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Sulcus placement of a “piggyback” 

result without the need to implant a “piggyback” IOL with its inherent serious risks.

ipulation of traditional IOL’s 

 –

full lens exchange or resorting to the use of a corneal refractive laser.  With the HARMONI™ design the 

 –

urgical intervention (SSI) in the form of IOL repositioning to resolve  RRE.    The  HARMONI™ 

HARMONI™

HARMONI™ Modular 
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resulting in ≤0.50D MRSE difference in the two refractions) and Keratometry readings (as 

K readings at least 1 week apart resulting in ≤0.50D difference between the two readings) prior to final IOL 
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frequency of each assessment to be performed at each visit, will be carried out according to “Appendix 

–Schedule of Assessments.”  
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and both remain “inwindow,” the subject must return for a separate visit in order to maintain “inwindow” status for 
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d “missed”

d for by the Sponsor to the extent it is not covered by a subject’s 

’s signature ’s medical chart.  

subject’s 
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capsular rupture, vitreous loss, posterior capsular plaque, significant detached Descemet’s membrane, significant 

 

subjects  should  be  followed  outside  of  the  study  protocol  according  to  the  Investigator’s  normal  postoperative 

up  attempts  will  be  documented  and  kept  with  the  subject’s  source 
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 “For Single Use Only” statement (or equivalent symbol)

 

 Storage temperature range requirements or equivalent (e.g. “Store at room temperature.”)

 

 

 

 

 

 

 

 

 

 

 

 

Investigator’s accountability records. Following verification, and as directed by the Sponsor, all unused and explanted 
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subject’s 

revised as necessary to ensure subjects’ consent to continue participation given the known revised risks.
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shipped (at Sponsor’s expense) for archival purposes, as an alternative to disposal.

Alcon - Business Use Only Effective Date:  

Document:  Version:  
Status:  Effective

Printed By: Print Date:  

1.0; CURRENT; Most-Recent; EffectiveTDOC-0055703

06-Nov-2018



 

 

 

 

 

 

–

 

 

 

 

 

Alcon - Business Use Only Effective Date:  

Document:  Version:  
Status:  Effective

Printed By: Print Date:  

1.0; CURRENT; Most-Recent; EffectiveTDOC-0055703

06-Nov-2018



– –

Alcon - Business Use Only Effective Date:  

Document:  Version:  
Status:  Effective

Printed By: Print Date:  

1.0; CURRENT; Most-Recent; EffectiveTDOC-0055703

06-Nov-2018



                                                                                                                

                                                                                     

Alcon - Business Use Only Effective Date:  

Document:  Version:  
Status:  Effective

Printed By: Print Date:  

1.0; CURRENT; Most-Recent; EffectiveTDOC-0055703

06-Nov-2018


	CP-00002 Protocol Title Page
	CP-00002 Protocol



