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AFFIDAVIT OF NATHANIEL E FRANK-WHITE 

l. 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. Tbe 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may select one of those dares, and begin browsing an archived version of the Web.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 or 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visitor clicks on a hyperlink on an archived page that points to another URL, the 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 hyperlink'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/[Year in yyyy]LMonth 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/l 9970126045828/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 (1997/01/26 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 primaty HTML file 
and other separate files (e.g., files with images, audio, multimectia, 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 
VRLs and may not have been archived on the same dates. 

6. Attached 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_1_0_2_1_2_0_23 __ _ 

Oo""men1 Id: 1B5AC360•A2B..., 1E0•63BC.3358F1 S3F307 
OnffneNolary .net 

Please seo attached 
All Purpose 
Jurat form 

for additional 
Notary Even!$ 
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Nathaniel E Frank-White 
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JURAT ATTACHMENT 

A notary public or other officer completing this certificate verifies only the identity of the individual who signed 
the document to which this certificate is attached, and not the truthfulness, accuracy, or validity of that 
document. 

STATE OF Texas 

COUNTY OF __ H_a_r_ris ______ } 

The foregoing instrument was subscribed and sworn before me this date of 
02/02/2023 by Nathaniel Frank-White 

This notarial act was an online notarization. 

(Notary Seal) 

~ Notary's Signature ____________________ _ 

131579816 Registration No.: ____ __________ ______ _ 

Commission Expiration Date: May 23. 2026 

Document Id: 1B5AC360-A2B4-11E0-83BC--3358F153F307 
OnlineNotary,nel II IIIIIIIIII IIIIIIIIIIIIIIIIIIIIIIII IIIIIIIIII Page4/4 



MPI EXHIBIT 1013 PAGE 5MPI EXHIBIT 1013 PAGE 5
Apotex v. Novo - IPR2024-00631 
Petitioner Apotex Exhibit 1013-0005

EXHIBIT A 
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http://web.archive.org/web/20111020123620/https://clinicaltrials.gov/ct2/show/NCT00696657 
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Full Text View 

A Randomised Controlled Clinical Trial In Type 2 Diabetes Comparing Semaglutide to Placebo and Llraglutlde 

This study has been completed. 

First Received on June 11, 2008. Last Updated on Seplember 22, 2011 !:!ifilQjy~Qll 

Sponsor: Novo Nordisk 

Information provided by (Responsible Party): Novo Nordisk 

CllnlcalTrlals.gov ldentlfler: NCT00696657 

► Purpose 

This trial was conducted In Europe.Asia and Africa. Siudy participants were randomised evenly to treatment With semaglutide (0.1 mg aw - 1.6 mg aw, 6 treatmenl arms, placebo or liraglutide 
11.2 mg aD, or 1.8 mg aD). Trealment allo<:a1lon to semaglulide or placebo was double-blind, whereas liraglullde treatment was administered open-label.Primary efficacy parameter was HbA 1c 
and the treatment duratfon was 12 weeks. 

Study Type: 
Study Design: 

~ 

Olabeles Mellltus, Type 2 

lnterventlonal 
Allocation: Randomized 
Endpolnl Classificalion: Safety/Efficacy Study 
lnlervenlion Model: Parallel Asslgnmenl 
Masking: Double Blind (Subject, Investigator) 
Primary Purpose: Treatmenl 

IDl!:0!£Dtlon lliu 

Drug: semaglu1lde Phase II 
Drug: placebo 
Drug: liraglullde 

Official Tltle: lnvestlgalion of Safety and Efficacy of Five Doses of Semaglutlde Versus Placebo and Open-label Llraglulide, as Add on Therapy, in Subje<:ls Diagnosed Wllh Type 2 Diabetes 
Currently Treated Wilh Me1formin or Controlled Wilh Diet and Exercise A 12 Week MulU-cenlre. Multi National. Double-blind. Placebo-controlled. Randomised. Nine Armed Parallel 
Group, Dose Finding Trial 

Resource links provided by NLM: 

Genetics Home Reference related topics: §.o24·related lransient neonatal diabetes meUitus 

MedlinePlus relaled loples: ~ 

Ilr!ig Information available for: l.irl!9!.Y!is!!! 

u s FDA Resources 

Further study details as provided by Novo Nordisk: 

Primary Outcome Measures: 

• HbA1c [ Time Frame: afler 12 weeks of 1rea1menl 11 Designaled as safely issue: No] 

Secondary Outcome Meastires: 

• Percentage of subjects with an adverse evenls [ Time Frame: after 12 weeks of lrealmenl 11 Designaled as safety Issue: No] 

• Percentage of subjects with hypoglycaemic episoce I nme Frame: aher 12 weeks of 1rea1men111 Designated as safety issue: No I 
• Change from baseline In ECG I Time Frame: week o. week 12 ] [ Designated as safely issue: No] 

• Change from baseline In vital signs (Pulse) [ Time Frame: week 0, week 12 1 [ Designated as safety Issue: No] 

• Change from baseline in vllal signs (blood pressure) ( Time Freme: week 0, week 12 ] [ Deslgnaled as safely issue: No I 
• Change from baseline in standard safety laboralory paramelers (haemaIology) I Time Frame: weak 0, week 121 1 DesignaIed as safety issue: No I 
• Change from baseline In slandard safely laboralory paramelers ( biochemistry) I Time Frame: week 0, week 1211 Designaled as safely Issue: No] 

• Change from baseline in s1andard safety laboralory paramelers (urinalysis) [ Time Frame: week O. week 12) [ Designaled as safely issue: No I 
• Change from baseline in calcllonin [ Time Frame: weak 0, week 12 ] I Designated as safety Issue: No] 

• Percenlege of subjects developing anti-semaglulide anlibodies I Time Frame: afler 12 weeks of lrealmenl ) [ Designaled as safely issue: No ] 

Enrollment 415 
Sludy Start Dale: 
Sludy Completion Dale: 
Primary Completion Dale: 

June 2008 
February 2009 
February 2009 (Final data collection dale for primary outcome measure) 

8.cmi All!gned 1ote1Yet!l[ons 

A: Experlmenlal Drug: semaglutide 

Intervention: Drug: semaglulide 0.1 mg, once weekly, s.c. injection 

8: Experimental Drug: semaglullde 

lnlervention: Drug: semaglutide 0.2 mg. once weekly, s.c. injection 

C: Experimenlal Drug: semaglulide 

Intervention: Drug: semaglutide 0.4 mg, once weekly, s.c. Injection 

D: Experimental Drug: semagluUde 

Intervention: Drug: semaglutide 0.8 mg, once weekly, s.c. Injection 
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E: Experimental 
Intervention: Drug: semeglullde 

F: Experimental 

Intervention: Drug: semaglulide 

G1: Placebo Comparator 

lntervenlion: Drug: placebo 

G2: Placebo Comparator 

lnlervention: Drug: placebo 

G3: Placebo Comparator 
Intervention: Drug: placebo 

G4: Placebo Comparator 
Intervention: Drug: placebo 

GS: Placebo Comparator 

Intervention: Drug: placebo 

G6: Placebo Comparator 

Intervention: Drug: placebo 

H: Experimental 
Intervention: Drug: liraglutlde 

I: Experimental 
lntervenlion: Drug: llraglullde 

► Eligibility 

Ages E liglble for Study: 
Genders Eligible for Study: 
Accepts Healthy Volunteers: 

Crtterla 
Inclusion Criteria: 

18 Years and older 
Both 
No 

Drug: semaglulide 
0.8 mg with titration. once weekly, s.c. lnjeclion 

Drug: semaglulide 
1.6 mg with titration, once weekly, s.c. injection 

Drug: placebo 

0.1 mg, once weekly, s.c. lnjectlon 

Drug: placebo 
0.2 mg, once weekly, s.c. injection 

Drug: placebo 
0.4 mg, once weekly, s.c. Injection 

Drug: placebo 
0.8 mg with ti1tatlon, once weekly, s.c. injeclion 

Drug: placebo 

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

Drug: placebo 

1.6 mg, once weekly, s.c. lnjeclion 

Drug: liraglulide 
1.2 mg wllh titration, once dally, s.c. Injection 

Drug: llraglutlde 
1.8 mg wllh titration, once daily, s.c. Injection 

• Men and women-not-of-chlldbea~ng potential diagnosed with type 2 diabetes for at least three months 

• Stable treatment regimen with ellher metformin (al leasl 1500 mg) or diet and exercise alone for at least three monlhs 

• HbAtc: 7.0-10.0 % (both inclusive) 

• Body weigh! between 60 kg and 11 O kg 

Exclusion Criteria: 

, Trea1men1 wllh Insulin. GLP-1 receptor agonlsls (Including llraglutlde), dlpeptldyl peplldase-4 inhibitors, sulphonylurea, lhiazolldlnedlones, Alpha-Gls, or any lnvesligatlonal drug. 
within the last three monU1s 

• Impaired liver or kidney function 

• Prollterative retinopathy or maculopalhy requiring acule trea1men1 

, Clinically slgnlficanl acllve cardlovasct1lar disease and unconlrolled treated/untrealed hypertension 

• Recurrent major hypoglycaemia or hypoglycaemic unawareness 
• Presenl or planned use of any drug which could Interfere wllh the glt1cose levels (e.g. systemic corticosteroids) 

► Contacts and Locations 

Please refer 10 this study by 11s CllnlcalT~als.gov Identifier: NCT00696657 

Locations 

Austria 
Wien, Austria. 1010 

Bulgaria 
Russe, Bt1lgarla, 7000 

Finland 
Turku, Finland, 20520 

Former Serbia and Montenegro 
Belgrade, Former Serbia and Mon1enegro, 11000 

France 
MONTPELLIER cedex 5, France, 34295 

Germany 
Pohlhelm, Germany, 35415 

Hungary 
Budapesl. Hungary, H- 1045 

India 
Chennai, India, 600086 

Italy 
Chietl Scalo, Italy, 66013 

South Africa 
Durban, KwaZulu-Natal, Soulh Africa. 4091 

Spain 
Almeria, Spain, 04001 

Switzerland 
Gen~ve 14, Switzerland, 1211 

Turkey 
Istanbul, Turkey, 34390 



MPI EXHIBIT 1013 PAGE 9MPI EXHIBIT 1013 PAGE 9
Apotex v. Novo - IPR2024-00631 
Petitioner Apotex Exhibit 1013-0009

