 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
F2RE R KO gk 5 (31.3) 6 39.5 4 (87 4 8.6 9 (14.5) 10 16.2
W95 3 (18.8) 3 19.8 0 3 (48 3 4.9
7 M E—PER S 0 1 (2.2 1 2.2 1(1.6) 1 1.6
195 1 (6.3) 1 6.6 0 1 (1.6) 1 1.6
BT 1 (6.3 1 6.6 0 1 (16 1 1.6
R g /R ZAE 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
A =La: 0 1 (2.2 1 22 1 (16 1 1.6
F2 i 3R T 1 (6.3 1 6.6 0 1 (1.6) 1 1.6
1 G TS 0 1 (2.2 1 22 1 (16 1 1.6
FR 5. MERES K OMER R s 3 (18.8) 6 39.5 2 (4.3 3 6.5 5 (81) 9 14.6
& H i 1 (6.3 4 26.4 0 (1.6) 4 6.5

%: Percentage of subjects, E: Number of events, N: Number of subjects having the given event, or an event in the given
system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.

nn8640,/nn8640-exploratory/susae002_20191119_er
19NOV2019:09:59:55 — t_ae_org cl_sum 4244. sas/t_ae_org _cl_sum_sas_4244. txt
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Summary of adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Norditropin Somapacitan Total
Preferred term N %) E R N %) E R N %) E R
T LR —pEE R 1 (6.3 1 6.6 1 (2.2 1 2.2 2 (3.2 2 3.2
M JEIHBE 1 (6.3 1 6.6 1 (2.2 1 2.2 2 (3.2 2 3.2
RZ K 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
FEappEE 0 2 (4.3) 4 8.6 2 (3.2 4 6.5
ARHRSE 0 2 (4.3) 4 8.6 2 (3.2 4 6.5
Rt L OueasrEE 1 (6.3 1 6.6 2 (43 3 6.5 3(48 4 6.5
ZHE 0 1 (2.2 1 2.2 1 (16 1 1.6
Mok 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
KAV o AMAE 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
BE PR IR 1(6.3 1 6.6 0 1 (1.6) 1 1.6
AR f 1 (6.3 1 6.6 2 (4.3 2 4.3 3 (4.8 3 4.9
AR ¢ ifn. 0 1 (22 1 22 1 (16 1 1.6
=l 1(6.3 1 6.6 0 1 (1.6) 1 1.6
FRPIBE 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
JiiiE s 0 2 (43 2 4.3 2 (3.2 2 3.2
=iNE 0 2 (4.3 2 4.3 2 (3.2 2 3.2
B, MR LOSHHAHOF Ay (FElRk 0 2 (4.3) 2 4.3 2 (3.2 2 3.2
FORY —7%ETe)
RO BIEIE 0 1 (2.2 1 2.2 1(1.6) 1 1.6
R4S PN SLERAR IR M R 5 0 1 (2.2 1 22 1 (16 1 1.6
MikE LY o REE 1 (6.3 1 6.6 0 1(1.6) 1 1.6
2 1. 1 (6.3 1 6.6 0 1 (1.6 1 1.6

%: Percentage of subjects, E: Number of events, N: Number of subjects having the given event, or an event in the given
system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.

nn8640,/nn8640-exploratory/susae002_20191119_er
19NOV2019:09:59:55 — t_ae_org cl_sum 4244. sas/t_ae_org cl_sum_sas_4244. txt
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Summary of adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Norditropin Somapacitan Total
Preferred term N (%) E R N %) E R N %) E R
His KOk KR E 0 1 (2.2 1 2.2 1 (L6 1 1.6
B 0 1 (2.2 1 2.2 1 (1.6 1 1.6
oI R R E 0 1 (22 1 22 1 (1.6) 1 1.6
T L L — 0 1 (22 1 2.2 1(1.6) 1 1.6
BRI ) 0 1 (2.2 1 22 1 (16 1 1.6
vy—FTNEINKNT AT =5 —FHE 0 1 (2.2 1 2.2 1 (16 1 1.6
an

%: Percentage of subjects, E: Number of events, N: Number of subjects having the given event, or an event in the given
system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.

nn8640,/nn8640-exploratory/susae002_20191119_er
19NOV2019:09:59:55 — t_ae_org cl_sum 4244. sas/t_ae_org _cl_sum_sas_4244. txt
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2: Summary of serious adverse events by system organ class and preferred term - safety analysis set

Page 262 of 283

MedDRA system organ class Norditropin Somapacitan Total
Preferred term N (%) E N (%) R N (%)

Number of exposed subjects 16 46 62

Total patient years at risk 15. 2 46. 4 61.5

All serious adverse events 0 4 (8.7 8.6 4 (6.5) .5

W 0 2 (4.3) 4.3 2 (3.2 .2
KGRV —7 0 1 (2.2 2.2 1 (1.6) .6
B~ =T 0 1 (2.2 2.2 1 (1.6 .6

JRYYER L O BUE 0 1 (2.2 2.2 1 (16 .6
H 5% 0 1 (2.2 2.2 1 (1.6) .6

BE, PR X OWE A IHE 0 1 (2.2 2.2 1 (1.6) .6
SRS 0 1 (2.2 2.2 1 (16 .6

%: Percentage of subjects, E: Number of events, N: Number of subjects having the given event, or an event in the given

system organ class at least once, R: Event rate per 100 patient years at risk

MedDRA version 21.0.

nn8640,/nn8640-exploratory/susae002_20191119_er

19NOV2019:10:06:24 — t_ae_socpt_sum_4244. sas/t_sae_org_cl_sum_sas_4244. txt
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3: Summary of severe adverse events by system organ class and preferred term - safety analysis set

There are no data for this output.

nn8640/nn8640-exploratory/susae002 20191119 er
19NOV2019:10:06:27 - t_ae socpt sum 4244.sas/t_sevae org cl sum sas 4244.txt
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4: Summary of moderate adverse events by system organ class and preferred term - safety analysis set

MedDRA system organ class Norditropin Somapacitan Total
Preferred term N %) E R N %) E R N %) E R
Number of exposed subjects 16 46 62
Total patient years at risk 15. 2 46. 4 61.5
All moderate adverse events 1 (6.3 1 6.6 8 (17.4) 10 21.6 9 (14.5) 11 17.9
JRYLIE R L OV E 0 2 (4.3 2 4.3 2 (3.2 2 3.2
H 2% 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
R4 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
ERE R L O S RREE 0 2 (4.3 2 4.3 2 (3.2 2 3.2
B HLERE 0 1 (2.2 1 22 1 (16 1 1.6
R 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
BE, hERB I OLESIHE 0 2 (43 2 4.3 2 (3.2 2 3.2
B 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
FEIT 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
F2RE R KO Mgk 0 2 (4.3 2 4.3 2 (3.2 2 3.2
7 b E—PER S S 0 1 (2.2 1 2.2 1(1.6) 1 1.6
1 G TENE 0 1 (22 1 22 1 (16 1 1.6
H R E 1 (6.3 1 6.6 0 1 (16 1 1.6
H A 1E W R R 1 (6.3 1 6.6 0 1(1.6) 1 1.6
R R P 0 1 (2.2 1 2.2 1 (1.6 1 1.6
TSR 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
B, MR LOSHHAHOF Ay (e 0 1 (2.2 1 2.2 1 (1.6) 1 1.6

