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AF'F'IDAVIT OF NATHANIEL E FRANK.WHITE

1. I am a Records Request Processor at the Internet Archive. I make this declaration

of my own personal knowledge.

2. The Internet Archive is a website that provides access to a digital library of Internet

sites and other cultural artifacts in digital form. Like a paper library, we provide
free access to researchers, historians, scholars, and the general public. The Internet

Archive has partnered with and receives support from various institutions,

including the Library of Congress.

3. The Internet Archive has created a service known as the Wayback Machine. The

Wayback Machine makes it possible to browse more than 450 billion pages stored

in the Internet Archive's web archive. Visitors to the Wayback Machine can search

archives by URL (i.e., a website address). If archived records for a URL are

available, the visitor will be presented with a display of available dates. The visitor
may select one of those dates, and begin browsing an archived version of the Web.

Links on archived files in the Wayback Machine point to other archived files
(whether HTML pages of other file types), if any are found for the URL indicated

by a given link. For instance, the Wayback Machine is designed such that when a

visitor clicks on a hyperlink on an archived page that points to another URL, the

visitor will be served the archived file found for the hlperlink's URL with the

closest available date to the initial file containing the hyperlink.

4. The archived data made viewable and browsable by the Wayback Machine is

obtained by use of web archiving software that automatically stores copies of files

available via the Internet, each file preserved as it existed at a particular point in
time.

5. The Internet Archive assigns a URL on its site to the archived files in the format

http://web.archive.org/web/lYear in yyyy][Month in mm][Day in dd][Time code in
hh:mm:ss]/[Archived URL] aka an "extended URL''. Thus, the extended URL
http://web.archive.org/web 119970126045828/http://www.archive.org/ would be the

URL for the record of the Internet Archive home page HTML file
(http://www.archive.org/) archived on January 26,1997 at 4:58 a.m' and 28

seconds (1997101126 at 04:58:28). The date indicated by an extended URL applies

to a preserved instance of a file for a given URL, but not necessarily to any other

files linked therein. Thus, in the case of a page constituted by a primary HTML file
and other separate files (e.g., files with images, audio, multimedia, design

elements, or other embedded content) linked within that primary HTML file, the

primary HTML file and the other files will each have their own respective extended

URLs and may not have been archived on the same dates'

6. Attåched hereto as Exhibit A are true and accurate copies of screenshots of the

Internet Archive's records of the archived files for the URLs and the dates specified

in the attached coversheet of each printout.
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7 . I declare under penalty of perjury that the foregoing is true and correct.

DATE: 02/02/2c.23 fkfl*^ ;"I T'*^,J.-W lr;t*

Nathaniel E Frank-White

All Puryoss
Jurat form

for add¡tlonal
Notary Events

Doqmeñt ld: I B5AC360-4284-l lED-838C-3358F153F3D7
OnlinENotary,net ] ilil]ililililtIillillillllilllllillllll Pagê 3/4SUN EXHIBIT 1013, IPR2024-00107, PAGE 3



notary public or other officer completing this certificate verifies only the identity of the individual who signed

document to which this certificate is attached, and not the truthfulness, accuracy, or validity of that

document.

IURAT ATTACHMENT

STATE OF Texas )

OF Harris

The foregoing instrument was subscribed and swom before me this date of
02/o2/2O23 by Frank-White

This notarial act was an online notarization.

(Notary Seal)

Notary's

Registration No.
13$79816

Commission Expiration Date: Mav 23, zoz6
-l

*

ot

NIDHIPATEL
ELECTRONIC NOTARY PUBLIC

STATE OFTEXAS
NOTARY lO:13157981ô

COMISSION EXP: M^Y 2s,2026
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A Randomised Controlled Clinical Trial ln Type 2 Dlabetes Comparing Semaglut¡de to Placebo and Liraglutide

This study has been comPleted.

First Recêiv€d on June 1 1, 2008. Last Updated on Seplember 22,2011 H¡story-g[..]0¡ê¡ges

Sponsor: Novo Nordisk

lntormatlon provldèd by (Responslblê Partyl: Novo Nordisk

Clln¡ølTr¡als.gov ldenlil¡et: NCT00696657

Þ Purpose

ãnd the tr€âlment duration was '12 week6.

Cond¡tion lntervention Phase

Dlabêtes Mell¡tus, Type 2 Drug: semaglutlde
Drug: plâcebo
Drug: llraglutide

Phase ll

StudyType: lnterventlonal
Study Des¡gn: Allocation: Randomized

Endpoint Classil¡cation ; Safety/Efñcâcy Study
lnterventlon Model: Pârallel Asslgnmènt
l\4asking; Double Bl¡nd (Subject, lnvestigâtor)
Primary PurPose: Trealment

Group, Dose Finding Trial

Resource l¡nks prov¡ded by NLM:

Genet¡cs Home Reference related topics: 0!¡24{elated fansient neonatal diabetes mellìtus

llCdIlCPlgS related topics: Djgþgtes

oru9 lnformation av8¡lable for: Liraglutide

U.S. FDA Resources

Furthèr study details as provided by Novo Nord¡sk:

Primary Outcome Measures:

. HbA l c I Tlme Frame: aftèr 1 2 weeks of lreatment ] [ Designated as safety ¡ssue: No ]

Secondary Outcome Measures;

. Percentage of subiecls w¡th sn adv€r6e êvent6 [ Tme Frame; afteI 12 weeks of treatment ] [ Des¡gnated aE sãtety ¡6sue: No ]

. Percentagê of subjects with hypoglycâem¡c episode [ 
'tlme Frame: after 1 2 weeks of treatment ] [ Dss¡gnated as safety issue: No ]

. Change from Þaseline in ÊCG Ilime Frame; week 0, week 12 ] [ Designatsd as safely issue; No I

. Change from basel¡ne ¡n vital signs (Pulse) [ T¡me Framer week 0, week I 2 I I Designated as safety issuê: No ]

. Change lrom basel¡ne in v¡tal signs (blood pressure) [T¡me Frame: w€ek 0, week 12 ] { Designated as safety issuer No I

. Change from baseline ¡n standard safety laboralory parameters (haematology) [ T¡me Frame: week 0, week 1 2 I I Des¡gnated as 6alety ¡ssue: No ]

. Change from basêl¡ne in standard safety laboratory parameters ( b¡ochem¡stry) [ Tlme Frame] week 0, weêk 12 I I Des¡gnated as sâfèty issue: No ]

. Change lrom baseline in standard safely laboratory parameters (urinalysis) [ Time Frame: week 0, week 12 ] [ Designated âs safely issue: No ]

. Change lrom baseline ¡n calcitonin I 
.].jme 

Frame: week 0, week 12 I I Des¡gnated as saf€ty issue: No ]

. Percentageofsubjectsdevelopìnganti- emâglulideantibodieslT]meFrame:afler12weeksoftreatmenllIDesignatedassãfetyissue:No]

Enrollmentr 415
Study Start Date: June 2008
Study Completion Date: February 2009
Primary Completion Date: February 2009 (Final data colleclion date for pr¡mary outcome measure)

D: Exper¡mental

lnteruention: Drug: semaglutide

Drug: semaglutide

0.8 mg, once weekly, s.c. iniect¡on

Ass¡gIcd-blClYe¡!þIsArms

Drug: semaglutide

0.1 mg, once weekly, s.c. ini€ction
A: Experimental

lnteryent¡on: Drug: semaglut¡de

Drug: semaglulide

0.2 mg, once weekly, s.c. ¡njection
B: Exper¡mental

lnteruention: Drug: semaglutide

Drug: semaglutide

0.4 mg, once weekly, s.c. ¡njection
C: Expsrimental

lnterventionr Drug: semaglut¡de

SUN EXHIBIT 1013, IPR2024-00107, PAGE 7



E; Experimental

lnteruentlon: Drug: somaglutide

Drug; semåglutide

0.8 mg wllh tltration, onc6 weekly, s.c. injectlon

F: Experimental

lntervent¡on: Drug: semaglut¡de

Drug: semaglutlde

1.6 mg w¡th titratlon, onæ we€kly, s.c. ¡njectlon

G1: Plsæbo Comparator

lnterusntion; Drug: placebo

Drug: placobo

0.1 mg, onc€ weekly, s.c. injecl¡on

G2: Placebo CompaÞtor
lnt€ruenlion: Drug; placebo

Drug: placebo

0.2 m9, onc€ wâskly, s.c. lnJectlon

G3; Placebo comparator
lntery€ntion: Drug: placebo

Drug: plâc€bo

0.4 mg, once weekly, s.c. injectlon

G4: Placebo Comparatot

lntervent¡on: Drug: plâcebo

Drug; placebo

0.8 mg w¡th t¡trátion, onæ wê€kly, s.c. injecllon

G5: Plâæbo Comparator

lnterusnt¡on: Drug: placebo

Ðrug: plåc€bo

0.8 mg with tltratlon, once weekly, s.c. injection

G6; Plaæbo comparator
lnteruentlon: Drug: placebo

Drug; placebo

1.6 mg, once weekly, s.c. injection

H: Experlmental

lnlêrventlon; Drug: llrâglutide

Drug: llraglutide

1.2 mg wlth tltralion, once da¡ly, s.c. iniectlon

l: Experlmentâl

lnteruention: Drug: liraglut¡de

Druo; llraglutide

1.8 mg wlth tltratlon, once daily, s.c. ¡njectlon

Þ eligiuirity

Ages Ellg¡ble for Study: 18 Yeare and older
Genders Eligible for Study: Both
Accepts Heâlthy Voluntêers; No

Crll€r¡a
lnclusion Cr¡ter¡a:

. Men and women-not-of-chlldbearlng potèntlal dlagnosed with type 2 dlabstss for at leåst threè mônths

. Ståble û€atmênt regim€n w¡th e¡th€r metformln (at lèast 1 500 mg) or dlet and exerclss alone for at lsast thr€e months

. HbAlc:7.0-'10.0 % (both inclusive)

. Body we¡ght between 60 kg and 110 kg

Excluslon Crlteriâ:

within the last three months

. lmpålrèd llvèr or kldney functlon

. Prol¡feraùve rêtinopathy or maculopâlhy requlrlng acute treâtment

. Cllnlcally signlliænt actlve ærdiovascular disease and uncontrolled treatêd/untreated hyperlension

. Rêcurrênt major hypoglyca€mia or hypoglyca€mic unawareness

. Prssenlorplann€dusêofanydrugwh¡chcould¡nt€rferewiththeglucosslev8l$(ê,g.systsmlccorticosteroid6)