United Kingdom 
Bexhlll-on-Sea, United Kingdom, TN39 4SP 

Sponsors and Collaborators 

Novo Nordisk 

Investigators 

Study Director: ChrtsUne 8 . Jensen, MO, PhD Novo Nordisk 

► More Information 

Additional Information: 

Clinical TriAls at Novo Nordisk ~ 

No publications provided 

Responsible Party: Novo Nordisk 
ClinlcalTrlals.gov Identifier: 
Oiher S1udy ID Numbers: 

NCT00696657 lii§jo[y~IJil 
NN9535-1821, 2007-003956-12 

Study First Received: June 11, 2008 
Last Updated: 
Health Authority: 

September 22, 2011 
Austria: Federal Ministry for Health and Women: Bulga~a: Bulgarian Drug Agancy: Finland: Finnish Medicines Agency: France: Afssaps • French Health Procucts 
Safety Agency: Germany: Federal Institute for Drugs and Medical Devices: Hungary: National Institute of Pharmacy: India: Ministry o f Health: Italy: National 
Monito<lng Centre for Clinical Trials - Ministry of Heallh: Serbia: Medicines and Medical Devices Agency of Serbia: South Africa: Medicines Control Council: 
Spain: Spanish Agency of Medicines: SwilZerland: Laws and standards: Turkey: Ministry of Health: United Kingdom: Medicines and Healthcare Products 
Regulatory Agency 

Addllionat relevant MeSH terms: 
Diabetes Mellltus 
Diabetes Mellitus, Type 2 
Glucose Metabolism Disorders 
Metabolic Diseases 
Endocrine System Diseases 
Glucagon-Llke Peptide 1 

CllnlcolTrlols.gov processed this record on October 18, 2011 

lncretlns 
Ho<mones 
Hormones, Hormone Substitutes, and Hormone Antagonists 
Physiological Effects of Drugs 
Pharmacologlc Actions 

~~ 
I fi:,lm: HiH NatiQnal Ptotn foe Bioo'ftrtmil' CQmmuniralbns- US NillkJMI I ffl'o(Y ~ -

11 s Wtlianat ID1if11111H ot HM'm- ll.£..Q8 earto¥mt o! H@llh & Hurnao Se@5 
1.!.SA.Q!:!Y, ~.11. ~>'~ ~ . Frnftdom or h)forn1adim'Ad 
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http://Web.archive.org/web/2011080402l928/https://clinicaltrials.gov/ct2/show/NCT00696657 
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ClinicalTrials.gov 
A t,tf\lfu al tM U.S. H.-tlanal lnstitulu al Ht~th 

H2m! ~ 

Full Text View 

A Randomised Controlled Clinical Trial In Type 2 Diabetes Comparing Semaglutlde to Placebo and Llraglutlde 

This study has been completed. 

First Received on June 11, 2008. Last Updated on March 16, 2011 J::lwQ[y~g~ 

Sponsor: Novo Nordisk 

Information provided by: Novo Nordisk 

ClinlcalTrlals.gov Identifier: NCT00696657 

► Purpose 

This tr1al was conducted In Europe.Asia and Africa. Study partlclpants were randomised evenly to treatment with semaglutide (0.1 mg OW• 1.6 mg OW, 6 treatment arms, placebo or liraglutide 
( 1.2 mg OD. or 1.8 mg OD).Treatment allocation to semaglutide or placebo was double-blind, whereas liraglutide treatment was administered open-label.Primary efficacy parameter was HbA 1 c 
and the treatment duration was 12 weeks. 

Study Type: 
Study Design: 

~ 

Diabetes Mellitus. Type 2 

lnterventlonal 
Allocation: Randomized 
Endpoint Clessification: Safety/Efficacy Sludy 
Intervention Model: Parallel Assignment 
Masking: Double Bline (Subject, lnvesligalor) 
Primary Purpose: Trea1men1 

loteri:eotion Phase 

Drug: semagl111lde Phase II 
Drug: placebo 
Drug: llraglutlde 

Officlal Title: Investigation of Safety and Efficacy of Five Doses of Semaglutide Versus Placebo and Open-label Liraglutide. as Add on Therapy, in Subjecls Diagnosed With Type 2 Diabetes 
Currently Treated With Metformln or Controlled With Diel and Exercise A 12 Week Multi,cenire, Mulll National, Double-blind, Placebo-controlled, Randomised. Nine Armed Parallel 
Group, Dose Finding Trial 

Resource links provided by NLM: 

Geoelics Home Reference related topics: §$124-relaled transient neonatal diabetes mellitus 

MedlinePlus relaled 1opics: ~ 

Qn!g Information available for: l.lli!g~ 

u s EPA Resources 

Funher study details as provided by Novo Nordisk: 

Primary Outcome Measures: 

• HbA1c ( Time Frame: after 12 weeks of lrealmenl) ( Designated as safely issue: No) 

Secondary Outcome Measures: 

• Percentage of subjecls wilh an adverse events ( Time Frame: after 12 weeks of treatmenl 11 Designated as safely issue: No I 
• Percentage of subjects wtth hypoglycaemic episode ( Time Frame: after 12 weeks of treatment I [ Designated as safety issue: No I 
• Change from baseline in ECG I Time Frame: week 0, week 12) ( Designaled as safely Issue: No) 

• Change from baseline in vital signs (Pulse) ( Time Frame: week 0, week 12) ( Designated as safely issue: No) 

• Change from baseline In vital signs (blood pressure) I Time Frame: week 0, week 12 I ( Designated as safety issue: No) 

, Change from baseline in standard safety laboralory parameters (haematology) I Time Frame: week 0, week 12 I ( Designated as safety Issue: No I 
• Change from baseline In s1andard safely laboratory parameters ( biochemlslry) [ Time Frame: week 0, week 12 ) ( Designated as safety issue: No) 

• Change from baseline in s1andard safety laboralory parameters (urinalysis) ( Time Frame: week 0, week 12) ( Designated as safely issue: No J 
• Change from baseline in calcilonln ( Ttme Frame: week 0. week 12 J ( Deslgnaled as safety issue: No} 

• Percenlage of subjects developing anll-semaglutide antibodies ( Time Frame: af1e,· 12 weeks of treatmenl ) [ Designated as safely issue: No J 

Enrollment: 415 
Study Stan Date: 
Study Completion Date: 

June 2008 
February 2009 

Primary Completion Dale: February 2009 (Final data collection dale for primary outcome measure) 

8rmi ~gas:~ laliC£•nllons 

A: Experimental Drug: semaglullde 

Intervention: Drug: semaglutlde 0.1 mg, once weekly, s.c. Injection 

B: Experimenlal Drug: semaglutide 

Intervention: Drug: semaglutide 0.2 mg, once weekly, s.c. Injection 

C: Experimental Drug: semaglutide 

Intervention: Drug: semaglutide 0.4 mg, once weekly, s.c. injection 

D: Experimental Drug: semaglutide 

Intervention: Drug: semaglutide 0.8 mg, once weekly, s.c. injection 
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E: Experlmenlal 

lntervenllon: Drug: semaglutlde 

F: Experimental 
Intervention: Drug: semaglutide 

G1: Placebo Comparator 
Intervention: Drug: placebo 

G2: Placebo Comparator 

lnlervenlion: Drug: placebo 

G3: Placebo Comparator 

Intervention: Drug: plawbo 

G4: Placebo Comparalor 

Intervention: Drug: placebo 

GS: Placebo Comparator 

Intervention: Drug: placebo 

G6: Placebo Comparator 
Intervention: Drug: placebo 

H: Experimental 

lntervenllon: Drug: llraglutide 

I: Expertmental 

Intervention: Drug: liraglutlde 

► Eligibility 

Ages Eligible for Study: 
Genders Eligible for Study: 
Accepts Heallhy Volunteers: 

Criteria 
Inclusion Crtteria: 

18 Years and older 
Both 
No 

Drug: semaglutide 

0.8 mg wllh titration, once weekly, s.c. Injection 

Drug: semaglutide 
1.6 mg with tltration, once weekly, s.c. injection 

Drug: placebo 
0.1 mg, once weekly, s.c. injection 

Drug: placebo 
0.2 mg, once weekly, s.c. Injection 

Drug: placebo 

0.4 mg, once weekly, s.c. injection 

Drug: placebo 
0.8 mg with tilration, once weekly, s.c. Injection 

Drug: placebo 
0.8 mg with litratlon, once weekly, s.c. Injection 

Drug: placebo 
1.6 mg, once weekly, s.c. injection 

Drug: liraglulide 

1.2 mg with titration, once daily, s.c. Injection 

Drug: llraglutide 

1.8 mg v.ith tilration, once dally, s.c. injection 

• Men and women-not-of·chlldbearlng potential d iagnosed with type 2 diabetes for al ieasl lhree months 

• Stable treatment regimen wilh ellher metlormln (at least 1500 mg) or dial and exercise alone for at teasl three mon1hs 

• HbA1c: 7.0-1 0.0 % (both Inclusive) 

• Body weight between 60 kg end 110 kg 

Exclusion Criteria: 

• Trealment wilh insulin, GLP·1 receptor agonlsts (Including llraglullde), dlpeptldyi peptldase-4 Inhibitors, sulphonylurea, lhlazolldlnedlones, Alpha,Gls, or eny lnvesllgatlonal drug, 
within the last three mon01s 

• Impaired liver or kidney function 

• Proliferative retlnopathy or maculopathy requiring acute treotmenl 

• Clinically signlflcant active cardiovascular disease and uncontrolled treated/untreated hypertension 

• Recurrent major hypoglycaemia or hypoglycaemic unawareness 
• Present or planned use of any drug which could In terfere with Iha glucose levels (e.g. syslemic corticosteroids) 

► Contacts and Locat ions 

Please refer to lhis study by Its ClinlcalTrlals.gov Identifier: NCT00696657 

Locations 

.Austria 
Wien. Austria, 1010 

Bulgaria 
Russe, Bulgaria, 7000 

Finland 
Oulu, Finland, 90029 

Former Serbia and Montenegro 
Belgrade, Former Serbia and Montenegro, 11000 

France 
MONTPELLIER cedex 5, France, 34295 

Garmany 
Pohlhelm, Germany, 35415 

Hungary 
Budapest. Hungary, H-1045 

India 
Chennai, India, 600020 

Italy 
Chletl Scalo, Italy, 66013 

South Africa 
Cape Town, Western Cape, Soulh Africa, 7925 

Spain 
Almeria, Spain, 04001 

Switzerland 
KOsnacht, Switze~and, 8700 

Turkey 
Istanbul, Turkey, 34390 
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United Kingdom 
Bexhlll-on-Sea, United Kingdom, TN39 4SP 