FORY =72 E5T)

%: Percentage of subjects, E: Number of events, N: Number of subjects having the given event, or an event in the given
system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.

nn8640,/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:06:28 — t_ae_socpt_sum_4244. sas/t_modae_org_cl_sum_sas_4244. txt
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Summary of moderate adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R
RO BAENER 0 1 (22 1 22 1 (16 1 1.6

%: Percentage of subjects, E: Number of events, N: Number of subjects having the given event, or an event in the given
system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.

nn8640,/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:06:28 — t_ae_socpt_sum_4244. sas/t_modae_org_cl_sum_sas_4244. txt
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5: Summary of mild adverse events by system organ class and preferred term - safety analysis set

Page 266 of 283

MedDRA system organ class Norditropin Somapacitan Total
Preferred term N (%) E R N %) E R N %) E R

Number of exposed subjects 16 46 62

Total patient years at risk 15. 2 46. 4 61.5

All mild adverse events 11 (68.8) 46 303.2 42 (91.3) 135 291.1 53 (85.5) 181 294.1

JERYYIER K OV hE 8 (50.0) 16 105.4 32 (69.6) 65 140.2 40 (64.5) 81 131.6
-nHEE S 5 (31.3) 9 59.3 22 (47.8) 46  99.2 27 (43.5) 55 89.4
A TT 1 (6.3 1 6.6 3(6.5) 3 6.5 4 (6.5 4 6.5
IR0 1 (6.3 2 13.2 1 (2.2 1 2.2 2 (3.2 3 4.9
A 0 3(6.5) 3 6.5 3 (48 3 49
8K 0 3(6.5) 3 6.5 3 (48 3 49
H 5% 0 2 (4.3 2 4.3 2 (3.2 2 3.2
iFEDS 1 (6.3 1 6.6 1 (2.2 1 22 2 (3.2 2 3.2
GBI 1 (6.3 2 13.2 0 1 (1.6) 2 3.2
A L AR 0 1 (22 1 22 1 (16 1 1.6
U AR 0 1 (2.2 2.2 1 (1.6) 1 1.6
FEMRAE 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
A~ L~ 1 (6.3 1 6.6 0 1 (1.6) 1 1.6
o JE 9% 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
FRbkZE 0 1 (2.2 2.2 1 (1.6) 1 1.6
JEE e 0 1 (2.2 1 2.2 1 (1.6) 1 1.6

H G E 1 (6.3 2 13.2 11 (23.9) 19 41.0 12 (19.4) 21  34.1
WIS 0 1 (2.2 4 8.6 1 (1.6) 4 6.5
S 0 2 (4.3 3 6.5 2 (3.2 3 4.9
TR 0 2 (43 2 4.3 2 (3.2 2 3.2
HORRER B 0 1 (2.2 2 4.3 1 (1.6) 2 3.2
I 0 1 (2.2 2 4.3 1 (16 2 3.2
KIBERY —~ 0 2 (43 2 4.3 2 (32 2 3.2

%: Percentage of subjects, E: Number of events, N: Number of subjects having the given event, or an event in the given

system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.

nn8640,/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:06:29 — t_ae_socpt_sum_4244. sas/t_mildae_org cl_sum_sas_4244. txt
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Summary of mild adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Norditropin Somapacitan Total
Preferred term N (%) E R N %) E R N %) E R
L, 0 1 (2.2 1 22 1 (16 1 1.6
HR)—7 1 (6.3 1 6.6 0 1 (1.6 1 1.6
ANES 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
2~ =T 1(6.3 1 6.6 0 1 (1Le 1 1.6
M - 0 1 (2.2 2.2 1 (16 1 1.6
BB~V =T 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
BB L O A ak = 3 (18.8) 4 26.4 9 (19.6) 12 25.9 12 (19.4) 16 26.0
3N 1 (6.3 1 6.6 3(6.5 4 8.6 4 (6.5 5 8.1
IR 1 (6.3 2 13.2 1 (2.2 1 2.2 2 (3.2 3 4.9
DU JEE A R J 0 1 (2.2 2 4.3 1 (1.6) 2 3.2
NS 0 1 (2.2 1 2.2 1 (1.6 1 1.6
5B HE A 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
5 P IFg 1(6.3 1 6.6 0 1 (1.6) 1 1.6
IEERT 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
IR 0 1 (2.2 2.2 1 (1.6) 1 1.6
TSR 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
— % - EFEER L OGN OIREE 2 (12.5) 4 26.4 6 (13.0) 6 12.9 8 (12.9) 10 16.2
filapea 1 (6.3 1 6.6 1 (2.2 1 2.2 2 (3.2 2 3.2
78 0 2 (43 2 4.3 2 (3.2 2 3.2
A&7 22 AT P i 1 (6.3 1 6.6 0 1 (16 1 1.6
Fa = 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
SR H i 1 (6.3 1 6.6 0 1 (1.6) 1 1.6
BSOS 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
N 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
it 1 (6.3 1 6.6 0 1 (16 1 1.6
FRE R P 2 (12.5) 3 19.8 7 (15.2) 7 15.1 9 (14.5) 10 16.2

%: Percentage of subjects, E: Number of events, N: Number of subjects having the given event, or an event in the given
system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.

nn8640,/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:06:29 — t_ae_socpt_sum_4244. sas/t_mildae_org cl_sum_sas_4244. txt
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Summary of mild adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Norditropin Somapacitan Total
Preferred term N (%) E R N %) E R N %) E R
I 1 (6.3 2 13.2 4 (8.7 4 8.6 5 (81 6 9.7
JERE SRR 1 (6.3 1 6.6 2 (4.3 2 4.3 3 (4.8 3 4.9
B R dRe e 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
FR 5. MERES K OMERm s 3 (18.8) 6 39.5 2 (4.3 3 6.5 5 (81 9 14.6
& H . 1 (6.3) 4 26.4 0 1 (1.6) 4 6.5
7 LLX— MR 1 (6.3 1 6.6 1 (22 1 22 2 (3.2 2 3.2
1 VEIRBE 1 (6.3 1 6.6 1 (2.2 1 2.2 2 (3.2 2 3.2
RZ K 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
BE, hER I OLESIHE 2 (12.5) 2 13.2 5 (10.9) 6 12.9 7 (11.3) 8 13.0
AR 0 2 (43 2 4.3 2 (3.2 2 3.2
£ R 15 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
s 1 (6.3 1 6.6 0 1 (1.6 1 1.6
HAE 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
NG 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
A B s 1 (6.3 1 6.6 0 1 (16 1 1.6
U pae 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
FERE R KO Mk 5 (31.3) 6 39.5 2 (4.3 2 4.3 7 (11.3) 8 13.0
W95 3 (18.8) 3 19.8 0 3(48 3 4.9
1% 1 (6.3 1 6.6 0 1 (1.6) 1 1.6
T2 1 (6.3 1 6.6 0 1 (16 1 1.6
R fg R Z fiE 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
A= La: 0 1 (2.2 1 22 1 (16 1 1.6
F2 i S I 1 (6.3 1 6.6 0 1 (1.6) 1 1.6
FEappEE 0 2 (4.3 4 8.6 2 (3.2 4 6.5
ARHRAE 0 2 (4.3 4 8.6 2 (3.2 4 6.5