Þ Contacts and Locations

Pl€ase refer to this study by lts CllnlcâlTrlâls.gov ldentfl¡er: NCT00696657

Locations

Austrlâ
W¡en, Austria, 10'10

Bûlgarla
Russe, Bulgarlã,7000

F¡nland
Turku, Finland,20520

Formêr Serbla and Montenêgro
Belgrâde, Former Serbia and Montenegro, '11000

France
MONTPELLIER cedex 5, France,34295

Germany
Pohlheim, Germany,35415

Hungary
Budapest, Hungary, H-1045

lndla
Chennåi, lndia, 600086

Italy
Ch¡ell Sælo, ltaly, 66013

South Atrica
Durban, KwaZulu-Natal, South Africa, 4091

Spain
Almerla, Spaln,04001

Sw¡E€rland
Genève'14, Switzer¡and,'12'l'l

Turkèy
lstânbul, Turkey, 34390

SUN EXHIBIT 1013, IPR2024-00107, PAGE 8



Unltcd Klngdon
Bexhlll-on-Sêa, United Kingdom, TN39 4SP

Sponsor3 ând Coll¡boratora

Novo Nordlsk

lnvæt¡g.torr
Study Dkector: Chrlstins B, Jensn, MD, PhD Novo Nordl6k

Þ More lnform¡tion

Addlllonal lnformallon:

Clinical Trials at Novo Nordlsk !!!J

No publlcâllon6 provlded

Responslbls Party:
Cllnlcalïrlals.gov ldentlf er:
Other Study lD Numbsrs:
Study First Recèlved:
Lasl Updated:
Hèalth Aulhoíty:

Addltlonãl râlêvânt MoSH tErms:
Dlab6tes Mellltus
Diabètês Mellitus, Typê 2
Glucos Metåbol¡sm Dlsorders
Mstabolic Olssas€s
Endocrlns System 0i6eaæs
Glucagon-Llks P€ptide I

Clln¡cslTrlals.gov proc€ssed thls reærd on October 18, 2011

Novo Nordisk
NcT00696657 Hiôtorv of changes
NN9s35-r821, 2007-003956-'r2
June l1, 2008
Ssptember 22, 201'l
Austrla: Federal Mlnistry lor Health and Womeni Bulgåria: Bulgarlan Drug Ag€nÖy; Flnland: Flnnlsh Medlclnes Agêncy; Francê: AfssapÊ - French Hêålth Productô

SafetyAgêncy: Germany: Fsderal lnstltute for Drugs ånd Medical Devlcosi Hungery; Nalionâl lnstituts of Phsrmacy; lndia: Minislry of Hsalth; ltâly; Nationål

Mon¡toring C€ntre for Clinical Trials - Mlnl8try of H€allhi Serbfa: Medlclne6 and Mêdlcâl DsvlcBs Agency of Serbla; Soúth Afrl€: Mediclnes Control Council;

Spain: Spanish Agency of Msd¡cines: Swltzerland: LawE ând standards; Turkey; Mlnlstry of Health; United Kingdom: Msdlclnês and Hsal$car€ Products

Rêgulatory Agency

lncrêtlns
Homones
Hormones, Hormon€ Substltut€6, and Hormone Antagonists
Physlologlcål Effects of Drugs
Ph6rmåcologlc Actions

conbcl HâlLD$h
I isl€r H¡ll Nãtiomt cqntar for 8ìom€d¡el CommuniÉlion6, U.S. Nâlional L¡brâru of Madicine.

[J s Nâüonâl lnsìitútes ô{ H6llh, U.S tuÉdmnloltþallhj&-Hl$¡!.1@¡€¡,
USASQ, Copy¡Shl. edEçy. Àc$sibilily, Fdom or lnfomålion Acl

#m#
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A Randomised Controlled Clinical Trial in Type 2 Diabetes Gomparlng Semaglutide to Placebo and Liraglutide

Th¡s study has been completed.

First Rece¡ved on June 1'1,2008. Last Updaled on March 16,201'1 H¡storv ofChanges

Sponsor: Novo Nordisk

lnlormallon prov¡ded by: Novo Nordisk

Cl¡n¡callllals.gov ldentiflèr: NCTo0696657

Þ Purpose

and the treatment duratlon was 12 week6.

Cond¡tion lnteruent¡on Phase

Diâbetes Mellltus, Type 2 Drug: semâglutlde
Drug: placebo
Drug: liraglutide

Phase ll

StudyType: lnleruentlonal
StudyDesign: Alloætlon:Randomiz€d

Ofncial ïúle:

Endpoint Classification: Safety/Effi cacy Study
lnleryentlon Môdel: ParsllelAsslgnment
Masking: Double Bl¡nd (Subject, lnvestigator)
Prim6¡y Purposer Treåtment

lnvestigation of Safety and Efi¡cäcy of Fiv€ Doses of Semaglutide Versus Placebo and Openlâbel Liraglutide, as Add on Therâpy, in Subjects D¡agnosed With

Currently Treated With Metform¡n or Controlled With Diel and Exercise A 12 Week Mulli-centre, Multi National, Double-blind, Placebo-controlled, Randomis€d.

Group, Dose Finding Trial

Type
Nlne

2 Diabêtes
Armed Parallel

Rêsource l¡nks provided by NLM:

Genet¡cs Hom€ Reference related top¡cst qq24-related transient neonatal diabet€s mellitus

MedlinePlusrelâtedtopi6: Diâbetes

Drug lnformation availåble for: Liraglutide

U.S. FDA Resources

Further study details âs provided by Novo Nord¡sk;

Primary Outcome Measures:

. HbAl c I Time Frame: alter '1 2 wseks of treatment I I Designated as sâfety issue; No ]

Secondary Outcome Measures:

. Percentage of subjects w¡th an adveÍse event6 [ Time Fßme: aftet '12 weeks ol trealment ] I Designated as salêty issuei No l

. Percenlage of subjects w¡th hypoglycaemic episode I T¡me Frame: after 12 weeks of treatment ] I Designated 8s safêty ¡ssuè: No I

. Chânge from basel¡ne in EcG I l¡me Frâme: week 0, week 1 2 ] [ Designated as safety issue; No ]

. Change from baseline in vital signs (Pulse) [ Time Frame: we€k 0, week 12 I I Des¡gnated as safety issue: No ]

. Change from baseline in vital signs (blood pressure) [ Time Frame: week 0, week 12 ] [ Des¡gnated as safety ¡ssue: No ]

. Change from baseline ¡n standard safety taboralory parameters (haematology) I Tme Frame: week 0, week 1 2 I I D€signated as safety lssu€: No ]

. Chânge from basel¡ne in standard safety lâboratory parameters ( biochem¡stry) [ Time Frame: week 0, week 12 ] [ Designated as safety issuê: No ]

. Change from basel¡ne in standard safety lâboratory parameters (urinalysis) [ Time Frame: week 0, week 1 2 ] [ Designated as safety issue: No ]

. Change from baseline ¡n calciton¡n I 
.Iime 

Framê: w€ek 0, week 1 2 ] [ Designated as safety issue: No ]

. Percentage of subjects developing ant¡-semaglut¡de antibodies I Time Frame: ãtler 1 2 weeks of treatment ] [ Designated as safety ¡ssue: No I

Enrollment: 415
Study Start Datê: June 2008
Study Complet¡on Dater February 2009
Primary Complet¡on Date: February 2009 (Final data collection dale for primary outcome measure)

D; Experimental

lnteruent¡on: Drug: semaglutide

Drug: sêmaglutide

0.8 mg, once weekly, s.c. inject¡on

Ass¡gned lnlêfventionsArms

Drug; semaglutide

0.1 mg, once weekly, s.c. injection
A: Exper¡mental

lnteruent¡on: Drug: semaglutide

Drug: sêmaglut¡de

0.2 mg, once weekly, s.c. ¡nject¡on
B: Exper¡mental

lnteryent¡on; Drug: sêmaglutide

Drug: semaglutide

0.4 mg, once weekly, s.c. ¡njection
C: Experimenlal

lnteruent¡onr Drugr semaglut¡de

SUN EXHIBIT 1013, IPR2024-00107, PAGE 11



E: Experimental

lnteruentlon: Drug: semaglutlde

Drug: semaglutide

0.8 mg with titration, once wèêkly, s.c. lnjectlon

F: Experimental

lnteruentlon: Drug: semaglutidè

Drug: semaglutide

1.6 mg w¡th t¡tration, onæ weekly, s.c. injection

G1: Plâæbo Comparator

lntsruenlion; Drug: placebo

Drug: placebo

G2: Placebo Comparator

lnl€rv€ntlon: Drug: placebo

Drug: placebo

0.2 mg, once we€kly, s.c. injsction

G3: Plac€bo Comparator

lnteruêntion; Drug: placebo

Drug: plaæbo

0.4 mg, once weekly, s.c. iniect¡on

G4: Placebo Comparator

lntervent¡on: Drug: placebo

Drug: placêbo

0.9 mg w¡th t¡trat¡on, once weekly, s.c. inj€ction

G5r Placebo Comparator

lnteruention: Drug: placebo

Drug: placêbo

0,8 mg wilh tltration, once weekly, s.c. inj€ction

G6: Plâæbo Comparator

lntervention: Drug: placebo

Drug: placebo

1,6 mg, once weeklf s.c. injeclion

H: Expsrimental

Interuentlon: Drug: l¡raglulide

Drug: liraglutide
'1.2 mg with titratlon, once daily, s.c. lnjecllon

l: Experimental

lntervêntion: Drug: lkaglulidê

Drug; llraglullde
'1.8 mg with titratlon, once daily, s.c. ¡njection

Þ erisioiriry

Ages Eligible fôr Study:
Genders Eliglble tor Study:
Accepts Healthy Voluntêèr6:

18 Yeârs ånd older
Bolh
No

Crltêrla
lnclusion Crlteria:

. Mên and women-not-of-chlldb€aring potenllal dlagnosed wlth type 2 d¡abetes for at l€a6t thrêe months

. Stable trsatment reglmsn with qlther mstformln (at least 1500 mg) or di€t and exorc¡s€ alon€ for at lsast three months

. HbA'lc: 7.0-10.0 o/o (both incluslve)

. Body weight between 60 kg ând 1 10 kg

Excluslon Crlteriâ:

withln the last thres months

. lmpalrêd llver or kidney functlon

. Prollferâtlve retlnopalhy or mâculopalhy requ¡rlng acute tt6atment

. Clinically signllìcant active ærdlovâsculâr disease and uncontrolled lreated/untrealed hypertension

. R€currênt major hypoglycåemiå or hypoglycaemic unawarenoss

. Pr€sent or planned use of any drug whlch could intsrferê with the glucose l€vsls (€.9. syst€mic cortiæsteroids)

Þ Gontacts and Locations

Pl€ase refer to this study by lts CllnlcalTrials.gov ldentlfler: NCT00696657

Locatlont

Austrla
Wlen, Austria, 1010

Bulgaria

. Russe, Bulgarlå,7000

F¡nland
Oulu, Flnland,90029

Formêr Serb¡a and Montenêgro
Belgrade, Former Serbìa and Montenegro, 11000

France
MONTPELLIER cedex 5, France,34295

Gêmany
Pohlheim, Germany, 35415

Hungary
Budapest, Hungary H-1045

lndia
Chennai, lnd¡4,600020

Italy
ch¡êtl Sælo, ltaly, 66013

South Aft¡ca
Cape Town, Western Cape, Soulh Afr¡ca, 7925

Spain
Almería, spain, M001

Sw¡Þerland
Küsnacht, Switzerland, 8700

Turkey
lstânbul, Turkey, 34390
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Unlû.d Klngdom
Bexhlll-on-Seå, United Kingdom, TN39 4SP