Sponsors and Collaborators 

Novo Notdlsk 

Investigators 

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

► More Information 

Additional lnfotmatlon: 

Ctlnlcal Trlals at Novo Nordisk .,,tj 

No publiClltlons provided 

Responsible Party: Novo Nordisk NS ( Public Access to Clinical Trials ) 
ClinlcalTrials.gov Identifier: NCT00696657 l:!lfil2!y..21.Qmog~ 
Other Study ID Numbers: NN9535-1821, 2007-003956-12 
Sludy Firs! Received: June 11, 2008 
Las I Updated: 
Health Aulhorlty: 

March 16, 2011 
Austria: Federal Mlnlstry lot Heallh end Women: Bulgaria: Bulgarian Drug Agency: Finland: Finnish Medicines Agency: France: Afsseps - French Health Producls 
Safely Agency: Germany: Federal lnslllute for Drugs end Medical Devices: Hungary: National lnstltule or Pharmacy: India: Ministry of Heallh: Italy: National 
Monltor1ng Cenlre for Clinical Trials. Ministry of Heallh: Serbia: Medicines and Medical Devices Agency of Serbia: South Africa: Medicines Control Council: 
Spain: Spanish Agency of Medicines; Swllzerland: La1'is and standards: Turkey: Ministry of Heallh: Uniled Kingdom: Medicines and Heallhcare Products 
Regulatory Agency 

Additional relevant MeSH terms: 
Diabetes Mellltus 
Diabetes Mellilus, Type 2 
Glucose Metabolism Disorders 
Melabollc Diseases 
Endocrine Syslem Diseases 
Glucagon-Uke Peptide 1 

ClinlcalTriols.gov processed lhls record on Augusl 01, 2011 

lncrellns 
Hormones 
Hormones, Hormone Subslllules, and Hormone Anlagonlsls 
Physiological Effects of Drugs 
Pharmawloglc Acllons 

~..ilb!; 
l i51m: Hill Natiorwl C'.&otm: fQr Ri1?JDeskial Cooml!mir,a1iQQ,; US Na!Joo.,1 I l>rnrv~ 

lJ $ N8!iooal IP"fillf'O\'i 9' HMJlb ~Mft!OOOI of Heaftb & Humon Se009fl3 
~gm,. ~ ~x. ~ ·. frffl99'Doftof01mi!liPoAct 
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http://web.archive.org/web/20110625004803/https://clinicaltrials.gov/ct2/show/NCT00696657 
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lhHps~/clinicaltrials.gov1cl2/showlNCT00696657 AUG 

.llSi!P.ll!W 
28 OGI 2',"\13 • 1~ AJif 2021 

Full Text View 

A Randomised Controlled Clinical Trial In Type 2 Diabetes Comparing Semaglutlde to Placebo and Llraglutlde 

This study has been completed. 

First Received on June 11, 2008. Last Updated on March 16, 2011 J:lwl!ry..2!J,hrulgn 

Sponsor: Novo Nordisk 

Information provided by: Novo Nordisk 

CllnlcalTtlals.gov Identifier: NCT00696657 

► Purpose 

This trial was conducted in Europe.Asia and Africa. Study participants were randomised evenly to treatment with semaglutide (0.1 mg OW - 1.6 mg OW, 6 treatment arms, placebo or liraglutlde 
(1.2 mg OD. or 1.8 mg QD).Treatment allocation to semaglutlde or placebo was double-blind, whereas liraglulide treatment was administered open-label.Primary efficacy parameter was HbA1c 
and lhe treatment duration was 12 weeks. 

Study Type: 
Study Design: 

~ 

Diabetes Mellltus, Type 2 

lnterventlonal 
Allocation: Randomized 
Endpoint Closslficatlon: Safety/Efficacy Study 
Intervention Model: Parallel Assignment 
Masking: Double Blind (Subject , Investigator) 
Primary Purpose: Treatment 

!ate[Yentfon Phase 

Drug: semaglutlde Phase II 
Drug: placebo 
Drug: llraglutide 

Official Tille: Investigation of Safety and Efficacy of Five Doses of Semaglullde Versus Placebo and Open-label Liraglulide. as Add on Therapy, In Subjects Diagnosed With Type 2 Diabetes 
Currently Treated With Metformln or Controlled With Diel and Exercise A 12 Week Multl•centre, Multi National, Double-bl Ind, Placebo-controlled, Randomised. Nine Armed Parallel 
Group, Dose Finding Trial 

Resource links provided by NLM: 

Genetics Home Reference related topics: ~24·related transient neonalal diabetes mellitus 

MedlinePJus related topics: Diabetes 

l2!J.!g Information available for: l.l!l!g!l!lli!e 

u.s. FDA Resources 

Further study details as provided by Novo Nordisk: 

Primary Outcome Measures: 

• HbA1c ( Time Frame: after 12 weeks of treatment J ( Designated as safety issue: No ) 

Secondary Outcome Measures: 

• Percentage of subjects with an adverse events ( Time Frame: after 12 weeks of treatment) ( Designated as safety Issue: No) 

• Percentage of subjects with hypoglycaemic episode ( Time Frame: after 12 weeks of treatment) l Designated as safety issue: No J 
• Change from baseline in ECG ( Time Frame: week 0, week 12 I I Designated as safely issue: No I 
• Change from baseline in vital signs (Pulse) [ Time Frame: week 0. week 12 ) ( Designated as safety Issue: No] 

• Change from baseline in vital signs (blood pressure) ( Time Frame: week 0. week 12) I Designated as safety issue: No J 

• Change from baseline In standard safety laboratory parameters (haematology) I Time Frame: week 0, week 12 JI Designated as safety issue: No I 
• Change from baseline in standard safety laboratory parameters ( biochemistry) { Time Frame: week 0. week 12) ( Designated as safety issue: No ] 

• Change from baseline In slandard safety laboratory parameters (urinalysis) I Time Frame: week 0, week 12) ( Designated as safety Issue: No] 

• Change from baseline in calcitonin ( lime Frame: week 0, week 12 ) [ Designated as safety issue: No) 

• Percentage of subjects developing anti-semaglutide antibodies ( Time Frame: after 12 weeks of treatment] ( Designated as safety issue: No] 

Enrollment: 
Study Start Date: 

415 
June 2008 
February 2009 Study Completion Date: 

Primary Completion Date: February 2009 (Final data collection date for primary outcome measure) 

ADM Mfilgne!! lolei:n□lloo:. 

A: Experimental Drug: semaglutide 

Intervention: Drug: semaglulide 0.1 mg, once weekly, s.c. injection 

B: Experimental Drug: semaglUlide 

lnlerventlon: Drug: semaglutide 0.2 mg, once weekly, s.c. Injection 

C: Experimental Drug: sernaglulide 

lntervent.ion: Drug: semaglutide 0.4 mg, once weekly, s.c. injection 

D: Experimental Drug: semaglutide 

Intervention: Drug: semaglutide 0.8 mg, once weekly, s.c. injection 
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E: Experimental 

Intervention: Drug: semaglullde 

F: Experimental 

Intervention: Drug: semaglulide 

G1: Placebo Comparator 
Intervention: Drug: placebo 

G2: Placebo Comparator 

lnlerventlon: Drug: placebo 

G3: Placebo Comparator 

Intervention: Drug: placebo 

G4: Placebo Comparator 

Intervention: Drug: placebo 

GS: Placebo Comparator 

lnlervenllon: Drug: placebo 

G6: Placebo Comparator 
Intervention: Dnig: placebo 

H: E•perlmental 

Intervention: Drug: llroglutide 

I: E>perlmental 

Intervention: Drug: liraglullde 

► Eligibility 

Ages Eligible for Study: 
Genders Eligible for Study: 
Acoepts Heallhy Volunteers: 

Criteria 
lncluslon Criteria: 

18 Years and older 
Both 
No 

Drug: semaglutlde 
0.8 mg with Ill ration, once weekly, s.c. Injection 

Drug: semaglutlde 

1.6 mg with titration, once weekly, s.c. Injection 

Dnig: placebo 
0.1 mg, once weekly. s.c. Injection 

Drug: placebo 

0.2 mg, once weekly, s.c. injection 

Drug: placebo 
0.4 mg, once weekly, s.c. Injection 

Drug: placebo 

0.8 mg with titration, once weel<ly, s.c. Injection 

Drug: placebo 

0.8 mg with tllration, once weekly, s.c. Injection 

Drug: placebo 
1.6 mg, once weekly. s.c. injection 

Drug: liraglutlde 
1.2 mg with titration, once daily, s.c. injection 

Drug: llraglutlde 
1.8 mg with titration, once daily, s.c. Injection 

• Men and women-nol-of-chlldbearlng potenllal diagnosed with type 2 diabetes for at least three months 

• Stable treatment regimen with either metformln (al least 1500 mg) or diet and exercise alone for al least three months 

• HbA1c: 7.0-10.0 % (both inclusive) 

• Bodyweight between 60 kg and 110 kg 

Exclusion Criteria: 

• Tteatmenl with Insulin. GLP-1 receptor agonlsts (Including liraglutlde). dlpeplldyl peplldase-4 lnhlbllors, sulphooylurea. lhlezolldlnedlones, Alphe-Gls, or any lnvesligatlonal drug, 
wilhln the last three months 

• Impaired liver or kidney function 

• Prollferatlve retlnopathy or maculopathy requiring acute treatment 

• Clinically significant active cardiovascular disease and uncontrolled lrealedluntrealed hypenenslon 

• Recurrent major hypoglycaemia or hypoglycaemic unawareness 
• Present or planned use of any drug which could interfere with the glucose levels (e.g. systemic corticosteroids) 