%: Percentage of subjects, E: Number of events, N: Number of subjects having the given event, or an event in the given
system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.

nn8640,/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:06:29 — t_ae_socpt_sum_4244. sas/t_mildae_org cl_sum_sas_4244. txt
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Summary of mild adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Norditropin Somapacitan Total
Preferred term N (%) E R N %) E R N %) E R
Rt L OuesiEE 1 (6.3 1 6.6 2 (43 3 6.5 3(48 4 6.5
ZHE 0 1 (2.2 1 2.2 1 (16 1 1.6
Mok 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
KAV v A MAE 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
BE PRI 1(6.3 1 6.6 0 1 (1.6) 1 1.6
AR f 2 1 (6.3 1 6.6 2 (4.3 2 4.3 3 (4.8 3 4.9
AR ¢ ifn. 0 1 (2.2 1 22 1 (1.6 1 1.6
=l 1(6.3 1 6.6 0 1 (1.6) 1 1.6
FRPIBE 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
JiliE s 0 2 (4.3 2 4.3 2 (3.2 2 3.2
1 1L E 0 2 (4.3 2 4.3 2 (3.2 2 3.2
ik LY R REE 1 (6.3 1 6.6 0 1 (1.6 1 1.6
= 1 (6.3 1 6.6 0 1 (16 1 1.6
Hi KOk KR E 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
=S 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
oI R R E 0 1 (2.2 1 2.2 1 (1.6 1 1.6
ZEMET L L — 0 1 (2.2 1 2.2 1(1.6) 1 1.6
B, MR LOSHHAHOF Ay (FElRk 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
JORY =T %5 Te)
R4S PN FLERR IR M E R 0 1 (2.2 1 22 1 (16 1 1.6
fifs PR AR A 0 1 (2.2 1 2.2 1 (1.6) 1 1.6

%: Percentage of subjects, E: Number of events, N: Number of subjects having the given event, or an event in the given
system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.

nn8640/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:06:29 — t_ae_socpt_sum_4244. sas/t_mildae_org cl_sum_sas_4244. txt
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Summary of mild adverse events by system organ class and preferred term — safety analysis set

MedDRA system organ class Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R
y—INVEIN KT URT =T — P 0 1 (22 1 2.2 1 (1.6 1 1.6
n

%: Percentage of subjects, E: Number of events, N: Number of subjects having the given event, or an event in the given
system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.

nn8640,/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:06:29 — t_ae_socpt_sum_4244. sas/t_mildae_org cl_sum_sas_4244. txt
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6: Summary of adverse events possibly or probably related to Norditropin or somapacitan by system organ class and preferred term - safety
analysis set

MedDRA system organ class Norditropin Somapacitan Total
Preferred term N %) E R N (%) E R N %) E R

Number of exposed subjects 16 46 62

Total patient years at risk 15. 2 46. 4 61.5

All possibly or probably related 3 (18.8) 9 59.3 7 (15.2) 12 25.9 10 (16.1) 21 34.1

adverse events

JERYLIER K O hE 2 (12.5) 6 39.5 2 (4.3 2 4.3 4 (6.5) 8 13.0
-nHEE S 2 (12.5) 5 33.0 2 (43 2 4.3 4 (6.5 7 11.4
A~ L~ R 1 (6.3 1 6.6 0 1 (1.6) 1 1.6

BB L O A ak R 0 5 (10.9) 8 17.3 5 (81 8 13.0
E3IEE 0 2 (43 3 6.5 2 (3.2 3 4.9
DU R A R J 0 1 (2.2 2 4.3 1 (1.6) 2 3.2
NS 0 1 (2.2 1 2.2 1 (1.6 1 1.6
B RS IEE 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
RS FE 0 1 (2.2 1 2.2 1 (1.6) 1 1.6

— % - EFEER L OGN O RRE 1 (6.3 1 6.6 1 (2.2 1 2.2 2 (3.2 2 3.2
TSRS 0 1 (2.2 1 2.2 1 (1.6) 1 1.6
it 1 (6.3 1 6.6 0 1 (1.6 1 1.6

P R RE 0 1 (22 1 22 1 (16 1 1.6
JECRE SRR 0 1 (2.2 1 2.2 1 (1.6) 1 1.6

R LUk E 1 (6.3 1 6.6 0 1 (1.6) 1 1.6
BE PR IR 1 (6.3 1 6.6 0 1 (1.6) 1 1.6

F2RE R KO sk 1 (6.3 1 6.6 0 1 (1.6 1 1.6

%: Percentage of subjects, E: Number of events, N: Number of subjects having the given event, or an event in the given
system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.

nn8640,/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:06:31 — t_ae_socpt_sum_4244. sas/t_prae_org _cl_sum_sas_4244. txt
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Summary of adverse events possibly or probably related to Norditropin or somapacitan by system organ class and preferred
term — safety analysis set

MedDRA system organ class Norditropin Somapacitan Total
Preferred term N (%) E R N (%) E R N (%) E R
R s 1 (63 1 6.6 0 1 (L6 1 1.6

%: Percentage of subjects, E: Number of events, N: Number of subjects having the given event, or an event in the given
system organ class at least once, R: Event rate per 100 patient years at risk
MedDRA version 21.0.

nn8640,/nn8640-exploratory/susae002_20191119_er
19NOV2019:10:06:31 — t_ae_socpt_sum_4244. sas/t_prae_org _cl_sum_sas_4244. txt
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7: Listing of adverse events leading to premature discontinuation of trial product - safety analysis set

Treatment Sex (M/F)/ System Organ Class/ Onset Study day Technical

group/ Age (yrs)/ Preferred Term/ Date/ /Duration Serious Severity complaint

Subject ID BMI (kg/m 2) no. Reported Term Outcome (days) (Y/N) /Causality* (Y/N) Action taken
Norditropin/ F/62.7/32.8 5 {NhR L OueakREE/ 12MAY2018/ 236/ N Mild/ N Drug

111006 Not Possible Withdrawn

Recovered/
Not
Resolved

AE: Adverse event, BMI: Body mass index, F: Female, M: Male, N: No
*AE causality is based on judgement of investigators.

MedDRA version 21.0.