Epon¡oE and Collåbotitora

Novo Nordisk

lnvù3t¡g.lora

Study Director: Christ¡ne B, Jen6en, MD, PhD Novo Nordisk

Þ ilore lnformation

Addttlonal lnformatlon:

Cl¡nical Trials st Novo Nordlsk !å[]

No publlcatlons provlded

R€sponslble Party:
Cllnlcalïrlals.gov ldentifier:
Oth€r Study lD Numbers:
Study First Recêlvêd:
Last Updated:
Health Authority:

Novo Nordisk A,/S ( Publ¡c Acce6s to Clinlcal Trlals )
NCT00696657 l-liclaty-afehÊlges
NN953S. r821, 2007-003956-'l2
June l1, 2008
Mârch 16,2011
Auetria: Fsderal Mlnlstry lor Hóglth and Womsni Bulgarla: Bulgarlan Orug Agency; Flnland: Flnnish Medlclnes Agency; Fràn@; Afssâp6 - Frsnch Hêâlth Products

Safety Agêncy; Germany: Federal lnstilute for Drugs and Msdlcal Dsvices; Hungary: National lnstltute of Pharmscy; lndla: Minlstry ot Hsalth; ltaly: Nationâl

Monftôrlng C€ntre for ClinielTrlâlÊ - Ministry of Heallhi Serbia: Mêdlcin€s and Medlæl Devlæs Agsncy of Serbiåi South Afrlæ: Mâdlclnes Control Councll;

Spaln: Spsnish Agoncy of Medlcinss: Swltzsfland: Laws and standardsi Turkey: Ministry ot Health; Unlt€d Klngdom: Mediclnss and H€altlìcare Products

Regulatory Agency

Additional relavant MèSH lgrms;
Diabetes Mellltus
Diabetes Mell¡tus, Type 2
Glucoæ Metabolism Dlsords16
Melabolic Dissases
Endocrlns Syôtem D¡ssases
Glucâgon-Llke Peptldê l

ClinicalTrlâls.gov processed thls rêcord on August 01, 20'11

lncrêtlns
Hormones
Hormon€s, Hormone Subslitutes, and HomonsAntagonlsls
Physiologicål Effscls of Drugs
Pharmacologlc Actlons

Cgalact-HelB.!€k
L¡sl6r HìÌl Nel¡onâl &nter lor Âiom€di€ì Commúni.ål¡ons, U S. Nal¡onãl L¡brary of M€dic¡ne.

U.s. Natioml lnsl¡uês or Hælth, U s Dopad$slofllgall[ÅlfunÊnsgfl¡$,
!SA,wy, Capy¡sbt edwy. Àccessibility. fHlaüjtloþualian-Acl

#m#

SUN EXHIBIT 1013, IPR2024-00107, PAGE 13



http://web.archive.orglwebl20I10625004803/https://clinicaltrials.gov/ct2lshow/NCT00696657

SUN EXHIBIT 1013, IPR2024-00107, PAGE 14



AUG

2012

(Ð@a
ntr

fõõl sEP

2009

Home Search Study-þplgs Glossary

8a¡Ìch

lllU[[[lllllmÍlifl0 26 capluCg
28ocl?108,15Âp¡2021

ClínícalTríals,gov
A ¡.nlô. 6l thr U.8. Nilon¡l hdlM.r of HaJlh

Relatêd SludiesTabular View No Study-Res]llliesgledFull Toxt Vlcw

A Randomised Gontrolled Clinical Tr¡al ¡n Type 2 Diabetes Comparing Semaglutide to Placebo and Liraglutide

This study has been completed.

FirstReceívedonJune11,2008. LastUpdatsdonlVarchl6,20ll Historvofchanges

Spon30r: Novo Nordisk

lntormatlon provlded by: Novo Nordisk

cl¡nicalliia¡s,gov ldsntlf ien NCT00696657

Þ Purpose

and the treâlment durât¡on wa6 12 we€ks.

Cond¡t¡on lnleruent¡on Phase

O¡abetes Mellilus, Type 2 Drug: semaglutldè
Drug: placebo
Drug: llrãglutlde

Phase ll

Study
Study

lype:
Deslgn:

lntêrventlonal
Allocatlonr Rândomized
Endpoint Classificationì Sâfety/Ef¡cacy Study
lnleryentlon Model: Parallel Asslgnment
l\4askìng; Double Blind (Subject, lnvestigator)
Prlmsry Purpose: Treâtment

lnvestlgation of Safety and Efi¡cacy of F¡ve Doses of Semaglutide Versus Plácebo and Open-lab€l Liraglutlde, as Add on Thêrapy, in Subjects D¡agnosed With Type

Cunently Treated With Meform¡n or Controlled With Diet and Exerc¡6e A 12 Weèk Mult¡-centre, Multl National, Double-bllnd. Plac€bo-controlled, Random¡sed, N¡ne

Group, Dose Findlng Trial

Off¡cialtitle; 2 Diabetes
Armed Parallel

Rêsource links prov¡ded by NLM:

Genetìcs Home Reference related topics: û124-related transient neonatal diab€tes mellitus

MedlinêPlus relâtêd topics: Diabetes

Drug lnformat¡on âva¡lable for; Liraglut¡de

U.S. FDA Resources

Further study dèta¡ls as providod by Novo Nordisk:

Primâry Oulcome Mèasuresì

. HbAlcfTlmeFramerafterl2weeksoftreatmentlIDesignatedassafelyissuê:No]

Seændary Outcome Meâsures:

. PercenlageofsubjectswithanadverseeventsITmeFrame:afterl2weeksoftreatment][Des¡gnatedassafetyissue:No]

. Percentage of subjecls with hypoglycaemic episode I Time Frame: aftsr 1 2 wêeks of trsatment ] [ Dêsignated 8s saf€ty i6suê: No ]

. change from basel¡ne in EcG I llme Fr€me: week 0, week l2 ] [ Designâted as safety issue: No ]

. Change from bâsêline in vital signs (Pulse) [ Time Frame: week 0, weêk 12 ] [ Designated as safety lssue: No I

. Change from baseline in vital signs (blood pressure) [ 
'lime Frame: week 0. week 1 2 ] [ Designated as safety issuer No I

. Chang€ lrom baseline in 6tandard safety laboratory param€ters (haematology) [ Tme Framêr w€ek 0, week 1 2 ] [ Designated as saiety issue: No ]

. Chånge from basel¡ne in standard safely laboratory parameters ( b¡ochem¡stry) [ Time Frame: wêek 0, week 1 2 ] [ Designat€d as safety ¡ssuê: No ]

. Change from baset¡ne in standard safety laboratory parameters (urinålys¡s) [ Time Frame: week 0, week 1 2 ] [ Designated as safety issuer No ]

. Change from basel¡ne in calcitonin I Time Frâme: week 0, week '1 2 ] [ Deslgnated as safety issue: No ]

. Percenlage of subjects developing anli-semaglut¡de antibodies I Tjme Frame: afier 1 2 weeks ot treatment ] [ Designaled as safely lssue: No ]

Enrollment: 415
Study Stârt Date: June 2008
Study Complet¡on Date: February 2009
Pr¡mary Complotion Date: Februãry 2009 (F¡nal data colleclion date for pr¡mary outcome measure)

Dr Exp€r¡mental

lntervention: Drugì semaglulide

Drugi semaglut¡de

0.8 mg, once weekly, s.c. injection

Asslgned lnleruentlonsArms

Drug: semaglutide

0.1 mg, once weekly, s.c. injection
A: Experimental

lnteruention: Drug: sêmaglutide

Drug: semaglut¡de

0.2 mg, onc€ weekly, s.c. inject¡on
B: Exp€r¡mental

lnteruention: Drug: s€maglutide

Drug: semaglulide

0.4 mg, once weekly, s.c. injection
C: Experimental

lnteruention: Drug: semaglutide
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E: Experimental

lntèrventlon: Drug; s€maglullde

Orug: semsglutid€

0.8 mg with titrâtlon, once weekly, s.c. ¡njectlon

F: Experim€ntal

lnteruentlon: Drug: semaglutide

Drug: semaglutide

1.6 mg w¡th tltrÊtion, once ws€kly, s.c. lnjection

G1: Plâcebo Comparator

lntsrusntion; Drug: placsbo

Drug: placebo

0.1 mg, oncs wsekly, s.c. lnjectlon

G2: Plac€bo Comparalor

Intsrvêntion: Drug: placsbo

Drug: placebo

0.2 mg, onc€ we€kly, s.c. inisction

G3: Placebo Comparâtor

lnteruentlon: Drug: placebo

Drug: placabo

0.4 mg, once weekly, s.o. ini€ctlon

G4: Placebo Compârator

lntèrventlon: Drug: placabo

Drug; placebo

0.8 rig with titration, once weekly, s,c. ¡njêction

G5: Placèbo Compâralor

lnteruention: Drug; placebo

Drug: placebo

0.8 mg w¡th titratlon, once w€€kly, s.c. injectlon

G6; Placebo Comparâtor

lnterventlon: Drug: plâcebo

Drug: placebo
'L6 mg, once w6ekly, s.c. lnjectlon

H: Exper¡mentâl

lnterv6ntlon: Drugr llraglutide

Drug: lkaglutide

1.2 mg with tilrêtion, oncê dally, s.c. ¡njectlon

l: Expèrlmental

lnteruêntion: Drug: lkaglutide

Drug: llraglulide

1.8 mg w¡th titrâtlon, once dally, s.c. inject¡on

Þ etigioitiry

Ages Eliglble for Sludy: 18 Yeãrs ånd older
Genders Eliglblê for Study: Both
Accepts Healthy Voluntèèrs¡ No

Crlterla
lncluslon Crlterla:

. l\4en and women-not-of-chlldbêaring potentlaf dlagnosed wlth type 2 dlabet€s for at leâst three month6

. Stablê trsatm€nt regimen w¡th qlthsr metlorm¡n (at l€a6t 1500 m9) or di€t and exerclss alons for at lsast thrse months

. HbAlc:7.0-10.0 0/o (both incluslve)

. Body weight betlveen 60 kg ånd 1 l 0 kg

Excluslon Crlterlâ:

Þ Gontacts and Locations

Plêâse refêr lo lhis study by lts Clln¡câlIrlals.gov ldentitier: NCT00696657

Locallons

Austrla
Wlèn, Austria, 1010

Bulgar¡a
Ruòse, Bulgar¡å,7000

F¡nland
Oulu, Flnland, 90029

Form€r Sarbia and Montenegro
Belgrade, Formêr Serbia and l\4ontenêgro, 11000

France
MONTPELLIER cedex 5, France, 34295

Gêmany
Pohlheim, Germany, 35415

llungary
Budapest, Hungary, H-1045

lnd¡a
Chennai, lndiâ,600020

Itaty
Chietl Sælo, ltaly, 66013

Soüth Africâ
Cape Town, W6stern Cape, South Afr¡ca, 7925

Spa¡n
Almeria, Spain,04001

SwiÞerland
Kûsnacht, SwlÞerland, 8700

Turkey
lstanbul, Turkey, M390

wlthln ths last thrês months

. lmpâlred llvèr or kldney functlon

. Prolllerâllve retlnopathy or maculopathy rcquldng âcul€ treatment

. Clinically signllìcânt active cardlovâscular d¡sease and uncontrolled treated/untreâted hypertension