► Contacts and Locations 

Please refer 10 this study by Us CllnlcalTrlals.gov Identifier: NCT00696657 

Locations 

Austria 
Wien, Austria. 1010 

Bulgaria 
Russe, Bulgaria. 7000 

Finland 
Oulu. Finland, 90029 

Former Serbia and Montenegro 
Belgrade. Former Serbia and Montenegro. 11000 

MONTPELLIER cedex 5. France, 34295 

Germany 
Pohlhelm, Germany, 35415 

Hungary 
Budapest, Hungary, H-1045 

India 
Chennal, India, 600020 

Italy 
Chietl Scalo. Italy. 66013 

South Africa 
Cape Town, Western Cape. South Africa, 7925 

Spain 
Almeria, Spain, 04001 

Switzerland 
K0snacht, Switzerland, 8700 

Turkey 
Istanbul, Turkey, 34390 
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United Kingdom 
Bexhlll-on-Sea, United Kingdom, TN39 4SP 

Sponsors and Collaborators 

Novo Nordisk 

lnV8stigators 

Study Director: Christine B. Jensen. MD. PhD Novo Nordisk 

► More Information 

Addlllonal lnformallon: 

Cllo!cal Trials el Novo Nordisk ~ 

No publlcallons provided 

Responsible Party: 
ClinicalTrlals.gov Identifier: 
Other Study ID Numbers: 
Siudy First Received: 

Novo Nordisk NS ( Public Access to Clinical Trials ) 
NCT00696657 l:lijJ_Q_ry..21.Ql!lng~ 
NN9535-1821, 2007-003956-12 
June 11. 2008 

Lasl Updated: 
Health Author11y: 

March 16, 2011 
Aust~a: Federal Ministry for Health and Women: Bulga~a: Bulgarian Drug Agency; Finland: Finnish Medicines Agency; France: Afssaps - French Heallh Products 
Safely Agency; Germany: Federal lnslllute for Drugs and Medical Devices; Hungary: National Institute of Pharmacy; India: Ministry of Health; lialy: National 
Monitoring Centre for Clinical Trials - Ministry of Health; Serbia: Medicines and Medical Devices Agency of Serbia; South Africa: Medicines Control Council; 
Spain: Spanish Agency of Medicines: Switzerland: Laws and standards; Turkey: Ministry of Health; Uniled Kingdom: Medicines and Healthcare Products 
Regulatory Agency 

Additional relevant MeSH terms: 
Diabetes Mellllus 
Diabetes Mellitus. Type 2 
Glucose Metabolism Disorders 
Metabolic Diseases 
Endocrine System Diseases 
Glucagon-Llke Peptide 1 

CllnicalTrials.gov processed this record on June 24, 2011 

lncretlns 
Honnones 
Hormones, Hormone Substitutes. and HOfmone Antagonists 
Physiological Eflecls of Drugs 
Pharmacologlc Actions 

~r,,Qm 
1 lfil>K Hil Nalkwd Cfmte« kn: Dinn1ft!hrAt CommunAlkms. ~ 

u s NaUoea• IM!l1t110, 9! t!Mlib ~"rarlrneot gt tream, & Human Sorvioa\. 
lJ..SA.!:QY, ~!l1,. ~ - ~ . f,:V,Xl90lOllo'9rro!))k>oAcl 
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http ://web. archive. org/web/20090901212303/https: // clinicaltrials. gov/ ct2/show /NCT00696657 
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1 , , , • ~, , ... , r 11 1 \ , [https:l/cllniealltlals.goVlct2Jshow/NCT00696657 

rns~~9c~moomn~ 26 capJ!!ru 
29 Oci Z.108, 15Ap, 2021 

Clinica/Trials.gov 
A strvlce ol tht U.S. N1tlonal ~'ltlt\AH ol Hnllh 

Full Text View 

► Purpose 

A Trial In Type 2 Diabetes Comparing NN9535 to Placebo and Llraglutlde 

This study has been completed. 

First Recelv&d: June 11. 2008 Last Updated: February 6, 2009 ~~~ 

Sponsored by; Novo Nordisk 

Information provided by: Novo Nordisk 

CllnicatTrlals,gov ldentHler: NCT00696657 

ll~MAY 

◄ 

tl2.m ~ 

JUN 

► 
2011 

This trial is conducted in Africa, Asia and Europe. Subjects pMiclpatlng In this trial will be randomised to treatmenl with NN9535, placebo or liraglutide. Key efficacy parameter Is HbA 1c and the 
tr&atment duration Is 12 weeks. 

~ ID1tl)'.tDli'2D 

Diabetes Mellltus, Type 2 Drug; NN9535 
Drug: placebo 
Drug: llraglulide 

Study Type; lnterventional 
Study Design: Treatment, Randomized, Double Blind (Subject, Investigator), Placebo Control, Parallel Assignment, Safety/Efficacy Study 

Official Title: A Dose Finding Trial Establishing Efficacy and Safety of NN9535 In Comparison With Placebo and Llraglutide in Type 2 Diabetes 

Resource links provided by NLM: 

MedlinePlus related topics: Diabetes 

.Qwg Information available for: Lim~ 

U,S. FDA Resources 

Further study details as provided by Novo Nordisk: 

Primary Outcome Measures: 

• HbA 1c ( Time Frame: for the duration of the trlal ] [ Designated as safety Issue: No J 

Secondary Outcome Measures: 

• Safety [ Time Frame: for the duration of the trial J [ Designated as safety Issue: Yes J 
• Antibodies [ Time Frame: for the duralion of lhe trial J ( Designated as safely Issue: No J 

Enrollment: 
Sludy Start Date: 
Study Completion Date: 
Primary Completion Date: 

AuM 

A: Experimental 

B: Experimenlal 

C: Experlmenial 

D: Experimental 

E: Experimental 

F: Experimental 

G 1: Placebo Comparalor 

G2: Placebo Comparator 

G3: Placebo Comparalor 

G4: Placebo Comparator 

415 
June 2008 
February 2009 
February 2009 (Final data collection date for primary outcome measure) 

~go~s:I IDl fo:eatloos 

Drug: NN9535 
0.1 mg, once weekly. s.c. Injection 

Drug: NN9535 
0.2 mg, once weekly, s.c. Injection 

Drug: NN9535 

0.4 mg, once weekly. s.c. Injection 

Drug: NN9535 
0.8 mg, once weekly. s.c. injeclion 

Drug: NN9535 
0.8 mg wilh titration. once weekly, s.c. Injection 

Drug: NN9535 
1.6 mg with titration, once weekly. s.c. Injection 

Drug: placebo 
0.1 mg, once weekly, s.c. injection 

Drug: placebo 
0.2 mg, once weekly, s.c. injection 

Drug: placebo 
0.4 mg. once weekly, s.c. Injection 

Drug: pfacebo 

Phase 

Phase II 
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0.8 mg with Ulration, once weekly. s.c. Injection 

GS: Placebo Comparator Drug: placebo 
0.8 mg with titration, once weekly, s.c. injection 

G6: Placebo Comparator Drug: placebo 
1.6 mg, once weekly. s.c. Injection 

H: Experimental Drug: liraglutlde 
1.2 mg wilh titration, once dally, s.c. Injection 

I: Experimental Drug: llraglutlde 

1.8 mg with titration, once dally, s.c. injection 

► Eligibility 

Ages Eligible for Study: 18 Years and older 
Genders Eligible for Study: Both 
Accepts Healthy Volunteers: No 

Crtterla 

Inclusion Criteria: 

• Men end women-not-of-childbearing potential diagnosed with type 2 diabetes for al least three months 

Stable treatment regimen with either metformin (al least 1500 mg) or dlel and e,erclse alone for al least three months 

HbAlc: 7.0-10.0 % (both inclusive) 

• Body weight between 60 kg and 110 kg 

Exciusion Criteria: 

• Treatment with insulin, GLP-1 receptor agonlsls (including liraglu tide). dlpeptldyl peptidase-4 inhibitors, sulphonylurea, lhiazolidinediones, Alpha-Gls, or any lnvestlgatlonal drug, 
within the last three months 

• Impaired liver or kidney function 

• Prolireralive relinopathy or inaculopathy requiring acute treatment 

• Clinlcally sJgniflcant active cardiovascular disease and uncontrolled treated/untreated hyper1enslon 

• Recurrent major hypoglycaemia or hypoglycaemic unawareness 

• Present or planned use of any drug which could lntertere wllh the glucose levels (e.g. systemic conlcosterolds) 

► Contacts and Locations 

Please refer to lhis stlldy by its ClinicalTrials.gov Identifier: NCT00696657 

Locations 

Austria 
Wien, Austria, 1010 

Bulgaria 
Russe. Bulgaria. 7000 

Finland 
Oulu. Finland, 90029 

France 
MONTPELLIER cedex 5, France, 34295 

Germany, LAK Hessen 
Pohlhelm, LAK Hessen, Germany, 35415 

Hungary 
Budapest. Hllngary, H-1045 

India, Tamil Nadu (INDIA) 
Chennai, Tamil Nadu (INDIA). India, 600020 

Italy, CH 
Chieti Scalo, CH, Italy, 66013 

Serbia 
Belgrade, Serbia, 11000 

South Africa, Cape Town 
Observatory, Cape Town, Soulh Africa. 7925 

Spain 
Almeria. Spain. 04001 

Swit2erland 
K0snacht, Switzerland, 8700 

Turkey 
Istanbul , Turkey, 34390 

United Kingdom, East Sussex 
Be,hill-on-Sea, East Sussex. United Kingdom, TN39 4SP 

Sponsors and Collaborators 

Novo Nordisk 

Investigators 

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

► More Information 

Additional Information: 
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Clinlcel Trials a1 Novo Nordisk !?lli 

No publications provided 

Responsible Party: 
Study ID Numbers: 
Study First Received: 
Last Updated: 

Novo Nordisk NS ( Publlc Access to Clinical Trials ) 
NN9535-1821, EudraCT No: 2007-003956-12 
June 11, 2008 
February 6, 2009 
NCT00696657 l::lw2rY~9!l.i ClinlcalTrials.gov Identifier, 

Health Authority: Austria: Federal Ministry for Health and Women: Bulgaria: Bulgarian Drug Agency: Finland: National Agency for Medicines; France: Afssaps • French Healll, 
Products Safety Agency: Germany: Federal Institute for Drugs and Medical Devices: Hungary: Notional Institute of Phamiacy; India: Ministry of Health: Italy: 
National Monitoring Centre for Clinical Trials • Ministry of Health; Serbia: Medicines and Medical Devices Agency of Serbia; Sotllh Africa: Medicines Control 
Council; Spain: Spanish Agency of Medicines; Swltzer1and: Laws and slandards; Turkey: Mlnislry of Health: United Kingdom: Medicines and Healthcare 
Producls Regulatory Agency 

Study placed in the following topic categories: 
Signs and Symploms 
Metabolic Diseases 
Diabetes Mellltus, Type 2 
Diabetes Mellltus 

Addll ional relevant MeSH lerms: 
Metabolic Diseases 
Diabeles Mellilus. Type 2 
Oiabeles Melll!Us 
Endocrine System Diseases 
Glucose Metabolism Disorders 

Endocrine System Diseases 
Endocrlnopathy 
Glucose Metabolism Disorders 
Metabolic Disorder 

CllnlcalTrlals.gov processed this record on September O I , 2009 

~11.llw 
l lzlar HJI Nafma! Cftnlm '9r Ri:ooJ!Mllim Comm1mk<inlons ~ 
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http:/ /web.archive.org/web/20090509195617 /https://clinicaltrials.gov/ct2/show/NCT00696657 
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Clinica/Trials.gov 
li2Jnl §.@m.11 

A strvlc• of the U.S. Natlon1l ~ !t\AU of Kt1Uh 

Full Text View 

A Trial In Type 2 Diabetes Comparing NN9535 to Placebo and Llraglutlde 

This study has been completed. 