Y: Yes, yrs: Years

nn8640/nn8640-exploratory/susae002_20191119_er

19NOV2019:09:59:31 - 1_ae_list_4244. sas/1_ae_discon_sas_4244. txt
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2.7.6.10  NN8640-4491
2.7.6.10.1ER PR BRI =

RERIREEE S
Novo Allé, DK-2880 Bagsvaerd, Denmark.
Novo Nordisk A/S, Clinical Reporting Anchor and Disclosure (1452)

RIRARESR
V7% Smg/l.5mL KO8 10mg/1.5mL, PDS290 < iE A4

BRSNS
BIRA « I~ T
BENTZRSY 22— K 1 NNC0195-0092

Trial ID : NN8640-4491

Clnicaltrials.gov identifier : NCT03905850 UTN : U1111-1220-5197
Paediatric status : 7%t EudraCT number : 2018-003670-27

RERDITRE -

fREEWBRE 2k & LT, Y~ 5mg/1.5mL O 10 mg/1.5mL (5 mg 8HKI K& O 10 mg #AD

BT G- 0Ky EhRE 2 a9 2 EAELEI D AT, ZEHER, BEREG 3HIEER 7 0 24— —iAR
(TR BR S i 7 11 5 D R4S )

WP E 2R L LT 200 Y 7 2 U2 B ES Lo o~ DWW 2 Heigs 4 2 35k
(www.clinicaltrials.gov D FF#E44 )

REBREXERA
1 4 OIRBRELEMD, BAETEAT HIEMT, [BRREREEZ L E2—LEBATHL 9OEmSh
77

REBRERE -
ARBRIT, FA YD 1 S>OIRBRERERREB (PIREBZFEREM) TEiShiz,

Germany

DNRXE (GIAXE) -
A PR B S A E R A T DRI e L,

JREREAR MENDI—X:
ARERBAAAE - 2019453 H 29 H 551 FH

#BR5E T H (completion date) : 2019427 A 15 H

Cut-off date :

ZZACHORT AR RIL, 201949 H 6 BEF R CTOREKT — Z X— R ZEESNWTW5, ARGUS 72T
— A N_—ZAD cut-off HIL 20199 H 13 HTH A,

wmER -
20194 11 H 14 H
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AHBORZNERRUIRR

KERERIL, VY~ T X OGRS 7 0 /5 A0—E & L CEM S L, EyEgE T A —% (5
% 0~ B i e B AT RERE R F T IE PR e — e dh AR FimifE (AUCo.) M OV Myl FIREE (Cax) )
IERE L LT, RBREA (S mg A LAEMERIA (10 mg A OAMFHIRIEEZ M LTz, 220
K2 N T, 0.04mgkg DY~ T LB BEENLTRTIHEE L, BONERLT (EMA) M OCKEA
fnlEHEEL R (FDA) O FRIRIEMIZET 204 R7 4 2 TliE, Conx DR E 72V, BRKAVIZE
DINSNEEBZ BNDGEITEBNT, RAWVEERHFOMEHZTFAL T D, BEHORELL Cuud®
FRICEE L T 57, D LAREBRER (AUC) ICRE L TWAHEBEXLNL YT VXTI, 20
ALY T HEBZOND, 2 ODRANOEYFHIREEERGET D20, TIA <) —= R
NA 2 N T D AUC S O Conax DY EW F RN D FEHE 2 i 72 T LB B o T2,
TRCOWREITRBEDO Y R T LR T ¢ v MZOWTCHHEZ T2, RBRICEEST 20 50O FIEE
Ehid DR, WHREN O LEIC L HEBE LS.

B :

FEHK

o 200V UH UMA (5 mgflHI KO0 mgiAl) AHEENLTH TREG LIEGED Y ~vT V2
DR B O\ Crnax B HERE & LT, 28K O A= )[R S5 2 FRGIE T 5

R H Y
200 Y= 7B A (5 mgBAI L U0 mgfifl) #EENL TR TITEREG LoREICBIT 5, £
Dt D S ENHERENE 2 fit T 5,

o 20DV TUH L OBA (5 mgH KO0 mghlAl) AT TR TG L-RE BT 5,
N FIERFE E i 5.

BEBAE

AT, ERERE xS e LT, Y7 5 mg BHI KON 10 mg 84K 0 fz T % G- o3y s e 4
MErd 5. A, BEABID T, ZEHEEMR, ek, BEESG, 3HEMN7 o 24— =B Th
ST, ARBOHEL, 0.04mgkg DY~ T U H U EETNTHRE LIEGEAED, Y~V H 2 5mg il
F KON 10 mg BUAHI D AW F RS 2 3l % 2 & Tho Tz, ARBROKFREA P 2 — VI TD LB
D,

Visit0 Visit1 Visit 2 Visits 3-6 Visit 7 Visits 8-11 Visit 12 Visits 13-16 Visit17
(Days -1-5) (Days 6, (Days 21-26) (Days 27, (Days 42-47) (Days 48, (Days 64-71)
Dosing 1/PK sampling 7, 8, 15) 28, 29, 36) 49, 50, 57)
Informed Screening PK sampling Dosing 2/PK sampling PK sampling Dosing 3/PK sampling  PK sampling Follow-up
T ‘l’ ‘l"l/l\l‘ ‘L l\l’ll \L \Ll‘[’l \L
21 day before V1 2-28 days 7-14 days

In-house In-house In-house
| E— | E— | E—

AR 17 FOKBEN B 725,

o [AEBRGAEGL-ODREE CEBEO)

o WEREHEOWHMEMKERT 220D AT ) —=2 73k CkBgl) Otk, wRlEGkEE G2, Day
D) (CHEEZE 21T,

o 3[EOFE G LEYERE K O FHUNERH OFM O 7= D ORI 21T 5 72D D kP CkPi2, 7h T
12) » ROEERNC Y~ T H 2 WeF I Twash outd B 728012, 3RO G-/ D45 kb b ig 4 30
W (+7H R ORPEFFABIR 2% T 72) & Lz,

o CEMENEE N ORI EH & 5T 5 720 O3 B OFRIMAEAT 5 72 b D3R & L THREE3~5, K8~
10 OKBE13~15%FhE L=, S HI2, HPERE L O3 HER 25 i+ 2 7= O O %17 5 7=
DIT, SKPES, 10X 5O ARZICZEZTREE6, 114 TN6 (+/-1 H O RPea A M 2 5%
77) HSEhE L7,

o BRI TRFOFZIAKEE CRBE17, KBE16D7~14 H %12 EiE)
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PR 1L, IR Gkl (GRBE 2) (2. SKBE 2. 7 KON 12147 ) AEHERA] (Y~ 7T Z 2 10 mg T
) o 2 B OHEEFEG L ORBREA] (Y~7 22 5mgBA) o 1RIOBERFRGENGR5 3 0%
JEFFOWT I 1212, 11 1 OBETEIESISEN Y 11T 6z, BGIRFZLLTFIRT,