. Racurrènt major hypoglyca6miâ or hypoglycaômic unåwar€n€ss

. Present or planned use of any drug whlch could int€rfers with the glueose lsv€ls (e.9. syst€mic cortiæsterolds)
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Unlt d Klngdom
Bsxhlll-on-Sea, United Klngdom, TN39 4SP

Sponsors and Collaboratori

Novo Nordlsk

lnvê3tloaûoE

Study Dlroctor: Chri6llne B. Jenson, MD, PhD Novo Nord¡6k

Þ More lnformåt¡on

Addltional lnformatlon:

Clinlcal Trlals at Novo Nordlsk gE

No publlætlons provldèd

Responsible Party:
CllnlcalTrlal6.gov ldenlllier:
Other Study lD Numbers:
Study Flrst Receivsd:
Last Updated:
Heallh Authority:

Addltlonål rêlevant MgSH torms:
Olabetes Mellitus
Diâbetês Mellitus, Typ€ 2
Glucose MetabollÊm Disordsrs
Mstabolic Dlseases
Endocrine System Diseases
Gluægon-Llke P6plld€ I

CllnlcålTrlals.gov procesÊed lhls record on June 24,2011

Novo Nordlsk A,/S ( Public Aces6s to clinical Trlale )
NCT00696657 Hlstorv of Changes
NN9535-1821, 2007-003956-1 2
Jun€ 11,2008
March 16,201f
Austrla: Fedsral Mlnlstry for Hsalth and Women; Bulgârla: Bulgarian Orug Agêncyi Flnland: Flnnish Medlclnes Agôncy; France: Afssaps - French Hêâlth Products

Saf€ty Ag€ncyi Germany: Fed€ral lnstllute for Drugs ånd Medical Dovicss: Hungary: Nât¡onal lnstituts of Phsrmacyi lndla: Ministry of Heâlth; ltaly; Nâtional

Monliorlñg Cántre for Cllnical Trials - Mlnlstry of Health; Serbia: Medlc¡nê6 and Mediæl Dsvlcês Agency of Serbia; South Afrlæ: Medlcines Control Council:

Spaln: Spanlsh Agancy of Msd¡cin€si Swltzêrland: Laws and standards; Turk€y: Ministry of Heallh; Unlt€d Klngdom: Medlcinss and H€althcar€ Products

Rsgulstory Agency

lncretlns
Hormones
Homonês, Hormone Substltut€s, and Hormone Anlagon¡sts
Phys¡ologlcal Efecls of Drugs
Pharmaæloglc Actlong

Contåct H6lÈ[¡9Sl
Listsr H¡ll National &nler fo. BiomediÉl Commun¡ølions, Ú S. Nâl¡onal LibBry of M€dìc¡ne.

tl s Nâlional ln6ììlutes ôl Hællh, U.S. D€p¡dmlllt-Hsallb.ll¡ma¡]$flis,
lsÀsq. Capy¡Sbt. PdWy. Acæssibility, Fßdom ol lnfornralion Ad

#m',k
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A Trlal ¡n Type 2 D¡abetes Comparing NN9535 to Placebo and L¡raglutide

Th¡s study has been completed.

Flrst Rêcelved: June'11, 2008 Last Updated: Fsbruary 6, 2009 Historv of Changes

SponEofed by: Novo Nordisk

lntormatlon providêd by: Novo Nordisk

Clin¡callilals.gov ldentif ier: NCTo0696657

Þ Purpose

trêatm€nt duration is 12 weaks.

CÕnd¡t¡on lnteruent¡on Phase

Dlabetes Mellltus, Type 2 Drug: NN9535
Drug: plaæbo
Drug: Ilraglutide

Phase ll

StudyType: lnteruentional
Study Design: Treatment, Random¡zed, Double Bl¡nd (Subject, lnvestigator), Placebo Control, Parâllel Ass¡gnment, Safety/Efficacy Study

Officiat Titler A Dose Finding Tr¡al Establlshing Efficacy and Safety of NN9535 ln Comparison With Placebo and Lirâglutide ¡n Type 2 D¡abetes

R€source links provided by NLM:

MedlinePlus related topicsr Qþþqlcs

Þrug lnformat¡on availâble for: Liraglut¡de

U.S. FDA Resou.ces

Furthêr study detallB as prov¡ded by Novo Nordisk:

Primary Outcome Measure6:

. HbAl c I Time Framei for th€ duration of the tr¡al ì [ Deslgnated 8s salety l66ue: No ]

S€condary Outcome Measurês:

. Safety I Tme Frame: for the duration of the trial I I Designãted as safety issue: Ye6 I

. Antibodiss I Time Frame; for the durât¡on of th€ tr¡al ] [ Designated as safèty issue; No ]

Enrollmenti
Study
Study

Start Date:
Completion Dat€:

415
June 2008
February 2009
February 2009 (Final dãta collect¡on dat€ for pr¡mary outcoms measurs)Primary Completion Dat€:

Assigned lnteruêntionsArms

A: Exp€rimental Drugr NN9535

0.1 mg, once weekly, s.c. injection

Drug: NN9535

0.2 mg, once weekly, s.c. injection
B: Experimental

Ðrug: NN9535

0,4 mg, once weekly, s.c. iniection
Cr Experlmentâl

D: Experimental Drug: NN9535

0.8 mg, once weekly, s.c. ¡njection

Drug; NN9535

0,8 mg wlth titration, once weekly, s.c. ¡nject¡on
E: Exper¡mentâl

Ðrugr NN9535
'l.6 mg wllh tllration, once weekly, s.c. inject¡on

F: Experimental

G1: Placebo Comparator Drug: placebo

0.1 mg, once weekly, s.c, injection

Drug: placebo

0.2 mg, once weekly, s.c. inject¡on
G2: Placebo Comparalor

Drug: placebo

0.4 mg, once weekly, s.c. inlectlon
G3: Placebo Comparator

G4: Pìacêbo Comparator Drug: placebo
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0.8 mg wllh tllration, onæ w6ekly, s.c. injsction

Þ elisiuitity

Ages Eligiblè for Study: 18 Years ând older
Genders Eligible for Study: Both
Accepts Heallhy Voluntærs: No

Cr¡ter¡a

lnclusiÕn Crlteriâ:

. Men and women-not-of-chlldbearing potent¡al d¡agnosed w¡th type 2 dlabetês for at lsãst three months

. Staþls tr€atm€nt r€gimên with elther metformln (at lsast I 500 mg) or dlet ånd exèrcise alone for at ¡sast three months

. HbAlc:7.0-10.0 % (both incluslve)

. Body weigbt between 60 kg and 110 kg

Excluslon Crltêria:

wlthln the last three months

. lmpalred llver ôr kldney lunctlon

. Prollfsrative retlnopathy or maculopathy r€qulring acuts treatment

. Cl¡nically signifiænt åctlve cardiovascular dlseâse and uncontrolled lreated/untl€âtod hyp€rlension

. Rêcurônt måjor hypoglycaem¡a or hypoglycaemic unâwåren€ss

. Pre6€nt or plânned use ot any drug which could lnlerfsre with the glucoss l€vèls (e.9. sy6temlc corllcosteroids)

Þ Gontacts and Locations

Plêas6 rsfer to this study by its CllnicalTrials.gov identilier: NCT00696657

Locallons

Austrla
Wlên, Austrls, '1010

Bulgaria
Russe, Bulgarla,7000

Flnlan.l
Oulu, Flnlând,90029

Frâncê
MONTPELLIER cedex 5, France, 34295

cermany, LAK Hessen
Pohlhelm, LÄK Hess€n, Gêrmany, 354'15

Hungary
Budapsst, Hungary, H-1045

lnd¡a, Tamll Nâdu (lNDlal
Chenna¡, Tamil Nadu (lNDlA), lndia, 600020

Italy, CH
Chieti Scalo, CH, ltaly, 66013

I

S.rb¡a
Belgrâde, Serbia, 11000

South Africã, Capê Town
Obseryatory, Cape Town, South Africa, 7925

Spâln
Almerla, Spâ¡n,04001

SwiÞerland
K0snacht, Swilzerland, 8700

Turkèy
lstanbul, Turkey, 34390

Unlted K¡ngdom, East Sussex
Bexhill-on-Sea, Eâst Sussex, United Kingdom, TN39 4SP

Spon6ors and Collabomtofs

Novo Nord¡sk

lnv$tigatoß
Study Director: Christine B. Jènsen, MD, PhD Novo Nordisk

Þ More lnformation

Addltional lnformation:

Drug: placebo

0.8 mg wlth tltration, once w€€kly, s.c. injection
G5: Plac€bo Comparator

G6: Placsbo Comparalor Drug: placebo

1.6 mg, onæ wê€kly, s.c. lnjection

Drug: liraglullde

1.2 mg with titrâtion, once daily, s.c. injectlon
H: Experlmental

l: Expsrimental Drug: liraglutlde

1,8 mg with titration, once daily, s.c. ini€ct¡on
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Cliniæl Trials at Novo Nordisk sul

No publlcãtion5 provlded

Re6ponslblâ Party;
Study lD Number6:
Study FlEt Received;
Last Updstsd:
ClinicalTrials.gov ldentlf¡êr:
Hêalth Authorlty:

Novo NordiskA,/S ( Publlc Acce6ô to Cliniæl Tlal6 )
NN9535-1821, EudrâCT No: 2007-003956-1 2
June 11,2008
February 6, 2009
NCT00696657 HistorvofChanggg
Au6tria; Fsderal Mlnlslry for H€alth and Womeni Bulgaria; Bulgarlan Drug Agency; Finland; Nat¡onal Agency for Med¡c¡nes; France: Afssaps - French Hsalth
Products Sâlety Agency; Germany: Federel lnstitute for Drugs and Msdlcal Dsvices; Hungary: Nalional lnst¡tute of Pharmacy; lndia: Ministry of Heâh'h; ltaly:

Natlonal Monitoring Centro for Cllnical Trials - Minlstry of Health; Serb¡â: M€dlc¡nes and M€d¡æl Dev¡æs Agency of S€rbia; Soulh Afrie: Medlclnss Control

Counclli Spaiñ: Spanlsh Agency of Medlc{nes; Swllzsrland: Laws ând slandards; Turtey: Mlnlslry of Heahh: Unltèd Kingdom: Mèdlclnes and Healthcare
Product6 R€gulatory Agency

Study placed ln the tollowing topic categor¡es:
Slgns and Symptoms
M€tåbollc D¡s€â8os
Dlab€t€s Mell¡tus, Typ€ 2
Dlab€t€s Mellltus

Addltional relevant MeSH lerm€:
Metabollc Diseases
D¡abetes Mellltuô, Type 2
Dlsbetes Mellltus
Endocrlne System Diseâ9gs
Glucos€ Metabolism Disordsrs

CllnlcalTrlals.gov process€d th¡s record on Sept€mþer 01, 2009

Endocrlno Sy6l€m DiB€aseB
Endocrlnopathy
Glucos Metabol¡sm Disorderô
Metabollc Dlsorder

Conlad.Help-Þsl
L¡slsr H¡ll Nâllonâl Cânter for Biom€dl€l Coñmun¡ellons, t,-S. Nåtonal Lbrãry of Msdicine,

U s. Naì¡oMl lml¡lulês or H€llh. I¿S-Dspadredo|:i9¡[b3-H$3¡:Êil¡6.
!¡SA.Ssy. Canyl¡sbt, Prjwy, Ac4ssiþilily, Frêedom of lnlômât¡ôn Act

#m{&
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A Trial ln Type 2 Diabetes Comparing NN9535 to Placebo and Llraglutide

Th¡s study has been completed.