First Received: June 11. 2008 Last Updated: February 6, 2009 l:1w!21Y..!!l..Q!llng~ 

Sponsored by: Novo Nordisk 

Information prov ided by: Novo Nordisk 

CllnicalTrlals,gov ldentHler: NCT00696657 

► Purpose 

This trlal Is m nducIed In Africa, Asia and Europe. Subjects participating In this trial will be randomised 10 1reaImenI wllh NN9535, placebo or llraglutlde. Key efficacy parameter is HbA 1c and the 
treatment duration is 12 weeks. 

£2ru!lllM 

Diabetes Mellltus, Type 2 

MedljnePlus related Iopics: ~ 

Illl!g Information available for: lli9~ 

u,s. EPA Resources 

lnt~CitDliS!D 

Drug: NN9535 
Drug: placebo 
Drug: llraglulide 

Study Type: lnterventlonal 
Study Design: Treatment, Randomized, Double Blind (Subject, Investigator), Placebo Conltol, Parallel Assignment. Safety/Efficacy Study 

Official TIiie: A Dose Finding Trial Establishing Efficacy and Safety of NN9535 In Comparison ll'filh Placebo and Llraglutide in Type 2 Diabetes 

Further study details as provided by Novo Nordisk: 

Primary Outmme Measures: 

• HbA1c ( Time Frame: for the duration of the trial 11 Designated as safety Issue: No J 

Semndary Olltcome Measures: 

• Safety ( Time Frame: for the duration of the trial J I Designated as safety Issue: Yes J 

• Antibodies I Time Frame: for the duration of the trial ) I Designated as safety issue: No J 

Enrollment: 
Study Start Date: 
Study Completion Date: 
Primary Completion Date: 

Arms 

A: Experimental 

8: Experimenlat 

C: ExperlmenIat 

D: Experimental 

E: Experimental 

F: Experimental 

G1: Placebo Comparator 

G2: Placebo Comparator 

G3: Placebo Comparator 

G4: Placebo Comparator 

(';~· P l~Mhn l":nmni:irAlnt 

415 
June 2008 
February 2009 
Febrnary 2009 (Final data collection date for primary outcome measure) 

Alljgned latecttDli2D~ 

Drug: NN9535 
0.1 mg, once weekly, s.c. injection 

Drug: NN9535 
0.2 mg, once weekly, s.c. Injection 

Drug: NN9535 
0.4 mg, once weekly, s.c. injection 

Drug: NN9535 

0.8 mg, once weekly, s.c. injection 

Drug: NN9535 
0.8 mg with titration, once weekly, s.c. injection 

Drug: NN9535 
1.6 mg with titration, once weekly, s.c. injection 

Drug: placebo 
0.1 mg. once weekly, s.c. injection 

Drug: placebo 
0.2 mg, once weekly, s.c. injection 

Drug: placebo 
0.4 mg, once weekly, s.c. injection 

Drug: placebo 
0.8 mg with titration, once weekly1 s.c. injection 

nn ,n· nl~r.Ahn 

flllll 

Phase II 
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~-· ............................ •-·-· 

G6: Placebo Comparator 

H : Experimental 

I: Experimental 

► Eligibility 

Ages Eligible for Sludy: 
Genders Eligible for Study: 
Accepts Heallhy Volun1eers: 

Criteria 

Inclusion Criteria: 

18 Years and older 
Bolh 
No 

-• - t,• ,. . .......... .. 

0.8 mg with Ulration, once weekly, s.c. ln]ectlon 

Drug: placebo 

1.6 mg, once weekly, s.c. lnjecllon 

Drug: liraglutide 

1.2 mg wllh titration, once dally, s.c. Injection 

Drug: liraglullde 

1.8 mg with titralton, once daily, s.c. injection 

• Men and women-nol-of-childbearing polential diagnosed with type 2 diabetes for al leas! lhree months 

• Stable 1reatmen1 regimen wllh either me1formln (al least 1500 mg) or diet and exercise alone for al leas11hree months 

• HbA1c: 7 .0-10.0 % (bOth lnduslve) 

• Body weigh! between 60 kg and 110 kg 

Exclusion Crllerfa: 

• Trea1men1 wilh Insulin, GLP-1 receplor agonisls (including llraglullde), dipep1idyl peplidase,4 lnhibllors, sulphonylurea. lhiazolidinediones. Alpha-Gls, or any lnvesllgational drug, 
within !he las! three months 

• Impaired liver or kidney runc1ion 
• Proliferative rellnopalhy or maculopalhy requiring acu1e 1rea1ment 

• Clinically significant acllve cardlovascular disease and uncontrolled treated/untreated hypertension 

• Recurrent major hypoglycaemia or hypoglycoemic unawareness 
• Prasenl or planned use of any drug Which could lnlerfere wilh !he glucose levels (e.g. syslemlc corlicosleroids) 

► Contacts and Locations 

Please refer 10 !his study by ils CllnlcalTrials.gov identifier. NCT00696657 

Locations 

Austria 
Wien, Auslrla. 1010 

Bulgaria 
Russe, Bulgaria. 7000 

Finland 
OUiu, Finland, 90029 

France 
MONTPELLIER cedex 5, France, 34295 

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

Hungary 
Budapesl, Hungary, H-1045 

India, Tamil Nadu (INOIA) 
Chennal, Tamil Nadu (INDIA), India, 600020 

11aly, CH 
Chieli Scala , CH, Italy.66013 

Serbia 
Belgrade, Serbia. 11000 

South Africa, Cape Town 
Observa1ory, Cape Town, South Africa, 7925 

Spain 
Almeria , Spain. 04001 

Swia.erland 
KOsnachl. Swilzerland. 8700 

Turkey 
Istanbul, Turkey, 34390 

United Kingdom, East Susse• 
Bexhlll-on-Sea. Easl Sussex, Unl1ed Kingdom, TN39 4SP 

Sponsors and Collaborators 

Novo Nordisk 

Investigators 

Sludy Oirec1or: Chrisline B. Jensen, MO, PhD Novo Nordisk 

► More Information 

Additional Information: 

Clinical Trials at Novo Nordisk ~ 
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Responsible Party: 
Study ID Numbers: 

Novo Nordisk A/S ( Public Access to Clinical Trials ) 
NN9535-1821, EudraCT No: 2007--003956-12 

Study First Received: June 11 . 2008 
Last Updated: February 6, 2009 
ClinicalTrlals.gov Identifier: NCTQ0696657 ti!filQrf~9li 

Austria: Federal Ministry for Health and Women: Bt1lgaria: Bulgarian Drug Agency; Finland: National Agency for Medicines: France: Alssaps - French Health 
Products Safety Agency; Germany: Federal Institute for Drugs and Medical Devices; Hungary: National Institute of Pharmacy; India: Ministry of Health; Italy: 

Health Authority: 

National Monitoring Centre for Clinical Trials - Minlslry of Health; Serbia: Medicines and Medical Devices Agency of Serbia: South Africa: Medicines Control 
Council: Spain: Spanish Agency of Medicines; Switzerland: Laws and standards: Turkey: Ministry of Health; United Kingdom: Medicines and Healthcare 
Products Regulatory Agency 

Study placed In the following topic categOlles: 
Signs and Symptoms 
Metabolic Diseases 
Diabetes Mellitus, Type 2 
Diabetes Mellilus 

Additional relevant MeSH terms: 
Metabolic Diseases 
Diabetes Mellltus. Type 2 
Diabetes Mellllus 
Endocrine System Diseases 
Glucose Metabolism Disorders 

ClinicafTrials.gov processed this record on May 07, 2009 

Endocrine System Diseases 
Endocrinopalhy 
Glucose Metabolism Disorders 
Metabolic Disorder 

~ . ~ 
U S Na1!9Ml l05111H'A§ 91 Heallh U&.J280jif1mft01 g[ HMBb A HllrnRJJ Si'YiAAi 
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http://web.archive.org/web/20090427063536/https://clinicaltrials.gov/ct2/show/NCT00696657 
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Full Text View 

► Purpose 

A Trial In Type 2 Diabetes Comparing NN9535 to Placebo and Llraglutlde 

This study has been completed. 

First Received: June 11. 2008 Last Updated: February 6, 2009 ~..lll..Qw:)g~ 

Sponsored by: Novo Nordisk 

Information provided by: Novo Nordisk 

CllnlcalTrials.gov Identifier: NCT00696657 

l ~MAR 

◄ 

!:1.2.!rul Soarc h 

SEP 

This trial is conducted in Africa. Asia and Europe. Subjects participating In this trial will be randomised to treatment with NN9535, placebo or llraglutide. Key efficacy parameter Is HbA 1c and the 
treatment duration Is 12 weeks. 