Period 1 Period 2 Period 3

Somapacitan Somapacitan
5 mg/1.5 mL 10 mg/1.5 mL

i Somapacitan
> > 10 mg/1.5 mL
Somapacitan 5 Somapacitan 5 Somapacitan
10 mg/1.5 mL 10 mg/1.5 mL
Somapacitan Somapacitan s Somapacitan
10 mg/1.5 mL > 10 mg/1.5 mL 5 mg/1.5 mL
l ! | ]
I | | |
1 3 weeks T 3 weeks T 3-4 weeks T
First Second Third Follows|
dosing dosing dosing

B 5 LA OB TIAICEE S L TR, BUREKREZAT 5. HEEROIGREmEREEADO A & » 7
8, HEVEZEND 11 a2 — RICHE- T 0.04 mg/kg DIEERIE A LT/ TR E Lz, &5 S aRANZSN
T, BBRE R OVEBRE(TERITERIL SN,

PR X2 MR BB TR kb 2T o 7o, SKBE 2, 7 KON 12 TIRIEBRIRZE 10 53R~ 514 043 K O
H#1Z, Kbt 3~6, HKbE 8~11 L USKRE 13~16, 725 NCEEZRA KR Gkl 17) (2, EyEhgek
WHZLHWER 7 0 7 7 A Va2 Tl 5 72O DRI AT - 7, BERERICHEW T, Ky Ehhe & OS2
TERZ a7 7 A VEFHET D721, BRE 1XIE5R 5 A EINIC 5 B BIE L7z, EWEhme Kk Ok
HFEOER 7 a7 7 A VEFHET 5720 ORIMEIT 5 72012, #ERE M, Day5, 26 K47 (%
. kBE2, 7KON12) | Day6, 27 KUN48 (ZNFH, kBE3. 8 & ON13) | Day7, 28 K149 (%
EI, KBt 4, 9 KON 14) 1T, RBRFEMEEREEANIC —BRET 52 L b LT,

SHE R OB S AT HERE 5L -

WERE IR - BLYE GRBEROZE R I, TR E P IkT o 9E) 52 L 2FE L, #3380
PR A2 R Wi ER S 2. EXNSR LT 3 DD EIEF WS 1212, 1: 11 1 OSRTE/E
BB T D X DR Lz, ARBRTIZ, ik - BRI OmiEE AT E Lz, T A~ ) —T 2 RiRA
YRR AUHE Y = RIRA  MIBT DRERHENT & RS D 72 DI, G R RE A S EhRE T — ¥
EHTHWEERE L LT, D b 27 BoRBRGE T2 R T D NERH -7,
WEREDONRIZLLTO L EBY TH D, dH50BOWBRENAT V—= T %2F, 2055 14608 AT
U —= SREREI ThH ol A7V —= T RZ T -ERED 5 5 EEAE D AT RS 2 F1233 5
Zoik U, 1385 B RO EHE 7 IS L7-720, A7 ) —=0 ZEk L HESNT-HBRE D 5 b,
3FINEVELEI D AT SR o T, AEF33FI, 111 1 OERTEELE ) S, EXo#EE
EFFCiE, ZR N 1L BFRED b, BEEIEFD, 10 mg 84 —5 mg #AI— 10 mg ®AITH o721
Bl (B¥BRFE ID : 101011) 23, 30 H O GE25F HRNCRABRZ Ik L, 326123 Bk 256 T L, i
KON R G (FAS) 1213 32 il ZZRVEMNT R RAER (SAS) 121X 33 B E ® Lz,
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HeBRE DNFR
Total
N (%)
Screened 50
Screening failures 14
Withdrawn / discontinued before randomisation 3 ( 9.1)
Failure to meet randomization criteria* la ( 3.0)
Withdrawal by subject 2 ( 6.1)
Randomised 33 (100.0)
Exposed 33 (100.0)
Somapacitan (5mg/1.5mL) 33 (100.0)
Somapacitan (10mg/1.5mL) 1 33 (100.0)
Somapacitan (10mg/1.5mL) 2 32 ( 97.0)
Withdrawn / discontinued after randomisation 1 ( 3.0)
Withdrawal by subject 1 ( 3.0)
Completed trial 32 ( 97.0)
Full analysis set 32 ( 97.0)
Safety analysis set 33 (100.0)

Q

N: Number of subjects, %: Percentage of subjects

*Due to dosing day criteria failure.

a During the reporting of the trial, it was confirmed by the site that the subject
had fulfilled dosing day exclusion criterion 7 (email correspondence).

PHRUEEGHANTEE

F AR PULYE

o FB18RLL L, 455 T (AEBGHRR) OBk

e BMI: 18.5 kg/m?LA |, 24.9 kg/m?LAF

o HEHEEROHKFR, 2ROV AZ V—=0 FREBRHIFE M STz A Z YA v DER KR
BRI A ORERIC S & | 1BBRE{TERI — AR Td 5 & OHIWT L 7o g

EStAN P4 S

o AZ U —=U R4S A TG 2T TIEBREE ORI O SR O WT LR WEIILANIZ . Bl
PRSI ARAGROIRER A FH W T O ERIREER IS0 U 7= gk

o {KEN100 kg OWERE

o HMEANEHGUWABIEDBAEEZ AT HHEE HEE A S OIS )

o INETIGHIEHRZZITI2Z L ObHHERE (BHRE B HOWEIZIESL)

ESRANG A Ioe S

o HWBRFIZIWOTHLHBAERICLVIEREOEGEAFILT L ENTED

o HEREIL, LERMDOREND, HDWIIARREBROFIALZ BT L2y s 56 ., I8RET
FEAfC X D IRBRE OGN FIEEND Z Endb D

PUTFIZEST 2861, BBa Rk L2dhiEzoen

1. $5-H OBRIMEHEICHAR L 72356

2. IR L2354

3. HRE AL LSS
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4. BEAGE ST ARAGROIGERE 2 W - O R ERICRERIC S L7856

5. BEES  YRE TRREEEMIC LV FFR TE 20 I S A BIEN RS SNEA. 165k
WL DRREEAROFEICEDL LT, BRI I LTI b en

6. TEBRFENEFFEED D OB, JFER, UIOFHIEAIOMEH T, IRBROFE RN MR, & 72 5 AlHetE )
HOHYGE BREBEEM T R VT 4 27 0¥ L 5)

HRERUXMEE, AERUVERERZ, Oy &S
UTEBBRELL, Wb VA VAT 4 A7 Rt S,

Investigational Strength Dosage form Route of Batch Number  Expiry Date
medicinal product administration

Somapacitan 5mg/1.5 mL Solution for Subcutaneous ] 28-Mar-2020
5 mg/1.5 mL (test injection

product)

Somapacitan 10 mg/1.5 mL Solution for Subcutaneous [ ] 08-Jun-2021
10 mg/1.5 mL injection

(reference product)