Flrst Receivêd; June'11, 2008 Last Updated: February 6, 2009 Hlstory of changes

sponsored by: Novo Nordisk

lntormation providod by: Novo Nordisk

Cl¡n¡calTr¡sb.gov ldentilier: NCT00696657

Þ Purpose

lreatmsnt duration is 'f2 w€sks,

Condilion lnteruent¡on Phase

Dlabetes Mellltus, lype 2 Drug: NN9535
Drug: plaæbo
Drug: llraglutlde

Phase ll

MedlinePlus related topics: 0!gþ9!cg

Ðrus.L[&I4€li9¡ availâble for: Lirêgl!!]!le

U.S. FDA Resources

StudyType: lnteruentlonal
Study Ðesign: Treâlment, Randomlzed, Double Bllnd (Subject, lnvestlgâtor), Placebo Control, Parallel Assignment, Safety/Efücacy Study

Offlc¡al Title; A Dosê Finding Trial Establ¡shing Effiæcy and Safety ot NN9535 ¡n Comparison W¡th Placebo and Lirâglut¡de in Type 2 Diåbeles

Further study details a3 provlded by Novo Nordlsk:

Pr¡mary Outcome Measures:

. HbAl c I Time Frame; for the duration of the trial ì [ Designated as safety issue; No ]

Secondary Outcomê Mêâsures:

. Safety I Tims Frâme: for th€ duråtion of ths triâl ] [ Designat€d as safety ¡ssue: Yes ]

. Ant¡bodles I Time Frame: for the duration of thê trial I I Des¡gnated as safety ¡ssu€: No ]

Enrollmentr 415
Study St€rl Dats: June 2008
Study Completlon Datê: February 2009
Primâry Complelion Date: February 2009 (Final data collect¡on dale for pr¡mary oulcome measure)

Ass¡gned lntervèntionsArms

Drug: NN9535

0,1 mg, once weekly, s.c. ¡njection
A; Experimental

Drug: NN9535

0.2 mg, once weekly, s.c. injeclion
Br Exper¡mentål

Drug: NN9535

0.4 mg, once weekly, s.c. ¡niection
Cr Experlmental

Drug; NN9535

0.8 mg, once weekly, s.c, injection
D: Experlmental

Drug: NN9535

0.8 mg with t¡trat¡on, once weekly, s.c. injection
Eì Experimental

Þrugr NN9535

1.6 mg with titration, once weekly, s.c. inject¡on
F: Expedmental

Drug: placebo

0.1 mg, once weekly, s.c. iniect¡on
G1: Placebo Comparator

Drug: placebo

0.2 mg, once weekly, s.c. ¡njection
G2: Placebo Comparator

Drug: placebo

0.4 mg, once weekly, s.c. injection
G3ì Placebo Comparalor

Drug: placebo

0.8 mg with t¡trâtion, once we€kly, s.c. inject¡on
G4: Placebo comparalor

GS PIâôâhn Cômnârâtor Dn¡n nlecchô
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0.8 mg wlth iltrat¡on, onc€ we€kly, 8.c. injection

Þ etigiuitry

Ages El¡g¡ble for Study:
G€nd€rs Eligibl€ for Study:
Accepls Heêlthy Voluntee6:

Crlteria

'18 Yêârs and older
Both
No

lnclusion Critêr¡â:

. Men and women-not-of-childb€aring potqntial diagnosêd with typô 2 d¡abetes for at lêast three months

. Stable treatment regimên with e¡thgr mêtformin (at least 1500 mg) or diet and exerc¡se alonè for at least three months

. HbAlc:7.0-10.0 0/o (both lncluslvê)

. Body weight between 60 kg 8nd 110 kg

Excluslon Crltèrla:

within the lasl three monlhs

. lmpalrsd livêr or kidney function

. Prollfêråtlve retlnopathy or maculopathy rêqulring acule treâtment

. Cllnically slgnlf¡ænt actlve ærdlôvascular dlsease and uncontrolled treatêd/untreated hyperlenslon

. Recurrent major hypoglyæemlâ ôr hypoglycaemic unawareness

. Prêsent or planned use of any drug which could intsrfere wlth the glucos€ lev€ls (e.9. system¡c corliæsteroids)

Þ Gontacts and Locations

Please refer to this study by its ClinicalTrials,gov id€ntifler: NCT00696657

Locations

Austria
Wiên, Austr¡å, 1010

Bulgarla
Russe, Bulgaria,7000

Flnland
Oulu, Flnlând,90029

Franco
MONTPELLIER cêdêx 5, France, 34295

cemany, LÄK Hêssen
Pohlheim, LÄK H€s6€n, Germany, 35415

l{ungary
Budapest, Hungary, H-1045

lndia, lamil Nadu (lNDlA)
Chennai, Tam¡l Nadu (lNDlA), lndia,600020

Itâly, CH
Chistl Scalo, cH, ltaly, 66013

Sèrbia
Belgrade, Serbia, 11000

South Aftica, Cape Town
Obssrvâiory, Caps Town, South Africa, 7925

Spain
Almela, Spâ|n.04001

Switrerland
Kusnacht, Sw¡tzsrland, 8700

ftrkey
lstanbul, Turkey, 34390

united Kingdom, East Sussêx
Bexhlll-on-Seâ, East Sussex, United K¡ngdom, TN39 4SP

sponsoF and Colloborators

Novo Nordisk

lnvestigåtors

Sludy D¡rector: Christine B. Jens8n, N¡D, PhD Novo Nord¡sk

Þ More lnformation

Additional lnformation:

Cl¡nical Trials at Novo Nordisk !!'.¡i

Drug: placebo

1.6 mg, once weekly, s.c. injection
G6: Plaæbo Comparator

Drug: l¡raglutlde
'1,2 mg wlth tltralion, onæ dally, s.c. iniection

H: Experlmental

Drug: liraglutide

1.8 mg wilh titrat¡on, once daily, s.c. injecl¡on
l: Experimental
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Re6ponsible Party;
Study lD Numb€rs:
Study Flrst Recelvêd:
Last Updâtsd:
Cllnlcalïrlals.gov ldènlifi er:
Hsalth Authorlty:

Study plac€d ln the followlng topic câtêgorles:
Slgns and SymptomE
l\4€tabol¡c Dlseases
Dlabetes Mellitus, Typ€ 2
Diabst€Ê Mellitus

Add¡tional relsvânt M€SH terms:
Metâbollc Dlsêases
Dlabetes Mellitus, Type 2
Diabêles MellituE
Endocr¡ne System Diseaôes
Gluæs Metabolism D¡sordêr6

CllnicalTriâls.gov processed thls r€cord on May 07, 2009

Novo NordlskAJS ( PublicAccess to Clin¡cal Trlals )
NN9535-182 1, EudraCT No: 2007-00395&12
Junê 11,2008
February 6, 2009
NCT00696657 l-IsþIy-glebcnses
¡ustria+eAeral n¡¡n¡stry fu Hea[ñ anO Women: Bulgaria; Bulgar¡ân Orug Agêncyi F¡nlând; National Agsncy for M€diclnssi Franæ; Afssaps - French Heålth

Products Såfety Ag€nci; Germany: Federal lnstltut€ for Drugs and Medlæl Deviæs; Hungary: National lnstitute of Phamacyl lndla: MiniÊtry of Health; ltaly:

Nâtional Mon¡toring Centre tor Clinlcal Tr¡als - M¡n¡slry of Healthi Serbia: Med¡cines ând Mèdical Devices Agency of Serbia: South Afrlcå: Medlcln€s Control

Council: Spain: Spanish Agency of Mêd¡cines; Swilzerland: Laws and standardsi Turkey: Mlnlstry of Health; Un¡têd Kingdomì Mediclnes ånd H€althærê

Products R€gulatory Agency

Endocrine System D¡seasss
Endocrinopathy
Glucosê Metabolism Disorders
Mstabolic Disorder

u S. Nationãl L¡brarv of Mâdic¡nê, CQn¡ÂCf.HElnllg$
U.S. NelioEl ln6ülute6 of Hælth, !¿S-D9Êarjenl!Èþalb-&-H!nA!-Segica9,

!¿SASOy. CQpylShl, Ptlyæf A@ssibillly. FMom of lnfometionAcl

#ffi''k
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A Trial ¡n 'trype 2 D¡abetes Comparing NN9535 to Placebo and L¡raglutide

This study has been completed.

F¡rst Recelved: June 11, 2008 Last Updâted: February 6, 2009 H¡storv of Changes

Sponsorod by: Novo Nordisk

lntormalion providod by: Novo Nordisk

ClinicalTiials.gov ldênt¡ti.r: NCT00696657

Þ Purpose

tr€atment duration is 12 w€eks.

