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Parexel International Romania s.r.l. 
Metropolis Center - Str. Grigore Alexandrescu, Nr.89-97, Sector 1, 010624 Bucharest, Romania 
J40/9291 /2004; CUI: RO 16494261 
Phone: +40   / Fax: +40   / www.parexel.com 
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PER E-MAIL TO BI@CCMO.NL 
CCMO  
Attn. Competent Authority  
Parnassusplein 5  
2511 VX Den Haag  
The Netherlands  

Bucharest, 16-Oct-2019 

Subject: Digital submission of a substantial amendment for approval: 
� Addendum to Main ICF v1.2 dated 13-Sep-2019 
� Patient Letter dated 04-Sep-2019 

 

ToetsingOnline: NL61015.029.17 
EudraCT no.: 2016-002976-28 
Protocol code: CCNP520A2202J 
Protocol title: A  randomized,  double-blind,  placebo-controlled,  parallel  group  study  to

evaluate the efficacy and safety of CNP520 in participants at risk for the 
onset of clinical symptoms of Alzheimer’s Disease (AD) 

Sponsor: Novartis Pharma AG, Lichtstrasse 35, Basel, 4056, Switzerland 
EU Legal Rep: Novartis  Pharma  Arzneimittel  GmbH,  Roonstrasse  25,  Nürnberg,  90429,

Germany 

Dear Madam, dear Sir, 

On behalf of the Sponsor, Novartis Pharma AG, Parexel International Romania s.r.l. herewith submits a 
substantial amendment to the above referenced clinical trial for review and authorization. 

The substantial changes in this amendment relate to: 
☐the addition of a new IMP;
☐ a substantial change of the current IMP
☑other, namely:
� Addendum to Main ICF v1.2 dd. 13-Sep-2019
� Patient Letter dd. 04-Sep-2019

The reasons for these changes are described in the enclosed Annex 2 form. 

EudraCT Update 
The EudraCT substantial amendment notification form for this substantial amendment is enclosed. 

Please find the following study documents supporting this request for approval attached to this e-mail: 
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E.3  Reasons for the substantial amendment:
E.3.1 Changes in safety or integrity of  trial subjects yes �  no   
E.3.2 Changes in interpretation of scientific documents/value of the trial yes  no  �  
E.3.3 Changes in quality of IMP(s) yes   no �  
E.3.4 Changes in conduct or management of the trial yes  no  �  
E.3.5 Change or addition of principal investigator(s), co-ordinating investigator yes  no  �  
E.3.6 Change/addition of site(s) yes  no  �  
E.3.7 Other change yes �  no   
E.3.7.1 If yes, specify: Addendum to ICF and Patient Letter created as a result of Urgent Safety Measure
E.3.8 Other case yes  no  �  
E.3.8.1 If yes, specify

E.4  Information on temporary halt of trial8

E.4.1 Date of temporary halt (YYYY/MM/DD) 
E.4.2 Recruitment has been stopped yes  no    
E.4.3 Treatment has been stopped yes  no    
E.4.4 Number of patients still receiving treatment at time of the temporary halt in the MS concerned

by the amendment (  ) 
E.4.5 Briefly describe (free text):

� Justification for a temporary halt of the trial 
� The proposed management of patients receiving treatment at time of the halt (free text). 
The consequences of the temporary halt for the evaluation of the results and for overall risk benefit assessment 
of the investigational medicinal product (free text). 

F DESCRIPTION OF EACH SUBSTANTIAL AMENDMENT9 (free text): 
The purpose of the updated documents is to inform participants about study procedure changes related to the 
urgent safety measures implemented on 11-Jul-2019 

 Addendum to Main ICF v1.2 dd 13-Sep-2019 
Patient Letter dd 04-Sep-2019 

G CHANGE OF CLINICAL TRIAL SITE(S)/INVESTIGATOR(S) IN THE MEMBER STATE 
CONCERNED BY THIS AMENDMENT 

G.1  Type of change
G.1.1 Addition of a new site
G.1.1.1 Principal investigator (provide details below)
G.1.1.1.1 Given name
G.1.1.1.2 Middle name (if applicable)
G.1.1.1.3 Family name
G.1.1.1.4 Qualifications (MD……..) 
G.1.1.1.5 Professional address
G.1.2 Removal of an existing site
G.1.2.1 Principal investigator (provide details below)
G.1.2.1.1 Given name
G.1.2.1.2 Middle name (if applicable)
G.1.2.1.3 Family name
G.1.2.1.4 Qualifications (MD……..) 
G.1.2.1.5 Professional address
G.1.3 Change of co-ordinating investigator (provide details below of the new coordinating investigator)
G.1.3.1 Given name
G.1.3.2 Middle name
G.1.3.3 Family name

8 Cf. Section 3.10. of the detailed guidance CT-1. 
9 Cf. Section 3.7.c. of the detailed guidance CT-1. The sponsor may submit this documentation on a separate 
sheet. 
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J.3 APPLICANT OF THE REQUEST FOR THE ETHICS COMMITTEE (as stated in section D.2):  
J.3.1 Signature 13:
J.3.2 Print name:
J.3.3 Date :

12 On an application to the Competent Authority only, the applicant to the Competent Authority needs to sign. 
13 On an application to the Ethics Committee only, the applicant to the Ethics Committee needs to sign. 