~ 

Diabetes Mellltus, Type 2 

MedlinePlus related topics: ~ 

Qrng lnfo«natlon available for: l.!r!!g!l!!i@ 

u.s. FDA Resources 

ID!t~tDliQD 

Drug: NN9535 
Drug: placebo 
Drug: liraglutide 

Study Type: lntervenUonal 
Study Design: Treatment, Randomized, Double Blind (Subject. Investigator), Placebo Control, Parallel Assignment. Safety/Efficacy Study 

Official Title: A Dose Finding Trial Establishing Efficacy and Safety of NN9535 in Comparison \Mth Placebo and Llraglutide in Type 2 Diabetes 

Further study details as provided by Novo Nordisk: 

Primary Outcome Measures: 

• HbA 1 c I Time Frame: for the duration of the trial I [ Designated as safety Issue: No I 

Secondary Outcome Measures: 

• Safety I Time Frame: for the duration of the trial ] I Designated as safety issue: Yes ] 

• Antibodies [ Time Frame: tor lhe duration of the trial 11 Designated as safety issue: No I 

Enrollment: 
Study Start Date: 
Study Completion Date: 
Primary Completion Date: 

A= 

A: Experimental 

B: Experimental 

C: Experimental 

0 : Experimental 

E: Experimental 

F: Experimental 

G1: Placebo Comparator 

G2: Placebo Comparator 

G3: Placebo Comparator 

G4: Placebo Comparator 

(.;,~· PIAMhn r.nmoArAtm 

415 
June 2008 
February 2009 
February 2009 (Final data collection date for primary outcome measure) 

All]gned latellr!iDli!!D~ 

Drug: NN9535 
0.1 mg, once weekly, s.c. Injection 

Drug: NN9535 
0.2 mg, once weekly, s.c. injection 

Drug: NN9535 
0.4 mg, once weekly. s.c. injection 

Drug: NN9535 

0.8 mg, once weekly, s.c. Injection 

Drug: NN9535 
0.8 mg with titration, once weekly. s.c. injecUon 

Drug: NN9535 
1.6 mg with titration, once weekly, s.c. injection 

Drug: placebo 
0.1 mg, once weekly, s.c. Injection 

Drug: placebo 
0.2 mg, once weekly, s.c. injection 

Drug: placebo 
0.4 mg, once weekly, s.c. injection 

Drug: placebo 
0.8 mg with titration, once weekly, s.c. Injection 

nn 1n· nlAr.Phn 

Ehl!ll 

Phase II 
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G6: Placebo Comparalor 

H: Experimenlal 

I: Experimental 

► Eligibility 

Ages Eligible for Study: 
Genders Eligible for Study: 
Accepts Healthy Volunteers: 

Criteria 

Inclusion Criteria: 

18 Years and older 
Bolh 
No 

- • -z,• ,.., _____ 

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

Drug: placebo 

1.6 mg, once weekly, s.c. ln)eclion 

Drug: liraglulide 
1.2 mg wllh titration, once daily, s.c. Injection 

Drug: liragluUde 
1.8 mg wilh titration, once daily, s.c. Injection 

• Men and women-not-of-childbearing polenlial diagnosed with type 2 diabetes for at least three months 

• Stable treatment regimen with either metformin (et least 1500 mg) or diet and exercise alone for a l least three months 

• HbA1c: 7.0•10.0 % (both Inclusive) 

• Body weight between 60 kg and 110 kg 

Exclusion Criteria: 

, Treatment with Insulin. GLP-1 receplor agonlsls (Including liraglulide), dipeplidyl peplidase-4 Inhibitors, sulphonylurea. thiazolidinediones. Alpha•Gls, or any investlgalional drug, 
within lhe last lhrae months 

• Impaired liver or kidney funclion 

• Proliferallve retinopathy or maculopathy requiring acute treatment 

• Clinically slgnlficanl active cardiovascular disease and uncontrolled treated/untreated hypertension 

• Recurrent mejor hypoglycaemia or hypoglycaemic unawareness 

• Present or planned use of any drug which could Interfere wilh the glucose levels (e.g. systemic cortioosteroids) 

► Contacts and Locations 

Please refer to this study by Us CiinicalTrials.gov idenlifier. NCT00696657 

Locations 

Austria 
Wien, Austria, 1010 

Bulgaria 
Russe. Bulgaria. 7000 

Finland 
Oulu, Finland, 90029 

France 
MONTPELLIER cedex 5, France, 34295 

Genmany, LJI.K Hesson 
Pohlhelm. LAK Hassen. Germany, 35415 

Hungary 
Budapest, Hungary, H· 1045 

India, Tamil Nadu (INCIA) 
Chennai, Tamil Nadu (INDIA), India, 600020 

ltaly, CH 
Chieli Scalo, CH, Italy. 66013 

Serbia 
Belgrade, Serbia, 11000 

South Afric.a1 Cape Town 
Observatory, Cape Town, South Africa, 7925 

Spain 
Almeria, Spain, 04001 

Switzerland 
Kosnachl , Switzerland. 8700 

Turl<ey 
lslanbul, Turkey. 34390 

United Kingdom, East Sussex 
Bexhlll-on-Sea, East Sussex, Uniled Kingdom, TN39 4SP 

Sponsors and Collaborators 

Novo Nordisk 

Investigators 

S1udy Director: Christine B. Jensen, MD, PhD Novo Nordisk 

► More Information 

Addilional Information: 

Cllnlcal Jrtats at Noye Nordisk "111 
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Responsible Party: 
Study ID Numbers: 

Novo Nordisk A/S ( Public Access to Clinical Trials ) 
NN9535-1821, EudraCT No: 2007-003956-12 

Study First Recatved: June 11, 2008 
February 6, 2009 Last Updated: 

CllnicalTrlals.gov Identifier: NCTQ0696657 l:!!filQ._ry...Qf.Qmng~ 
Austria: Federal Ministry for Health and Women: Bulgaria: Bulgarian Drug Agency; Finland: National Agency for Medicines; France: Afssaps • French Health 
Products Safety Agency; Germany: Federal Institute for Drugs and Medical Devices: Hungary: Na tional Institute of Pha,macy; India: Ministry of Health; Italy: 

Health Authority: 

National Monitoring Centre for Clinical Trials - Ministry of Health; Serbia: Medicines and Medical Devices Agency of Serbia: South Africa: Medicines Control 
Council; Spain: Spanish Agency of Medicines: Switzerland: Laws and standards: Turkey: Mlnlsky of Health; United Kingdom: Medicines and Healthcare 
Products Regulatory Agency 

Study placed In the following topic categories: 
Signs and Symptoms 
Metabolic Diseases 
Diabetes MellilUS, Type 2 
Diabetes Mellllus 

Additional relevant MeSH lerms: 
Metabolic Diseases 
Diabetes Mellitus, Type 2 
Diabetes Mellitus 
Endocrine System Diseases 
Glucose Metabolism Disorders 

ClinicalTrials.gov processed this record on April 24, 2009 

Endocrine System Diseases 
Endoe1inopathy 
Glucose Metabolism Disorder,; 
Metabolic Disorder 

~ . ~Q.Jlw 
U S NiliOOil 105111\/'9§ gf Hoalfh u.s..Jleoanmont OJ t1si1Uh :IF Humao SOMoo;; 
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http://web.archive.org/web/20090327052041/https://clinicaltrials.gov/ct2/show/NCT00696657 
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lht1ps://clinlcallrials.g0Vlc121showJNCT00696657 l ~ JAN =====c=.;_;.;_=-:=:.:..:..:..:.:.------------------------' ◄ 

~P.l.l!W 
'280c:t20Da , 1Sl"?''l021 /H03 

Clinica/Trials.gov 
Aurvlc~of ltw U.S. National lnltitutH of HHllh 

.HslmiWI£11 

Full Text View Tabular View Contacts and Locations N2....filllifY. Results Posted elated Studies ..._ __ _ 

► Purpose 

A Trial In Type 2 Diabetes Comparing NN9535 to Placebo and Llragiutlde 

This study has been completed. 

First Received: June 11. 2008 Last Upda1ed: February 6. 2009 !:lifilQ_ry~gru; 

Sponsored by: Novo Nordisk 

Information provided by: Novo Nordisk 

CllnlcalTrlals.gov Identifier: NCT00696657 

APR 

This trial Is conducled in Africa. Asia and Europe. Subjec1s particlpa1lng In this lrial will be randomised to lfealmenl with NN9535. placebo or llraglutlde. Key efficacy parameler Is HbA1c and the 

treatment duration is 12 weeks. 

~ 

Diabetes Mellllus, Type 2 

MedlioePlus relaled 1opics: ~ 

Q!.ua Jnformallon available for: Ll!llg!Ylil!§ 

u s EPA Resources 

ID!tec:ea!ioo 

Drug: NN9535 
Drug: placebo 
Drug: llraglulide 

Study Type: lntervenUonaf 
Study Design: Treatmenl, Randomized, Double Blind (Sub]ecl, lnvesllgator), Placebo Conlrol. Parallel Assignment, Safety/Efficacy Study 

Official Title: A Dose Finding Trial Eslablishing Efficacy and Safety of NN9535 in Comparison With Placebo and Llraglutlde In Type 2 Diabetes 

Further study details as provided by Novo Nordisk: 

Primary Outcome Measures: 

• HbA1c I Time Frame: for the duration of the trial 11 Designated as safety issue: No I 

Secondary Outcome Measures: 

• Safety I Time Frame: for the durallon of the trial 11 Designated as safety issue: Yes J 
• Anlibodies I Time Frame: for the duration of lhe trial ) I Designated as safety issue: No J 

Enrollment: 
Sludy Start Date: 
Study Complelion Date: 
Primary Complelion Date: 

ArlM 

A: Experimenlal 

B: Experimenlal 

C: Experimenlal 

D: Experimental 

E: Experimen1al 

F: Experimental 

G1: Placebo Comparator 

G2: Placebo Comparator 

G3: Placebo Comparalor 

G4: Placebo Compara1or 

n!-.· Pl;;1~hn r:nmnArAtnr 

415 
June 2008 
February 2009 
February 2009 (final data collecllon date for primary outcome measure) 

Alli9Dtsf lal!cxeotions 

Drug: NN9535 
0.1 mg, once weekly, s.c. injection 

Drug: NN9535 

0.2 mg, once weekly, s.c. Injection 

Drug: NN9535 

0.4 mg. once weekly. s.c. Injection 

Drug: NN9535 
0.8 mg, once weekly. s.c. injection 

Drug: NN9535 
0.8 mg Wilh titration, once weekly. s.c. injection 

Drug: NN9535 
1.6 mg with titration, once weekly, s.c. injection 

Drug: placebo 
0.1 mg. once weekly. s.c. lnjeclion 

Drug: placebo 
0.2 mg, once weekly. s.c. Injection 

Drug: placebo 
0.4 mg, once weekly, s.c. Injection 

Drug: placebo 
0.8 mg with titration, once weekly, s.c. injection 

n n1n· nb1r.~hn 

~ 

Phase II 
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G6: Placebo Comparator 