Cond¡t¡on lnteruent¡on Phase

Dlabetes Mellltus, Type 2 Drug: NN9535
Drug: plaæbo
Drug: liraglutide

Phase ll

MedlinePlus related topics: Diabetes

Þrus..1¡lqlnalþI available for: L¡ragulble

U.S. FDA Resources

Studylype: lnteruentlonal
Study Design: Trealment, Rândomized, Doublê Blind (Subject, lnvestlgâlor), Placebo Control, Parallel Asslgnment, Safety/Efficâcy Study

Ofiìc¡al TiÙer A Dose Finding Tr¡al Establ¡shing Efücacy ând Safety of NN9535 ¡n Comparison W¡th Placebo and Llrâglut¡de in Type 2 Diabetes

Furthêr study detalls as provlded by Novo Nordlsk:

Prlmary Outmme Measures:

. HbAl c I Time Frame: for the duration of lhe tr¡al ] [ Designated as safety issue; No ]

secondâry Outcome Measures:

. Safsty I Time Frame: for th€ duration of the trial ] [ Designated as safety issue: Yes ]

. Antibodies f T¡mê Frame: for the durâtion of lhe tr¡al ] [ Designated as såfety ¡ssue: No ]

Enrollment: 4'15

Study Stsrt Date: June 2008
Study Complet¡on Date: Fèbruary 2009
Pr¡mary Complet¡on Date: February 2009 (Flnal data collection dâte for primary outcome measure)

Ams Assigned lnteruentions

Ðrug; NN9535

0.1 mg, once weekly, s.c. ¡njoction
A; Experimenlal

Drug: NN9535

0.2 mg, once weêkly, s.c. lnjectlon
B: Experimentâl

Cr Experlmenlâì Drug: NN9535

0.4 mg, once weekly, s.c, ¡niect¡on

Drug: NN9535

0.8 mg, once weekly, s.c. injection
D: Experlmental

Drug; NN9535

0.8 mg with titrat¡on, once weekly, s.c. injection
E: Experimental

F: Experimental Druq: NN9535
'1,6 mg wilh t¡trat¡on, once weekly, s.c. ¡njection

Drug: placebo

0.1 mg, once weekly, s.c. lnject¡on
G'l: Placebo comparator

Ðrug: placebo

0.2 mg, once weekly, s.c. injection
G2: Placebo Comparator

Drug: placebo

0.4 mg, once weekly, s.c. inject¡on
G3: Placebo Compârator

G4: Placebo Compârator Drug; placebo

0.8 mg with titration, once weekly, s,c. injection

G5. Plânêhñ Cômnârâlor [']n¡n nlâcÊhn

SUN EXHIBIT 1013, IPR2024-00107, PAGE 27



0.8 mg with t¡tration, onc€ wækly, s.c. lnj€ct¡on

Þ eligiuinty

Agês El¡gible for Study:
Gendsrs Ellglbl€ for Study:
Accèpls Heâlthy VoluntêeF:

Crlterla

Locations

Au6tr¡a

!ulgarla

Flnland

Fnnca

'18 Years ond older
Both
No

lnclusion Cr¡têr¡â:

. M€n ând wom€n-not-of-chlldb€aring potential diagnos€d with type 2 diabotes lor at lêast lhree months

. Stable $êatment regimen w¡th either metfomln (at leâst 1500 mg) or dlet and exerciss alone for at l€ast threê months

. HbAlc:7.0-10.0 o/o (6oth lncluslve)

. Body wêlght betwe8n 60 kg and '110 kg

Exclusion Crlterla:

within the last three months

. lmpairsd livsr or kidn€y function

. Prollfðrãtlve rêt¡nopathy or mâculopathy requlring acutê treatment

. Cllnlcally slgnlflmnt actlve cârdlovasculâr disêase and uncontrolled lrealed/unlreated hypertenslon

. Recurrent maior hypoglyæemia or hypoglycaemic unawareness

. Pr€sent or plann€d uss of any drug which could lnterfere with the glucoss levsls (e.9. systêmlc cortiæsteroids)

Þ Gontacts and Locat¡onô

Please relêr to thls study by its Clln¡calTrials.gov identilier: NCT00696657

Wlen, Austrlå, 1010

Russè, Bulgaria,7000

Ou¡u, Flnland,90029

MoNTPELLIER cêdêx 5, France, 34295

Gêmany, LÄK Hessen
Pohlheim, LÄK Hessen, Germany, 35415

Hungãry
Budapest, Hung8ry, H-1045

lndia, Tamil Nadu (lNDIA)
Chennai, Tâmll Nadu (lNDlA), lndia, 600020

Italy, CH
Chietl Scâlo, CH, ltaly,66013

Sèrbia
Belgrade, Serbia, 11000

Soüth Africa, Capè lown
Observatory, Cape Town, South Africa, 7925

Spâ¡n
Almerfa, Spain,04001

SwiÞ€rland
Ktlsnacht, Swilzsrland, 8700

Turkey
lstânbul, Turkey, 34390

Unitêd Klngdom, EaÊt Sussex
Bexhlll-on-Seâ, Eâst Sussex, Unilèd Klngdom, TN39 4SP

SponsoE and Collaborators

Novo Nordlsk

lnvest¡gðtors

Study Director: Chrisline B. Jensen, MD, PhD Novo Nordisk

Þ More lnformat¡on

Addllional lnformat¡on:

Cllnical Trials at Novo Nord¡sk :¡rJ

Drug: placêbo

1.6 mg, once weekly, s.c. iniection
G6: Plaæbo Compârator

Drug; liraglutid€

1.2 mg wlth litrâllon, onæ dâlly, s.c- lniection
H: Expêrlmêntal

l: Experimental Drug: llragluüde

1.Ê mg with titrât¡on, once dally, s.c. injecl¡on

SUN EXHIBIT 1013, IPR2024-00107, PAGE 28



NU pUU[çäUOlrS pTOVIUCU

Responsible Psrty:
Study lD Numb€rE:
Study Flrst Rscelved:
Last Updated:
Clin¡calTrlals.gov ldentifl èr:
Heallh Authorlty:

Sludy placêd in the followlng top¡c câtegorles:
Signs and Symploms
Melsbolic D¡seases
Dlabqtes Mellltus, Type 2
Diabet6s Mellitus

Additlonal r€levant MêSH terms:
Metåbollc Dl6saÊss
Diãbetes Mellitus, Type 2
Diab€les Mêllltus
Endocrinè System Dlseases
Glucoss Metabolism Disorders

Clin¡calTrials,gov procêss€d thls reærd on Aprll 24, 2009

Novo Nordlsk A/S ( Publlc Access to Clin¡câl Tr¡åls )
NN9535-1821, EudraCT No: 2007-00395È12
Jun€ f1, 2008
Fgbruary 6, 2009
NCT00696657 Hlslorv of Changes
¡ustr¡a, fe¿eml lr¡¡nisfry iói Heatt¡ and Women; Bulgar¡a; Bulgar¡ân Orrlg Agèncyi F¡nland: Nat¡onalAgency for Medlclnes; Franæ: Afssaps - French Heâlth
productôsafetyAgency; Gemany: Federal lnstltuteforDrugsandMediæl Dsvic€s; Hungary:Nållonal fnst¡tuteofPharmacyí lndia:MiniõtryofHealth; ltãly:

Natlonal Moni6dnó Centre for Cllnical Tr¡als - M¡nistry of Heâllhi Serbia: Mêdicinês and Mediæl Dev¡ces Agency of Serbiâ: South Afriæ: Medicines Control

Council; Spain: SpanlshAgencyoTMedicines; Switrerland: Lawsand standards; Turkey: MinistryofHsalth; Un¡ted Klngdom: Mediclnesand H€âlth€re

Products Regulatory Agency

Endocrins Systsm D¡sèasês
Endocrinopâthy
Glucose Metabolism Disorders
Metabollc Disorder

U.S. Nâl¡ônâl L¡brâru of M€dicins, CgdACüidÊ-D!Âf
U-S. Nalional lnêlilutss of H6lth, U.S. D€oatuãnt ôf Hêâllh & Humên SoNic66.

lr$ÀgQ. CgpyjsbL Pfit&y. A@ssibilny, Fßedom ollnlomålionAcl

#m'k
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A Trial ¡n Iype 2 Diabetes Comparing NN9535 to Placebo and L¡raglutlde

Th¡s study has been comPleted.

Flrst Received: June 1 1, 2008 Last Updated: Februâry 6, 2009 Historu of changes

Sponiorêd by: Novo Nordisk

lnlormat¡on provided by: Novo Nordisk

Cl¡nicâlTi¡ôls.gov ldent¡llèr: NCT00696657

Þ Purpose

treatment duration is 12 weeks.

cond¡t¡on lnteruêntion Phase

Diabetes Mellllus, Type 2 Drug: NN9535
Ðrug; plaæbo
Drug: llrãglutide

Phase ll

MedlìnePlus relåted topics: Ðþþgteg

Ðrusl¡lgIsêlp¡ avâ¡lable for: LìraglllblÊ

U.S. FDA Resources

StudyType: lnterventional
Study Désign: Treatment, Randomlzed, Doublê Blind (Subject, lnvestigator), Placebo Control. ParallelAssignmenl, Salety/Effiæcy Study

Offlc¡al Title: A Dose F¡nding Tr¡al Êstâblish¡ng Êfücâcy and Safety of NN9535 in comparison With Plâcebo and Liraglul¡de ¡n Type 2 D¡abetês

Furthêr study deta¡ls as provid€d by Novo Nordlsk:

Pr¡mâry Outæme Measures;

. HbAl c I Time Framê: for the durat¡on of lhe lriãl ì [ Designated âs salety issue: No I

Secondary Outcome Measurêsi

. Safety I Time Frame; for the duration of the tr¡al ] [ Designated as safêty issue: Yes ]

. Ant¡bod¡es I Time Frâme: for the duration of the trial ] [ Deslgnated as safety ¡ssuê: No ]

Enrollmentr 415
Study Start Date; June 2008
Study Complet¡on Dâte: Februâry 2009
Pr¡mary Complet¡ôn Date: February 2009 (Flnâl data collection date for pr¡mâry oulcome measure)

Ass¡gned lnteryent¡onsArms

Ðrug: NN9535

0.1 mg, once weekly, s.c. inject¡on
A: Experimental

Drug: NN9535

0.2 mg, once weekly, s.c. lnJection
B; Experimenlal

Drug: NN9535

0.4 mg, once weekly, s.c. ¡niection
C; Experimental

Drug: NN9535

0.8 mg, onc€ weekly, s.c. injeclion
Dr Exper¡mental

Drug: NN9535

0.8 mg with t¡trat¡on, once weekly, s.c. ¡njection
E: Experimental

Ðrug; NN9535

1.6 mg with titration, once weekly, s.c. injeclion
F: Experimental

Drug: placebo

0.1 mg, once weekly, s.c. lnJection
G1: Placebo Comparator

Drug: placebo

0.2 mg, once weekly, s.c, inject¡on
G2: Placebo Comparator

Drug: placebo

0.4 mg, once weekly, s.c. injection
G3: Placebo Comparator

Drug: placebo

0,8 mg with t¡trât¡on, once weekly, s.c. injection
G4i Placebo Comparator

G5. Plâccho Comnârålôr
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0.8 mg with tltration, oncs w€ekly, 5.o. injection

Þ gl¡gi¡itiry

Agès Elig¡ble for Studyr
Gonders Elig¡ble for study;
Acæpts Heãlthy VolunteeE:

18 Years ând older
Both
No

Crlt rla

lnclusion Criter¡â:

. Men and women-noþof-chlldbearing potential d¡agnosêd with type 2 d¡abotes for at least three months

. Stable treatment rêgimen wlth either meformln (at least 1500 mg) or diet and êxèrclse alone for at lèast three months

. HbAlc:7.0-10.0 % (both lnclus¡ve)

. Body wèlght between 60 kg and 110 kg

Exclusion Crlteria;

within the last three monlhs

. Impairod llv€r or kidney function

. Proliferative rêtinopathy or maculopathy rêqulr¡ng acuto treatment

. Cllnically slgnlfiænt actlve ærdlovascular dlsease and unmntroll€d trèâted/untrêat€d hypèrtenslon