TRBREEIE, PDS290 U BIEASRIC RIS N U F v R¥ A 7KL LCigflia iz, vy~7v x>
X, B CIREERE TRWIGSITIIFERIT AT L Lie, AMIRNOIRERIEZHH LT,

TR 1Tkt L, KRBT 2, 7 KOV 12 D 3 [EIOFHREERFOR] (7:00~9:00) | 0.04 mg/kg DIFHRIEZ
ZEfIRAE TG Lz, IRBRIEIT T T RICKBESOREZ > F A B Th &S,

®E5HR

TERBRWIFIL, Dayl CRBL2) 725 64~71 H CRPtREZERS) Th V| SHERE O T & s iR
1£66~99 H CkBt2 (Dayl) Aij2~28 HICAZ UV —=7 %3] Tholz, FEEOEGHFILITE
ST & =R TR o T,

e EGHEITR 1 &G Tho7-7-, 3[EOREICT 55 5EHEOFHE@ER L7 AR TH -
77

FHlEE - EYMERRUENZNIER

LT o3 @hfe K OS2 ERICEE T 5 = > RARA o~ R &3l L 7=,
HYEEEICBT 5 7 I~ ) — RARA U b

FEHOZFHOT 2572010, DLTOREYBEREICET L2774~ —= 0 AL v hEfigHh Y~ 7 v ¥
VR — R HER MR T g oM LT,

Endpoint Endpoint title Time frame

(unit)

AUCo~+ Area under the somapacitan serum concentration- 0 to 504 hours after investigational medicinal
(ng*h/mL) time curve from time 0 to the time of the last product administration

quantifiable concentration after dosing

Cmax (ng/mL) Maximum serum concentration of somapacitan 0 to 504 hours after investigational medicinal
product administration

S EREIC BT A AN AR B F ) —o  FARA Vb
HENREIZ BT DRI B Z - 572012, LT OEYBEIREICRET 28 0 # ) —2 2 RARA Vb
ZIgEh Y~ 7 PR — R HER AR AR D LT,
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Endpoint (unit) Endpoint title Time frame
AUCo-168n Area under the somapacitan serum concentration-time 0 to 168 hours after investigational
(ng*h/mL) curve from time 0 to 168 hours after dosing medicinal product administration

AUCo»(ng*h/mL)  Area under the somapacitan serum concentration-time 0 to 504 hours after investigational
curve from time 0 to infinity medicinal product administration

tmax (hours) Time to maximum serum concentration of somapacitan 0 to 504 hours after investigational
medicinal product administration

ty, (hours) Terminal half-life of somapacitan 0 to 504 hours after investigational
medicinal product administration

HAOFRERICET A2t b v A —2 v RARAL v b
HAFIIERNC BT A RIRII B % 36T 5 7= 910, DL F O FHERICET A/ et v 2 U
—x 2 RiRA v P aMEFA 2D AR -1 (IGF-1) R —RERHERS Ml T fE) HEH L7,

Endpoint (unit) Endpoint title Time frame
AUCIGF-1,0-168h Area under the insulin-like growth factor (IGF-I) serum 0 to 168 hours after investigational medicinal
(ng*h/mL) concentration-time curve from time 0 to 168 hours after product administration
dosing
Cmax (ng/mL) Maximum serum concentration of IGF-I after dosing 0 to 504 hours after investigational medicinal

product administration

tmax (hours) Time to maximum serum concentration of IGF-I after 0 to 504 hours after investigational medicinal
dosing product administration

AR - T2
o MG L FHPIAKPE (day71) F TORFEFRORIHE

WEtFi% -
BERE I DR - PBREHIL. Cox DHERENEE) (CV) OHEEME (45%) IZHESWTHERH L, &
BREUFK & BEAERIA OB DZEN 2 (RAPEHOEDEN 1) SIRETH L. 80%DMH 1255 7-01C
1Z. EMA OAEW RIS T 5 A R4 v OFli 7 1EZ W I=881213 27 . FDA O
HIIRISEMEIC BT 2 A R T4 v Ol 5152 W81 22 BIOWBRE DN LETH D, WRER%Z
2761 & L. AUCo DHIERENEE) (CV) % 26% EIRET D & AUCo D 90%I(E FEH X M 23 A ) = [R5
MEDOTAMIC 1T DIEUER R FERFEPE (0.8, 1.25) ICHEND 00K I11L 93% TIHh 7=, AUCo &
Cox [CEVHHEAN PR END Z L 2EET 5 & AUCo T Coax (2 HED < W20 [R5 2[RRI
OO TINE 74~80% T D (FHRME 2 WA SAIRME RN E WA DIREIZHESL) o
1k - BHEREZRRKTI8%E THILTE L X, 3 O0EGIAF~OFEIVFITHFEEZ1:1:1EL L, 32507
RCOBEZ5ET T 288058 27 Bl 2 fefhT D72 DI1i%, HBRELE 3361 & Lz,
FENT R SAEEFA R ORI SN DT —#
o KON SEMIL., BIEAEID I ESNT-T_XRTCoEERED > B, IBBREOTXTokRE
(EEYERIA| O£ G mgix2m], HRERRAI OB G REIX1E) 2% 07T X ToRE L ERIN
%, HERRICET A I A~ — o RiRA v b, 70 5 ONT S BN EE J O )2 E I B
HEE e h o F ) = RIRA b OFHHIE, S KON RN S W TR L7, 10
mgBH| —5 mgHH — 10 mgfAI OB GINAFF T G-32 L 9 I2E 0 T - w15 (s
ID : 101011) %, 3[EIH OB ERNCHERZ T IE L2720, I RKOMBH I SRERICITE TN/ -o
7oo LT2D3o T, e RONTRIGEEICII3261 2 5 D7,
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o EEVEMNTGEMIT, BEAEI I SNTHBRE D H b, 20DIRBREK (FEAERLE| L OG5 R
A) OWThpoEb 25072 EBIREREEZZ T T XTOHERET L ERIND, AFEFS, 7
BONNTLER, FERFTR, A XAV A v ROERRE 2 & R SMERHIE B X, Z2RVEfT <
GEMIZEE S W TER Lz, Rt G 33362 & iz,