H: Experimental 

I: Experimental 

► Eligibility 

Ages Eligible for Study: 
Genders Eligible'°' Study: 
Accepts Healthy Volunteers: 

Criteria 

inclusion Criteria: 

18 Years and older 
Both 
No 

-• - :,• r ·- - ---
0.8 mg with titration. once weekly, s.c. injection 

Drug: placebo 
1.6 mg, once weekly, s.c. injection 

Drug: llraglutide 
1.2 mg with titration, once daily, s.c. Injection 

Drug: liraglulide 

1.8 mg with titration, once daily, s.c. Injection 

, Men and women-not-of-childbearing potential diagnosed with type 2 diabetes for et least three months 

, Stable treatment regimen with either metformln (at least 1500 mg) or diet and exercise alone f0< et least three months 

• HbA1c: 7.0-10.0 % (both Inclusive) 

• Body weight between 60 kg and 110 kg 

Exclusion Criteria: 
, Treatment with insulin, GLP-1 receptor agonlsts (Including liraglutide). dipeplidyt peplldase-4 inhibitors, sulphonylurea. thiazolidinedlones. Alpha-Gls. or any invesligational drug, 

within the last three months 

• Impaired liver or kidney function 
• Proliferative retinopathy or maculopathy requiring acute treatment 

• Clinically significant active card iovascular disease and uncontrolled treated/untreated hypertension 

• Recurrent ma)0< hypoglycaemia or hypoglycaemic unawareness 

• Present or planned use of any drug which could interfere with the glucose levels (e.g. systemic corticosteroids) 

► Contacts and Locations 

Please refer lo this study by Its ClinlcalTrials.gov identifier. NCT00696657 

Locations 

Austria 
Wien, Austria, 1010 

Bulgaria 
Russe, Bulgaria, 7000 

Finland 
Oulu, Finland, 90029 

France 
MONTPELLIER cedex 5, France. 34295 

Germany, LAK Hessen 
Pohlhelm, I.AK Hessen, Germany, 35415 

Hungary 
Budapest, Hungary, H-1045 

India, Tamil Nadu IINDIA) 
Chennai, Tamil Nadu (INDIA). India. 600020 

Italy, CH 
Chieli Scalo, CH, Italy. 660 I 3 

Serbia 
Belgrade, Serbia, 11000 

South Africa, Cape Town 
ObservatO<Y, Cape Town, South Africa, 7925 

Spain 
Almeria, Spain, 04001 

Switzerland 
KOsnachl, Switzerland, 8700 

Turkey 
Istanbul, Turkey, 34390 

United Kingdom, East Sussex 
Bexhlll-on-Sea. East Sussex, United Klngd0<n, TN39 4SP 

Sponsors and Collaborators 

Novo Nordisk 

lnv•stlgators 

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

► More Information 

Additional Information: 

cI1nIcol Jrlels a! Novo Nordisk •~ 
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Responsible Party: 
Study ID Numbers: 

Novo Nordisk A/S ( Public Access to Clinical Trials ) 
NN9535- t 821, EudraCT No: 2007-003956- t 2 

Study First Received: 
Last Updated: 

June 11. 2008 
February 6. 2009 

ClinicalTrlals.gov Identifier: NCT00696657 l:lifil2Iy..21.QlwJg~ 
Austria: Federal Ministry for Health and Women: Bulgaria: Bulgarian Drug Agency; Finland: National Agency for Medicines; France: Afssaps • French Health 
Products Safely Agency: Germany: Federal lnstilule for Drugs and Medical Devices: Hungary: National lnsUtute of Pharmacy; India: Minislry of Health; llaly: 

Health Authority: 

National Monitoring Centre for Clinical Trials - Ministry of Health; Serbia: Medicines and Medical Devices Agency of Serbia; Soulh Africa: Medicines Control 
Council; Spain: Spanish Agency of Medicines: Switzerland: Laws and standards: Tur1<ey: Mlnislry of Heallh; Uniled Kingdom: Medicines and Healthcare 
Products RegulalOf)' Agency 

Study placed In the following topic categories: 
Signs and Symptoms 
Metabolic Diseases 
Diabetes Mellitus, Type 2 
Diabetes Mellltus 

Addttional relevant MeSH terms: 
Metabolic Diseases 
Diabetes Mellilus, Type 2 
Diabetes Mellilus 
Endocrine System Diseases 
Glucose Metabolism Disorders 

Clinlcallrials.gov processed this record on March 26. 2009 

Endoaine System Diseases 
Endoainopalhy 
Glucose Metabolism Disorders 
Metabolic Disorder 

l/ § NaMni!II I 1blNY~-~~ 
US Nat12oal IO'i!lltllft& pf t!Mlth lJ S O&Pirlmoot pl HeaUb & Human SftOhSaffi 
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http: //web. archive .org/web/20090116023043/https: //din ica ltrials. gov/ ct2/show /NCT00696657 
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Clinica/Trials.gov 
Aurvic«dthe U.S. NIUoNI lnttituloof Htllth 

1:1.2.mi ~ 

Full Text View TabuJar View Contacts and Locations No Studv Results Posted BeJated Studies 

A Trial In Type 2 Diabetes Comparing NN9535 to Placebo and Llraglutlde 

This study is ongoing, but not recruiting participants. 

Sponsored by: Novo Nordisk 

Information provided by: Novo Nordisk 

Cllnlcal'lrlals.gov Identifier: NCT00696657 

► Purpose 

This !rial Is conducted in Africa, Asia and Europe. Subjects participating in this trial will be randomised to treatment wilh NN9535, placebo or liragluUde. Key efficacy parameter is HbA 1c and the 
treatment duration is 12 weeks. 

~ 

Diabetes Mellitus, Type 2 

MedlinePlus related topics: ~ 

Qu!g Information available for: W 9Julis!2 

U S EDA Resources 

loler:Y~D1i2D 

Drug: NN9535 
Drug: placebo 
Drug: llraglullde 

Study Type: lnlerventlonal 
Study Design: Treatment, Randomized, Double Blind (Subject, tnves1igat0<). Placebo Control, Parallel Assignment. Safety/Efficacy Study 

Official TIiie: A Dose Finding Trial Eslablishlng Efficacy and Safely of NN9535 in Comparison With Placebo and Uraglutide In Type 2 Diabetes 

Further study details as provided by Novo Nordisk: 

Primary Oulcome Measures: 
• HbA 1c [ nme Frame: for the duration of lhe lrlal ] I Designated as safety issue: No ] 

Secondary Outcome Measures: 

• Safely I nme Frame: for lhe duration of the trial] [ Designated as safely Issue: Yes] 

• Antibodies [ Time Frame: for the duration of the trial ] [ Designated as safely issue: No ] 

Estimated Enrollment: 
Study Start Date: 
Estimated Study Completion Date: 
Estimated Primary Completion Dale: 

~ 

A: Experimental 

8: Experimental 

C: Experimental 

D: Experimental 

E: Experimental 

F: Experimental 

G1: Placebo Comparator 

G2: Placebo Comparator 

G3: Placebo Comparator 

G4: Placebo Comparator 

GS: Placebo Comparator 

362 
June 2008 
Februaiy 2009 
Februaiy 2009 (Final data colleclion dale for primary outcome measure) 

Assigned ID~rtsmtjoas 

Drug: NN9535 
0.1 mg, once weekly, s.c . lnjeclion 

Drug: NN9535 
0.2 mg, once weekly, s.c. lnjeclion 

Drug: NN9535 
0.4 mg, once weekly, s.c. ln]ecllon 

Drug: NN9535 

0.8 mg. once weekly, s.c. injection 

Drug: NN9535 
0.8 mg with titration, once weekly, s.c. injection 

Drug: NN9535 
1.6 mg wilh titration, once weekly. s.c. injection 

Drug: placebo 
0.1 mg, once weekly. s.c. lnjecUon 

Drug: placebo 
0.2 mg, once weekly, s.c. injedion 

Drug: placebo 
0.4 mg, once weekly. s.c. injection 

Drug: placebo 
0.8 mg with titration, once weekly, s.c. Injection 

Drug: placebo 
0.8 mg wilh titration, once weekly. s.c. injection 

.Pball 

Phase II 
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G6: Placebo Comparator 

H: Experimental 

I: Experimental 

► Eligibility 

Ages Eligible for Study: 
Genders Eligible for Study: 
Accepts Healthy Volunteers: 

Criteria 

Inclusion Criteria: 

18 Years and older 
Both 
No 

Drug: placebo 

1.6 mg, once weekly, s.c. lnjecllon 

Drug: liraglullde 
1.2 mg with titration, once dally, s.c. Injection 

Drug: llraglutide 
1.8 mg with titration, once daily, s .c. injection 

• Men and women-not-of-childbearing potential diagnosed with type 2 diabetes for at least three months 

• Stable treatment regimen wllh e ither metformin (at least 1500 mg) or diet and exercise alone for at least three months 

• HbA1c: 7.0-10.0 % (both inclusive) 

• Body weight between 60 kg and 110 kg 

Exclusion Criteria: 

• Treatment vAth insulin, GLP·1 receptor agonlsts (Including llraglutide), dipeptldyl peptidase-4 lnhibilors, sulphooylurea, thlazolldlnedlones, Alpha-Gls, or any lnvestlgational drug, 
within the last three months 

• Impaired liver 01 kidney funclloo 

• Proliferative retinopathy or maculopathy reqlliring acute treatment 

• Clinically significant active cardiovascular disease and uncontrolled treated/untreated hypertension 

• Recurrent major hypoglycaemia or hypoglycaemic unawareness 

• Present or planned use of any drug which could interfere with the glucose levels (e.g. systemic cortloosterolds) 

► Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov ldenllfier: NCT00696657 

Locations 

Austria 
Wien, Austria, 1010 

Bulgaria 
Russe. Bulgaria. 7000 

Finland 
Oulu. Finland, 90029 

France 
MONTPELLIER cedex 5. France, 34295 

Germany, LllK Hessen 
Pohlhelm, LAK Hessen, Germany, 35415 

Hungary 
Budapest, Hungary, H- 1045 

India, Tamil Nadu (INDIA) 
Chennai, Tamil Nadu (INDIA), India, 600020 

Italy, CH 
Chieti Scalo. CH, Italy, 66013 

Serbia 
Belgrade, Serbia, 11000 

South Arrica, Cape Town 
Observatory, Cape Town, South Africa, 7925 

Spain 
Almerfa, Spain, 04001 

Switzerland 
KOsnacht, Switzerland, 8700 

Turkey 
lstonbui. Turkey, 34390 

United Kingdom, East Sussex 
Bexhlll-on-Sea, East Sussex, United Kingdom. TN39 4SP 

Sponsors and Collaborators 

Novo Nordisk 

Investigators 

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

► More Information 

CHnlcal Trials at Novo Nordisk ~ 

Responsible Party: 
Study ID Numbers: 
Study First Received: 
I --• I 1-.J-• --'· 

Novo Nordisk A/S ( Public Access to Clinical Trials ) 
NN9535-1821. EudraCT No: 2007-003956- 12 
June 11, 2008 
1- - · ·-··· • " "'"IV'I 



MPI EXHIBIT 1013 PAGE 37MPI EXHIBIT 1013 PAGE 37
Apotex v. Novo - IPR2024-00631 
Petitioner Apotex Exhibit 1013-0037

L~!:>l VJJUCltt,U. JdllUttty I .. , .t.VV:;J 

ClinicalTrials.gov Identifier: NCT00696657 lll,1lll!YI 
Austria: Federal Ministry for Health and Women: Bulgaria: Bulgarian Drug Agency; Finland: National Agency for Medicines; France: Afssaps - French Health 
Products Safety Agency: Gennany: Federal lnslitute f0< Drugs and Medical Devices; Hungary: National lnslitule of Pharmacy: India: Mi11istry of Health: llaly: 

Health Authority: Nellonal Monitoring Centre for Clinical Trials - Ministry of Health; Serbia: Medicines and Medical Devices Agency of Serbia; South Africa: Medicines Control 
Council; Spain: Spanish Agency of Medicines: Switze~and: Laws and standards; Turkey: Ministry of Health; United Kingdom: Medicines and Healthcare 
Products Regulatory Agency 

Study placed In the following topic categories: 
Signs and Symptoms 
Metabolic Diseases 
Diabetes MelUtus, Type 2 
Diabetes Mellltus 

ClinicalTrlals.gov processed this reeo<d on January 15. 2009 

Endocrine System Diseases 
Endoc,lnopathy 
Metabolic disorder 
Glucose Metabolism Disorders 

~ -~ 
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http://web.archive.org/web/20081028234251/https://clinicaltrials.gov/ct2/show/NCT00696657 
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Clinica/Trials.gov 
Attrviot oftht U.S. ~iONI ln-ditvttt d Htllth 

► Purpose 

Contacts and Locations 

A Trial In Type 2 Diabetes Comparing NN9535 to Placebo and Ltraglutlde 

This study is ongoing, but not recruiting participants. 

Sponsored by: Novo Nordisk 

Information provided by: Novo Nordisk 

CllnlcalTrlals.gov Identifier: NCT00696657 

TP 

,uo, 

This trial Is conducted lnAfrlca, Asia and Europe. Subjects participating In this trial will be randomised to treatment wilh NN9535, placebo or llraglullde. Key efficacy parameter Is HbA1c and 
the treatment duration Is 12 weeks. 

~ 

Diabetes Mollilus. Type 2 

M&dlioePlus related topics: ~ 

tl!!!9 Information available for: l.i!!!g~ 

U.S. FDA Resources 

Sludy Type: lnleiventional 

lnte~eaU20 

Drug: NN9535 
Drug: placebo 
Drug: liraglutlde 

Study Design: Treatmenl, Randomized, Double Blind (Subject. lnvesllgator). Placebo Conlrol. Parallel Assignment, Safety/Efficacy Sludy 

Official Tille: A Dose Finding Trial Establishing Efficacy and Safely of NN9535 in Comparison With Placebo and Llraglullde In Type 2 Diabetes 

Further study details as provided by Novo Nordisk: 

Primary Oulcome Measures: 

• HbA 1c ( Time Frame: For the duration of the trial J I Designated as safety Issue: No J 

Secondary Outcome Measures: 

• Safety [ Time Frame: For tho duration of the trial ) [ Designated as safety Issue: Yes) 

• Antibodies [ Time Frame: For lhe duration of lhe trial J [ Designated as safety Issue: No) 

Estlmaled Enrollment: 362 
Study Start Date: June 2008 
Estimated Study Completion Date: February 2009 
Estimated Primary Complelion Dale: February 2009 (final date collection dale for primary outcome measure) 

Aam All,jgoid IDlir::!'.iDliQD~ 

A: Experimental Drug: NN9535 
0.1 mg, once weekly. s.c. lnjecllon 

B: Experimenlal Drug: NN9535 

0.2 mg, once weekly, s.c. injection 

C: Experimenlal Drug: NN9535 
0.4 mg. once weekly, s.c. injection 

D: Experimental Drug: NN9535 
0.8 mg, once weekly, s.c. injection 

E: Experimental Drug: NN9535 
0.8 mg wllh lllratlon, onoe weekly, s.c. in)ecllon 

F: Experimenlal Drug: NN9535 
1.6 mg with titration, once weekly, s.c. injeeIion 

G 1: Placebo Comparalor Drug: placebo 
0.1 mg, once weekly, s.c. injecUon 

G2: Placebo Comparator Drug: placebo 
0.2 mg, once weekly, s.c. Injection 

G3: Placebo Comparator Drug: placebo 
0.4 mg, once weekly, s.c. injeclion 

G4: Placebo Comparelor Drug: placebo 
0.8 mg with titration. once weekly, s.c. injection 

GS: Placebo Cornparalor Drug: placebo 

fMR 
Phase II 
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0.8 mg with lilrallon, once weekly, s.c. injection 

G6: Placebo Comparalor Drug: placebo 
1.6 mg, once weekly. s.c. Injection 

H: Experimental Drug: llreglutide 
1.2 mg with titration, once daily, s.c. injection 

I: Experimental Drug: llraglutlde 

1.8 mg with titration. once daily, s.c. injection 

► Eligibility 

Ages Eligible for Study: 18 Years and older 
Genders Eligible for Study: Both 
Accepts Healthy Volunteers: No 

Criteria 

Inclusion Criteria: 

• Men and women-not-of-childbearing potential diagnosed with type 2 diabetes for at least three months 

• Stable treatment regimen with either metformln (at least 1500 mg) or diet and exercise alone for al least three months 

• HbA1c: 7.0-10.0 % (both Inclusive) 

• Body weight between 60 kg and 110 kg 

Exclusion Criteria: 

• Treatment with insulin, GLP-1 receptor agonlsts (Including llraglulide). dipeptidyl peplldase-4 inhibitors. sulphonylurea, thiazolidinediones, Alpha-Gls, or any 
invesligational drug, within the last three months 

• Impaired liver or kidney function 

• Proliferative retinopathy or maculopathy requiring acute treatment 

• Clinically significant aclive cardiovascular disease and uncontrolled 1reated/untreated hypertension 

Recurrent major hypoglycaemia or hypoglycaemic unawareness 

• Presenl or planned use of any drug which could Interfere with the glucose levels {e.g. systemic corticosteroids) 

► Contacts and Locations 

Please refer to this study by Its ClinlcalTrials.gov identifier: NCT00696657 

Locations 

Austria 

Wien, Austria, 1010 

Bulgaria 

Russe. Bulgaria, 7000 

Finland 

Oulu, Finland, 90029 

France 

MONTPELLIER cedex 5, France, 34295 

Germany, LAK Hessen 

Pohlhelm, LAK Hessen. Germany, 35415 

Hungary 

Budapest, Hungary, H-1045 

India, Tamil Nadu (INDIA) 

Chennal, Tamil Nadu (INDIA). India. 600020 

Italy, CH 

Chiell Scalo, CH. Italy, 66013 

Serbia 

Belgrade, Serbia, 11000 

South Africa, Cape Town 

Observatory. Cape Town, South Africa, 7925 

Spain 

Almeria, Spain, 04001 

Switzerland 

K0snacht, Switzerland, 8700 

Turkey 

Istanbul. Turkey. 34390 

United Kingdom, East Sussex 

Bexhlll-on-Sea, East Sussex, United Kingdom, TN39 4SP 

Sponsors and Collaborators 
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Novo Nordisk 

Investigators 

Study Director: Christine B. Jensen, MD. PhD Novo Nordisk NS 

► More Information 

Clinical Trials et Novo Nordisk !!!.I 

Responsible Party: Novo Nordisk NS ( Public Access to Clinical Trials ) 
Study ID Numbers: NN9535-1821, EudraCT No: 2007-003956-12 
First Received: June 11, 2008 
Last Updated: October 16, 2008 
CUnicalTrials.gov Identifier: NCT00696657 

Austria: Federal Ministry for Health and Women: Bulgaria: Bulgarian Drug Agency; Finland: National Agency for Medicines: France: Afssaps - French Heallh 
Products Safety Agency; Germany: Federal Institute for Drugs and Medical Devices; Hungary: National Institute of Pharmacy; India: India's Drug Controller 
General, a division of the Ministry of; llaly; National Monitoring Centre for Clinical Trials• Ministry of He; Serbia: Medicines and Medical Devices Agency ot 
Serbia; South Africa: Medicines Control Council; Spain: Spanish Agency of Medicines; Switzerland: Laws and standards: Turkey: Ministry of Health; United 

Heallh Aulhorily: 

Kingdom: Medicines and Healthcare Products Regulatory Agency 

Study placed In the following topic categories: 
Signs and Symptoms 
Metabolic Diseases 
Diabetes Mellltus, Type 2 
Diabetes Mellitus 

CllnlcalTrials.gov processed this record on October 28, 2008 

Endocrine System Diseases 
Endocrinopathy 
Metabolic disorder 
Glucose Metabolism Disorders 

US Nali2oall&@f\l~. ~QJ2w 
U-S N-it!iMal lnsli)UIQS gf Hftsl!:h. U..S...0qpa/1moo1 of HuHh & Human SPIYiOH· 

.usa,ggy. CDRYDO!:ll- ~ -~~·. frn,stom or hlkvroohM Af.l 