. Rècurrent major hypoglyæemla or hypoglycaemic unawareness

. Prêssnt or planned use of any drug which could interfere wlth thê glucose levels (e.9. 6ystsmic corlicostero¡ds)

Þ Contacts and Locat¡ons

Please ref€r to this study by its ClinicâlTr¡als.gov identitier: NCT00696657

Locatlong

Austr¡a
Wien, Austria, 1010

Bülgârla
Russô, Bulgaria,7000

Flnlônd
Oulu, Flnland,90029

France
MONTPELLIER cêdex 5, Frence, 34295

Germany, LÄK Hessen
Pohlheim, LAK Hessen, Germany, 35415

Hun9ary
Budapêst, Hungary, H-1045

lndla, Tamil Nadu (lNDIA)
chennai, lamll Nadu (lNOlA), hdia,600020

Italy, Cl{
Chieti Sælo, CH, ltaly, 66013

Sèrbia
Belgrade, Serbla, 11000

South Afr¡ca, cape lown
Obseruatory, Cape Town, South Africa, 7925

Spaln
Almerlâ, Spain,04001

SwiÞerland
Küsnacht, Swltzerland, 8700

ftrkêy
lstanbul, Turkey, 34390

United K¡ngdom, East Sussex
Bexhlll-on-Soa, East Sussex, United K¡ngdom, TN39 4SP

Sponsors and Collabor.tor3

Novo Nordisk

InYestigatoti

Study Dlrector: Christine B. Jensen, MD, PhD Novo Nordisk

Þ More lnformation

Addit¡onal lnformat¡on:

Clinical Tr¡als at Novo Nordisk q!:l

Drug: plaæbo

L6 mg, onoe weekly, s.c. ¡ni€cllon
G6: Plaæbo Comparåtor

H: Experimental Drug: liraglut¡de

1.2 mg wllh tltralion, onæ dally, s.c. lnjectlon

Drug: liraglutide
'1.8 mg w¡th titration, once dâlly, s.c. injection

l: Exp€rimental
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Re6ponsiblê Party:
Study lD Numb€rs:
Study Flrst Recelved:
Last Updated:
ClinicalTrlals.gov ldsntlfr er:
Heallh Authodty;

Novo Nord¡EkA,/S ( PubllcAæc$s to Clin¡ælTrials )
NN9535-1821, EudreCT No: 2007-00395È12
June 11, 2008
Fsbruary 6, 2009
NCT00696657 Htstory,el-ehs!ìgeg
Austria: Federal M¡nistry for Health and Womsni Bulgaria; Bulgâflan Drug Agêncy; Finland: Nationâl Agency for Medlcines; France: Afssaps - Frånch H€atth

ProductôsafetyAgencf; @many:Fedêral ln6litut€forDrugsandMsdiæl D€viæ6: Hungary: National lnstltuteofPhamacy; lndla:MinlstryofHeslth; llåly:

Natlonâl Monitolng Centre for Cliniæl lrials - Miniðtry of Health; Serbiá: Medicines and Med¡æl Oevices Agêncy of Serbia; South Afriær Mêdlclnes Confol
Council; Spain: Spanish Agêncy of Med¡clnes; Switrerland: Law6 ând ôlandârdsi Turkey: Mln¡stry of Health; Un¡têd Klngdom: Modiclnes and Hsalthærs
Products Regulatory Agency

Study placsd in lhô followlng top¡c categoriês:
Slgns and Symptoms
Metabollc Dlseases
Diabetes Msllltus, Typ€ 2
Diabete6 M€llitus

Additionãl r€levant MêSH l€rms:
Metabollc Dlsea6es
D¡abetes Mellitus, Type 2
D¡abelss Mellltus
Endocrine System Diseases
Glucose Metabollsm DisrdeF

Cl¡nlcôlTrials.gov processed thls record on Mârch 26, 2009

Endocrins Systsm D¡sêases
Endocrlnopathy
Gluæse Metabollsm Disorders
Metabollc Dlsordsr

U-S. Nâl¡onãl Lihrary ol kdicinè, Codåcl HålÈDSk
u.S. Nâlioñål lßttut€s ol Heellh, I¿S-DgpAdI0gÂloLtlgalbS-H!&!-Sgg¡EÊ,

UsÀory, CanydshL edwy, Àæ€sslbilily. Fredôm of lnfomelionAct

#ffi',-7

SUN EXHIBIT 1013, IPR2024-00107, PAGE 33



http://web.archive.org lweb120090116023043lhttps:llclinicaltrials .govlct2lshow/NCT0O696657

SUN EXHIBIT 1013, IPR2024-00107, PAGE 34



MAR

2011

(Doa
Eg

Tõãl ocr

Glossary

Ea¡rch

üru[[[ltfllmllll0 26 caplglgg
2a ocl 2C08 - 15 4p.2021

ClínícalTríals,gov
^r!ru¡m 

dlh. U.S- Nnlon¡l hdlld.l of H.¡lth

Related StudièsTãbular View contacte and Locâlions No StudySËu.!þ..1P!s!ÊdFull Text V¡ew

A Trlal ln Tlpe 2 Diabetes Comparlng NN9535 to Placebo and Llraglut¡de

This study ¡s ongo¡ng, but not recru¡ting part¡c¡pants'

Sponsorèd by: Novo Nordisk

lnlormat¡on provided by: Novo Nordisk

Cl¡nicallrials.gov ldènt¡t¡er: NCTo0696657

Þ Purpose

treatment du¡ation ¡s 12 weeks.

cond¡t¡on lnteruênt¡on Phase

Diabetes Mellitus, Type 2 Drug: NN9535
Drug; placebo
Drug: llrâglutlde

Phâse ll

MedlinePlus relâtêd topicsì Þigþgþs

Ðfug lnformation åvailable for: Liraglut¡de

U.S. FDA Resources

StudyType: Interventlonal
Study Des¡gn: Treatment, Randômized, Double Blind (Sub.¡ect, lnvest¡gator), Placebo Control, Parallel Asslgnmènt, Sãfety/Efi¡cacy Sludy

Ofüctat Tiilê: A Dose Finding Tr¡al Establishing Efi¡æcy and Satety of NN9535 in Compar¡son With Placèbo and Lhaglut¡de ¡n Type 2 Oiâbetes

Further study detãlls as providêd by Novo Nordisk:

Pr¡mary Outcome Mêasures:

. HbAl c I T¡me Frame: for the duration of the tr¡âl ] [ Dêsignated as safety ¡ssue: No ]

Secondary Outcome Measures;

. Safêty I Tlme Frame: for the duratlon of the trisl ] [ Deslgnated as ssfety lssue: Yes ]

. Antlbodiès I T¡me Frâme: for thê durat¡on of lhe trial ] [ Designâted as safety ¡ssuê: No ]

Êstlmated Enrollment:
Study Start Date:
Estlmatêd sludy completlon Date:
Est¡mated Pr¡mary Completion Date:

362
June 2008
Februåry 2009
February 2009 (Final dâta collect¡on dâle for primary outcomè measure)

Ass¡gnêd lntêruent¡onsArms

Drug; NN9535

0.1 mg, once weekly, s.c. injeclion
A: Experimèntal

B: Exper¡mental Drug: NN9535

0.2 mg, onæ weekly, s.c. injectlon

Ðrug: NN9535

0,4 mg, once weekly, s.c. lnJect¡on

C: ExperimBntal

Drug: NN9535

0.8 mg, once weekly, s.c. ¡njection
D: Exper¡mental

Drug: NN9535

0.8 mg with t¡tration, once weekly, s,c. injecl¡on
E: Experimental

Drug; NN9535

L6 mg with t¡tration, once weekly, s.c. inject¡on
F: Experimental

Drug; plâcebo

0.'1 mg, once weekly, s.c. inject¡on
G1: Placebo Comparator

G2: Placebo Comparâtor Drug: placebo

0.2 mg, once weekly, s.c. inject¡on

Drug: plâcebo

0.4 mg, once weekly, s.c, ¡nject¡on

G3: Placebo Comparator

Drug: placebo

0.8 mg wilh t¡tration, once weekly, s.c. inject¡on
G4: Plaæbo Comparator

Drug: placebo

0.8 mg wlth tltrat¡on, once weekly, s.c. injecllon
G5: Placebo Comparator
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G6: Plaæbo Comparator Drug: placebo

1.6 mg, once weekly, s.c. inject¡on

H: Experim€ntal Drug; lkaglutide

1.2 mg wllh tltråtlon, once dally, s.c. lnlectlon

l: Experimêntal Drug: llraglutide

1.8 mg with t¡trat¡on, once dally, s.c. inject¡on

Þ erigioitity

Ages Êllgibte for Study: 18 Years and oldèr
Genders Eligible for Study: Both
AcceptsHealthyVolunteers: No

Criter¡a

lnclus¡on Criter¡å:

. lven and womsn-not-of-childbearing potsnlial diagnos€d with typs 2 diabetes for at least three months

. Stable treatmênt regimen wlth elther metformln (at least 1 500 mg) or dlet ând êxerclse alone for al least thr€e months

. HbA'lc:7.0-10.0 0/o (both inclusive)

. Bôdy weight between 60 kg and 110 kg

Exclusion Cr¡ter¡a:

Þ Contacts and Locations

Ploase ref€¡ to this study by its Cl¡n¡calÏr¡als.gov idsntlfi€r: NC100696657

Locallons

Austr¡a
Wien, Austria, 1010

Bulgar¡a
Russe, Bulgarìa, 7000

Flnland
oulu, F¡nland, 90029

France
MONTPELLIER cedex 5, France, 34295

cèmany, LAK Hessen
Pohlhêim, LÄK H€ssen, G€rmany, 35415

Hungâry
gudapest, Hungary, H-1045

lnd¡a, Tamil Nadu (lNDlAl
Chennâi, Tam¡l Nadu (lNDlA), lndia, 600020

Italy, CH
Chieli Scalo, CH, ltaly, 66013

Serbla
Belgrâde, Serb¡a, 1 1000

South Atrica, Cape Town
Obseruatory Cape Town, South Africa, 7925

Spain
Almerlâ, Spâln,04001

SwiEerland
Ktìsnacht, Switzerland, 8700

ûrkey
lstanbui, Turkey, 34390

United K¡ngdom, East SüËÊex
Bexhill-on-Sea, East Sussex, Un¡ted Kingdom, lN39 4SP

SponsoF and CollaboratorS

Novo Nordlsk

lnvest¡gators

Study Director: Christine B. Jensen, MD, PhD Novo Nord¡sk

Þ More lnformation

clin¡cal Trials at Novo Nordlsk gqi

Responsible Pariy: Novo NordiskAJs ( Publ¡cAccess to Cl¡nicsl Tr¡als )
StudylDNumbers: NN953S1821,EudraCTNo:2007-003956-'12
Study F¡ßt Reæived: June 11,2008