HatfEHT

WYEREICEAT 5 7 I9A4~ ) —2 RARA b

TIA <Y —2 RARA 2 b (AUCu KT Cog) 1. FENHEEHEZ W TEN LT,

AUCo. DFENT : AUCo 1%, BIEEIIEEZAWCGERL L, M#TRIC AUC. X528 e L, Bk, I

B, BENER M OB ENERN TR E & B R & Lot T v & W CTRT Lz, 2B sl

WIRIET A DE Lz, ZOETLAEANWCRIAIBMOEZHETE L, #EEEEZITTO R 75— VIR L,

BUIHIR O He & RIS 5 90%EHEIXE & & IR LT,

Conax DIENT Be OV 2[R SV E O FTAR -

EMA OAEM R SNEICEE T2 A KT A O HE @ Coa &2 X5 L, AUC) OFFEFT TR L

7o 7k LR CIECRRINT LTo, Coux OEW FROREMEOFF R 2 ET HERICIE,. ZOET LV THE

N D AEAERIFN DO PR E PWAZHER 7 (s (Conax, reference)) Z2 Nz, HERFNZEE) (CV (Coax,

reference)] 73 30%HEDOEE . EMA DA K7 A4 NZBTHHETIE (U; L) 1 exp [£k s (Crax,

reference)| T 5 (2 ZC, UITFFAHPM LR, LIXFFA®HE TR, ki1%£0.760 THEX LD EHTH

%) o EMA OAEMZHIREISEMICET DA BT 4 O 515 TIE, Coa DEAIR O H D 90%EHE X

WA EEo (U, L) oM, SHEEMEDS (0.8;1.25) OFPFHANTH Y. 73> AUCHL DERFI D .o

90%(EHE X [E23, HEHERN R AR TH 5 (0.8;1.25) OFPANTHIUE, W HHA| DLW r [ ME A

MAEE 5,

FDA W5 WRIEMEIZRET 2 A R A4 OFHii 7k © FDA 23R 2 BERERIRHN /774 (step-by-step

approach) (Z9t-> T, 22D Y~ 7 & VBRI OEYFHIRIEMEZ TN L 72, 565 1B TIEL. s (Couax

reference) DIRTEZTT 9o s (Cmax, reference)’ 0.294 LL EDHE . (ur-pr)? - K-62cmaxs reference) 0 J7 I 95%/1F

FEXM O EREPNOLL T THLRLERDH Y | 2> Coux DA O LLD i HEEMA (0.8; 1.25) OFEPANT

HDHRETHD, T T, Kit(log(1.25)/0252 TH 2 b D EE. ur O prid. T2 ekl

(V=7 B 5mg A KOBEHERE] (V<7222 10 mg BA) DORIIZEWE D Co D TH

D\ PCmaxs reference [TAETERIKN OWEBREFE NI TH D, X5, AUCo DRFIM D D 90% (5 HE X [ A3,

R RFRFHETH S (0.8;1.25) OFPEANTHIUE, mRF DAY FERSEENRIES NS,

S ENRE % O ZRERIC BT D et b XY —x= v RARA v b

o CHEWENHE N OUESEHERICE T 2 et o F U —x v Rl A v M, stk EZ2
TEK LT,

o HERFEPINE. tin=logR)/AE LTHBE Lz, MiE, EERHOT —ZIZOWT, P #ik 0
FE 2 AR, W AT AR Y L RRR O X & U CHEE LT, BEHICIL, #EBROK
BOE S OF R ATRE e BIINE (B CUElrEe) Z/H L,

e AUCq165) X IGF-IOAUCo 16801 E. #IZ B TEEE O TGERL L7z, AUC) ! ZAUC.+AUCexirapolated &
LT L2, AUCextapoiaed=C/A. & L. 2 2T, X E B AR BN, CUTE BT RE 7o Ao ik Iy
HOBEOHEM TH D, 7 VT 72 A (CLF) 1 ZHE/AUCiesn & L TER L7z, AUCo.168n4
AUC .o & ONGF-IO AUC 1680t AUC o DFRHTIZ AN T2 0 BT T /L % O CRRMT L. HEE I
(AT D) 1TZAUC & [FIERIZR LTz, EREERTE . AUCo.16sn DFRHTIZ 6 2 FRNTHE LT
HHETADBIR Lo l=l2, TETNVDEEEITo72, BHE LT AT, BANKEEL
7B TFRET. 2200857 (5 mghH & V10 mgfdfl) TEHHBEIE LT,

22 AR
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PIEIE G0 & A REE (Day 71) £ COREFRORBHBELL, kM2 MR (BHHERE
FBL L T HRE LK OB DOEI A 70 b A EFROREBU B OB 72 ) ORI %
WCEHIl L7z, AEFSIL. 2208 (Y72 % 2 5 mg BAIKRO 10 mg #F]) | ICH EBEEE A
i (MedDRA) DEERIADNE (SOC) RUEARE (PT) HINZZER LIz, AHEFRIL. BGIEFF,
RO R OB IS, BAERE, JRIREE & DINRBISR, K OBBREERICBT DM L & bICHBRERIC
—ERTRLIE,

HEREER

KR OPEIFRE DX—R T A VR TRIRT,

WBRE ORI MTAN B1H], 96.9%) THY . FHE Q741, 84.4%) Thoio, ARERICITE A=
v 7 )T TV ROWIRE OBGRIL IR Do T, A RRIL 351 s (FEPH : 22.0~45.0 %) . SKPL 2 1TH1T
% -H) BMI I3 22.8 kg/m?  (#iPH : 18.4~25.1 kg/m?) T o712,

FE I OB ERE 2 AT DR E DS 1 BlRE Sz, A2 ) —=0 ZICBW TR 2 AT DR
F1ID7e< @) o mE SRR, SRERIRGHE R RmE) | DERME, FRER X 0NERE
PEREE ) | TNk ) RO TRE R L OV FHBIEE ) I2EE T\ e, UA_—VERERE L T
UE=T LAX—0 2 O>ONREREZHT HHERE N 14 (WEERE ID : 101012) @5 Ihi,

27 Y —= 2 TR W TH A 2 L OB E 1T s o 7, SREREAR . 4 5123 0F 35K
KO 522071, RbS<HEHENT-0HEANL, v ZE—LTHY ., 36| (94%) NEHE2%Z
7=,

SEHHERDCRERIATR B I, A7 ) —= 0 Jkb L ER AR TR TH D . B E

1Z-1.2 mL/min/1.73m> CTH o7z, ZDZ &id, WRFEMERETH V| HERRERAREE EIXIEREOR S
WX DERBREZ T 2o T2 2 L BT,

EYFERVENZHMERAOHER -

200 Y= AL (5 mg BAIKR 10 mg A 2 HNTHEEALTEITRE L & X4

EMEIRGECTE T, 2200774~ = RiRA U bD I B, AUC I T OB [R5 D

FEMEZGTZ L T2, Croax (2D TR, 10 mg 8541 & iz LT 5 mg 477 Tl 23%1K0 & HEE ST,

WERTHRNT 22 T2 A R [R SR ORI O R 2 LL R ISR,

e AUCWIZDOWT, Y~T7 ¥ 10 mg BANZxHT 2 5 mg BHI O L OHEEMIZ T2 90%(5 FEH X [
(0.95 (0.89;1.01) J 725, AEMFRIRFMHEOTFAFI (0.80;1.25) N TH-7-Z &b, AUCwL &
L L2542 >ORANIAE FA0 RSN A= LT,

o ConZiEEL L1246, EMAKO'FDADH A RT A UBHERT T o hikezHNTH, 29
DORFN I A L RSN O AT 7= S 2o T2,

- EMA O/EWMRSEMICET A HA FI A L O T EZ2 VT Con ZFEEE & U2/ B2
RS2 RN L725G « Y~ 73 % 210 mg WA OBERENEE) (CV) 13 54.30% & HEE =i
7272, FAFPIT (0.70;1.43) IR 2072, Coax \SOWT, 2 20OHIFIM D (5 mg H
/10 mg LA OHEEM K O 90%(EHEX[H1E 0.77 (0.68;0.89) T o7, SHEEMEITHFRH
FH (0.80; 1.25) WNTIX7e< . 90%IEHHX M D FIRITIA < 72 - 7= 5P (0.70; 1.43) NIZH
FNehoT, ComBHREL L7 EMA OH A KT A OEW AR SN D FUE 2 7= S 720y
7=,