. lmpâ¡red llver or kidney funct¡on

. Prollfsrative rel¡nopathy or msculopathy rcquiring acute treatment

. Cllnlcally signifiænt act¡ve cârdiovascular disease and uncontrolled treâted/untreated hypertenslon

. Recurrent mâlor hypoglycâemls or hypoglycaemic unawarenêss

. Present or planned use of any drug which could intsrfere with the glucos€ levelG (e.9. 6ystemic cortiæslero¡ds)
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clin¡calTrlals.gov

Hêalth Authorlty:

Study plac€d in the followlng lopic categories:
Signs and Symptoms
Metabolic Diseases
Dlabetes Mellitus, Typè 2
Dlabetes Mellttus

Clln¡calTrials.gov procsssed this record on Jsnuary 15, 2009

Jalluåly l+, zvuv
ldentil¡er: Ng[00690052 lb¡fqy]

¡ustrla: FãAerat tr¡lnlstry for Health and WomEn; Bulgariå: Bulgarian Drug Agency; Finland; Nat¡onal Agency for Mediclnesi FrancE: AfssapÊ - Fr€nch Health
prcductssafetyAgency; Gemany: Fedoral lnGtitutsforDrugsandM€d¡câl Dsvices; Hungary:Natlonal lnslituteofPhamaoy; lndla;MinistryofHealth; ltaly:

Narlonal Monnórln¡ Centre for Clln¡cal Trlals - Mln¡stry of Heallh; Serb¡â: Medlcines and Mèdlcâl Devlcês Agêncy of Serblai South Afrlca: Msdlclnes Control

Councili Spaln: Spanlsh Agsncy of Mediclnêsi Switzerland: Laws and standards; Turkey: Ministry of Hgalthi UnitBd Klngdom; Medlcines and Healthcarô

Pf oducls Regulatory Agency

Endocrlne System Diseases
Endocrlnopathy
Mstabollc disrdêr
Glucose Melabolism Dlsordêrs

U S Natonat Librãrydtrdsliçire. cônlâcl HdLDSÂk
U s. Natbnal lNtlutes ol Hællh, U.S. D6¡l¡msdi!!þdlb-&-tsu3lselvim,

LISÀSoy, CopyliSbl, efiyaly A@iþjlily. FreedomollnromâlionAct

#ffi',?
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http://web.archive.orglwebl2008L02B23425l/https://clinicaltrials.gov/ct2lshow/NCT00696657
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1ttÞs://clìn¡æltrials.qov¡ct2/showNcfo0696657 @'':Lt' @oa
E9

JAN

2011
llllü[ruffimli¡'0 26 caplIeg

28ocl2c0ô- 15Api?021

ClínícalTrials.gov
À$dæ ottrr U.S.lldoÈl hdltd6d H.dth

lq!ìi

Home Sêarch Study_Igpieg

Saarch

Related Stud¡esTabular Vlêw Contacts and Locations No Study:ResnlgPsgleslFull lexl View

A Trlal in Tlpe 2 Dlabetes Comparlng NN9535 to Placebo and Liraglutide

This study ¡s ongoing, but not recruiting participants.

Spon¡orsd by: Novo Nordisk

lnformalion providêd by: Novo Nordisk

Clinicalltials,gov ldentitier: NCT00696657

Þ Purpose

the treatment duration ¡s 12 wseks.

condition lnteruêntlon Pbasê

Dlabetes Mellltus, Type 2 Drug:
Drug:
Drug:

NN9535
plácebo
liraglutide

Phase ll

Medl¡nePlus related top¡cs; Ðjaþglgs

SIgg lnformat¡on available for; Liraglutide

U.S. FDA Resources

StudyType: lnteruenlional
Stüdy Deslgn: Treâtment, Randomlzed, Double Bllnd (Subject, Investlgator), Placebo Conlrol, Parallel Assignmenl, Safety/Eí¡cacy Study

Official'tjtle: A DoEe Finding Trial Estâblishing Efilcacy snd Safsty of NN9535 in Compar¡son With Plac€bo ånd L¡raglutide in Type 2 Diabete6

Furth€r study details as provided by Novo Nordisk:

Primary Outæme Measures:

. HbAl c I Time Frame: For the durat¡on of the trial ] [ Designãted âs safety issue: No ]

Secondary Outcome Measures:

. Safety I Tme Frame: For the duration of the trial ] [ Designated as safêty issus: Y€s ]

. Ant¡bod¡es I 
.I¡me 

Frame: For the durat¡on of the tr¡al ] [ Designated as safety issue: No ]

Estimated Enrollmenli 362
Study Start Date: June 2008
Est¡mated Study Completion Date: Fsbruary 2009
Estimated Primary Completlon Date: February 2009 (Final data collectlon date for prlmâry outcome measure)

Ass¡g¡ed lnterventionsArms

Drug: NN9535

0.1 mg, onæ weekly, s.c. lnjectlon
A: Experimental

Drug: NN9535

0.2 mg, onæ weekly, s.c. injectìon
B: Experimenlal

C: Experimental Drugr NN9535

0.4 mg, once w€ekly, s.c. injêction

Ð: Experimental Drug; NN9535

0.8 mg, once weekly, s.c. injection

Drug: NN9535

0.8 mg wilh titrat¡on, once weekly, s.c. iniection
E: Expêrimental

F: Experimental Drug: NN9535

1.6 mg with titrâtion, onæ weekly, s.c. ¡njeclion

G l: Plâcebo Compsralor Drug: placebo

0.1 mg, once weekly, s.c. injection

G2: Placebo Comparator Orug: plâcebo

0.2 mg, once weekly, s.c. ¡njection

Drug: placebo

0.4 mg, onæ weekly, s.c. inject¡on
G3: Placebo Comparator

Drug: placebo

0.8 mg with t¡tration, onæ weekly, s.c. iniection
G4: Plaæbo Comparator

G5r Placebo Comparalor Drug: placebo

SUN EXHIBIT 1013, IPR2024-00107, PAGE 39



0.8 mg wlth tltratlon, onæ weekly, Lc. lnjectlon

Þ efigiu¡l¡ty

AgêÊ Eliglblê for Sludy:
Genders Eligible for Study:

Crltêr¡a

'18 Ysars ãnd older
Both

Accepls Healthy VolunteeBr No

lnclusion Criterla;

. Men and women,not-of"chlldb€aring potential diagnosed with typs 2 diâbstes for st least threã months

. Stable treatment reglmen w¡th eithèr metlormln (at lsa6t 1500 mg) or dlet and exerclse alone for at leâ8t thrêe month6

. HbAlc:7.0-10.0 o/o (both incluslvè)

. Body wêight bêtwean 60 kg ând 110 kg

Excluslon Criteria:

. Treatment with insulin, GLPI receptor agoni6ts (lncludlng lirâglulide), dipeptldyl pêptldaso-4 ¡nhlbitors, sulphonylurea, th¡azolidined¡ones, Alphâ-Gls, or any

¡nveEtigatlonal drug, with¡n the last three months

. lmpalred llvsr or k¡dney functlon

. Prolitgrative retlnopalhy or maculopâthy requir¡ng acute treatmenl

. Cllnicãlly slgnlf¡ænt actlve cardlovascular d¡sease and unæntrollêd t¡eated/untreatêd hypêrtêns¡on

. Recurrent major hypoglycaemia or hypoglycaemic unawåreness

. Pr€ssnt or plânned use of any drug whlch could interfere w¡th thq glucoss lov€ls (€.9. sy6temio corticost€¡oids)

Þ Contacts and Locations

Please refer to this study by lts ClinicalTrials.gov idenlif¡er: NCT00696657

Locãt¡onr

Austria

Wien, Austrla, 1010

Bulgarla

Russs, Bulgaria,7000

Flnland

Oulu, F¡nland, 90029

Frânce

MONTPELLIER c€dox 5, France, 34295

Gormany, LÄK Hessen

Pohlhelm, LÀK Hessen, Gêrmany, 35415

Hungary

Budapest, Hungary H-'f 045

lndia, Tamll Nadu (lNDlA)

Chennâ¡, Tamll Nadu (lNDlA), lnd¡â,600020

Italy, CH

Chieti Scalo, CH, ltaly, 66013

Serbia

Belgrade, Serbia, 11000

South Africa, CaÞè lom
Obseryatory câpe Town, South Afr¡æ, 7925

SÞa¡n

Almeria, Spa¡n,04001

SwiEer¡and

Kosnacht, Sw¡tzerland, 8700

Turkêy

lstanbul, Turkey, 34390

Unlted Kingdom, EaEt Sussex

tsexhill-on-Sea, Eåst Sussex, United Kingdom, TN39 4SP

Sponsoß and CollaboratoB

G6: Placebo Comparator Drug: placebo

1.6 mg, onæ weekly, s.c. lnject¡on

H: Experlmentâl Drug: llråglutldè

1.2 mg w¡th tilration, oncê dally, s.c. ¡n¡êction

Orug: llraglutido

1.8 mg with tllrallon, onæ da¡ly, s.c, lnjêction
l: Exper¡mental
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Novo Nordfrk

lñvc3tlgatoF

study Director: christ¡ne B. Jensen, MD, PhD Novo NordlskÂ,/s

Þ ilorc lnformation

ClinicalTrisls el Novo Nord¡sk 
.Flr

Sludy plâced in thê follow¡ng lopic categor¡e6:
SlgnÊ and gymploms
Metabollc D¡seasêg
Dlabstes Mêllltu6, Type 2
Dlâbetes Mellitus

ClinlcalTriâls.gov processed thls record on October 28, 2008

Responslble Party: Novo Nordisk A'/S ( Public Aæess to Cliniel Tr¡als )
Study lD Numbêrsi NN9535-1821, EudraCT Noi 2007-003956¡2
First Recelved: June 11,2008
Lâðt Updated: Oclober 16, 2008
cllnicslTrials.gov ldsntilier: NqIQ9€99052

Austrla: Èedgal Ministry for Health and Womeni Bulgarla: Bulgarlân Drug Agency; F¡nland: Natlonal Agency for Medlcinesi France: Aïssps - French Heâlth
products Safêty Agsncy; Gemany: Fadêral lnslilute for Drug6 and Medlcal Oev¡cesl Hungary; National lnstitute of Pharmacyi lnd¡a: lndia's Drug Contþlþr

Sèfbial South Aûlca: Medicines Control Councll; Spa¡n: Spanlsh Agency of Mêdic¡nes; Swltrsrlsndi Laws and standards; Turkey: Mlnistry of Heallh; United

Klngdom: Medicines ãnd Healthære Producls Regulatory Agency

Endocrine System Dlsêaðês
Endocrlnopathy
Metabollc disorder
Gluæse Mêtabolism D¡sorders

U.S- Nâl¡onal Librâry ofMsdicine, Contåcl H€lp-DSk
U.S. Nalionâì lnsütul€s ol Hølth, U.S. DspÂdm9¡þl-Uüllb3-Hffiillgei6.

USA,ru. Cepv¡sbl. PI¡wv ArceÊsiÞililv Eeeden-afh&nnloúcl

#ffi#
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