FDA DM RIEMIC BT DA BT A > OF M 5% W T Cone ZFRHE & L7252
RIZEME 25 I L7236« Y~ 7 v 2 2 10 mg BFI O #ERE N OFEREF 721X 0.520 & HEE S
7o Conx\ZOWT, 2 00ORAIM O (5 mg HAI/10 mg BLA]) OHEEIEIZ 0.77 TH V. £
SR ZEME O E HAE & 32 A 95%IE X D EFRIX-0.04 Th o7z, slHEE AR IXFTA A
(0.80; 1.25) WNTIE<L . Con ZIEHE L LT FDA DH A BT A » OEWFI RIS A
Wiz X720z,

HRYENREIC BT DR D o ) — RiRA V FOFERIZILLTFDO EBY TH 5,
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AUCo.1680 2 Y AUC .o (2N T 2 DOFIFIF DO EE (5 mg /10 mg A DOHEEE (90%(5HH
X[E) 1%, 0.93 (0.84;1.02) X7r0.95 (0.89;1.01) TH V. 0.80~1.25 DHEPFANTH -7,

tyo DAL, 5 mg A (527 BEE) KOV 10 mg BA| (1 [HH RO 2B HOFKRE T, zhEh
53.9 FEME B OY 50.5 Bift]) CRIFEE CTh -7z,

tmax O HIEIL, 5 mg BAI (10 Kf]) KOV 10 mg A (1 [FIH KO 2 Bl H OG- WTHUZB N T
SIFf]) CTRIEETH T,

HAFHERICET A et h o F ) —2 0 RARA » FOFERIZUTD LBV Th b,

IGF-1 X OV IGF-1 SD A 27 OSHHERE 7' 7 7 A WiE, 5 mg BH & 10 mg WA TIRIEFRETH -
776

IGF-1 D AUCq.168n (22T, 2 DORFIM DL (5 mg 5H1/10 mg B4 OHEEE (90%15 # X [#])
1% 1.00 (0.98;1.02) TH Y, 0.80~1.25 DFPANTH - 7=,

IGF-1 D toax D JAEIE, 5 mg AL O 10 mg A4 (1 BIE L2 EIHO#EE) TR ThH-7-
(96 IK#fH)

IGF-1 @ Cax DEATEH T, 5 mg BH (3221 ng/mL) } OV 10 mg FFI (1[0 B OV 2[5 H OF5-
T, ZNEH 3164 ng/mL K1 323.8ng/mL) TR TH T,

ZEMHDIER

AERIARI T 17 B 34 HF OB ERELNHBL LT, BEEROREDIIBEIZHE S (164130
) | PEEICSHEISNEAERERIID TN ThH o2 @4tk , BEFEICSEHINDIAEEES S
R UT-BRE TR0 T, IERE(REMIICE Y VY~ & 0 & ORREEMRD [AlREMEH 1 |
Xix ThHo | CHESNEAEERIIOM 24 THY, Tl LHESINT-FAEEESRIT 10 4]
RTHoT, AERRORBHRC, VY~T VX U EHEOET T 2RE 1T o7, &
Bfc THRECIL, 2012 R TR TOHEBRE LG EEEIOEE Lz, ZOo%ORBEHMFIZ, Zh
52BN EREENSEIE L- 2 L NEBR G EREE TR SN T,
HORBMEDE N> T-AERESR GEARGER]., 5% LoOWBRE THRESN-F%) X, T8EW)
(5B 8¢: (152%) 1 . (a0 GBHI34 (9.1%) ) KO NEHy 246124 (6.1%) ] TH
-7,
HEFEROGAIZONT, 2 2ORAIM CTHLNREWIALN T, AEFEROHENFM -0 D
FEFET 5 mg BHI & 10 mg A TRIFRE TH - 72,
L, EERAEER, BROPIEIIESTAERER, YT VX OFEGEHILICEST-FEER
LI o T, AR T, IR, BEEHBRNL T 7 =DVl (BEERLE L CoREEE
Te) OWE LR oT,
SN ROSIC BT 2 A EFR AN 20 THA LNz, WINLRET, IFEETHY, VY~
A UEDORBERZRIT (7oL LHESNT,
[ORASIENR ) 22 RBL L7 16 (425 ID : 101048) TIE. 5 mg ®AE LI 11:H. 10
mg WA GHZIZ 2B 2B LT, 1 FEOAEFROWRFIL [EE] Tho7eid, 2444H
DOERIF IXFRERAE TR TIX [k Tho T,
finod 161 (g8 ID : 101027) 1%, 10 mg ®H O 1 [ H OELGZIC TIEVHERZENEE] 2%
L, 10mg AN 2 [ B O GZIZHIOEAL T EFENAIZENE ] 280 iz, BRI TR
BT BRI TE) THhoT,
ZO% OB TIC, WTORERE & L EERLOERIL [BIE] EhoT,

EIRDHE -

200 Y= A (5 mg TAIL 10 mg BH) 2HEENTETEG LZE X, AUCL &5
L LA, 2 oDORBNIRSEMEDOEAEZ T L TN, Cox ZFEHE L LT28A Tl RSN
DOREHMEZ G- LT 57, 2 WAMOEYFIREEIIMEECE R0 oTz, FEALTRE LI L X
D Conax 1T 10 mg BFH & FLil LT 5 mg BUHITH 20%{K0 > L HEE S iz,

HEREICBE T A o H Y — 2 RIRA VN TH D AUCo 1680 K TN AUCh.o0 (2 DONT, i
KR DL OHEE L, AUCo, & [AEETH - 7=,
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IGF-1 X OVIGF-1SD A 2 7 OEEHERL 7 0 7 7 A /Lid, 5 mg AL 10 mg WA TIZIEFRETH -
7o

o 2ODBADLEMT R T 7 A MIFAKTHY | Bkt EOMBIRR S W1,
AUCL RFRETH Y . IGF-1 70 7 7 A ARFRETH 7= LD . 2 SORIFIRI T 57 Cou D3
WIZIE, BERMIZRERIZ RV E 265, Lo T, BEMZES D, 2 >ORANIFR%ETH D
LEZLND,

ARBRIT, ~Lv R EF (2013) KOVICH-GCP (WACEDREZETe)  (2016) A5y L CTHENE
STz,






