
   
 

 
 

 

 

 
 

 

 
 

 

 

 

 
 

 

 

 
 

 
 

 

 

 

SUMMARY OF: 


Model 3330 Version 18.1 software for the Model 3650 Patient Care System (PCS) 

Programmer; 


 Model EX2000 Version 7.0 Rev. 1 Software for Models EX1100 and EX1150 

MERLIN@HOME transmitters; and 


Model MN5000 Version 7.1 Software for the Merlin.net System.
 

For the following implantable devices: 


P910023/S323 
Ellipse/Fortify Assura Family of ICDs 

P030054/S254 
Quadra Assura/Unify Assura Family of CRT-Ds 

P030035/S115 
Frontier/ Frontier II/Anthem Family of CRT-Ps  

P970013/S057 
Microny Family of Pacemakers 

P880086/S237 
Affinity/Integrity/Victory/Zephyr/Accent Family of Pacemakers 

P880006/S087 
Sensolog/Dialog/Regency Family of Pacemakers 

St. Jude Medical 
Cardiac Rhythm Management Division 
645 Almanor Ave. 
Sunnyvale, CA 94085 

BACKGROUND/REASON FOR SUPPLEMENT 

The 180-day PMA/S (subject file) was submitted by St. Jude Medical (the company) for 
requesting the approval of the above referenced devices.  

The company claims the Model 3330 Version 18.1 software is based on the past FDA 
approved software version 17.1.1 (P880086/S230) 

The following are the modifications for the Model 3330 Version 18.1 software, in addition to 
correct a total of eight existed issues. Those modifications are:  
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The following are the modifications for the Merlin 7.1 Remote Care System, in addition to 
correct a total of two existed issues. Those modifications: 

1.	 Provide remote care support for Endurity, Assurity, Assurity+, Allure, and Allure 
Quadra pacemakers consistent with Merlin Programmer Model 3330 v18.1 or 
later. 

2.	 Enhance pairing options by allowing the user to manually initiate pairing based on 
the transmitter’s model/serial number registered in Merlin.net. 

3.	 Provide support for alternate cellular adapter. 
4.	 Update report data to be consistent with Merlin Programmer Model 3330 version 

18.1. 
5.	 Include Magnet Response 


Direct EHR feature.
 
6.	 Enhance the user interface behavior using audio tones and LED light patterns on 

the Merlin@home unit so that the device connection status is identifiable. 
7.	 Add the capability to reset the Merlin@home to its initial state by holding the 

front button and reset button simultaneously. 
8.	 Eliminate sending duplicate transmissions in the rare case when a patient initiates 

a followup transmission while their scheduled follow-up transmission is pending 
completion. 

9.	 Allow the Merlin@home button to be active following a Read Error recovery 
sequence. 

10. Upon completion of the transmitter setup process when initiated by a 10 second 
button press on the Merlin@home, Merlin@home will notify Merlin.net so that it 
may notify clinicians of the successful completion. 

11. Enhance the software to reduce the amount of time the communication channel is 

existing patient schedule when an updated one cannot be retrieved from the 
Merlin.net server. 

13. Update the internal timestamp logged in session records to more closely match the 
interrogation start time. 

14.  Optimize transmitter bootup sequence by allowing the presence of the modem to 
be optional. 

15. Improve handling of transmissions that contain episodes created from an in-clinic 
fibrillation induction test. 

INDICATIONS FOR USE 

NOTE: The company claims, “the indications for use” are unaffected by the purposed 
changes in this PMA/S. 

DEVICE DESCRIPTIONS 

The Merlin Patient Care System (PCS) Programmer is a portable, dedicated programming 
system designed to interrogate, program, display data, and test St. Jude Medical implantable 
devices, listed above. The company claims, the intended use for the Merlin PCS Programmer 
remains the same as approved in P030054/S008 on October 12, 2005. The company claims, 

file used in the (b)(4) TS/CCI

in use 
12. Enhance the software to ensure all device interactions are scheduled by using the 

(b)(4) TS/CCI
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the Merlin PCS Programmer Software has been updated to Version 18.1 in order to provide 
safety and functionality enhancements.  The Merlin 18.1 PCS Programmer Software is based 
on version 17.1.1. The Merlin 17.1.1 PCS Programmer Software was approved.   

The Merlin 7.1 Remote Care System is composed of the Merlin@home Transmitter software 
and the the Merlin.net Patient Care Network (PCN) software. The company claims, the 
intended use of the Merlin Remote Care System has not changed; and the intended use of the 
Merlin Remote Care System is as a transtelephonic system used for remote device follow-up. 
Healthcare providers can view the follow-up data/device data via the St. Jude Medical web 
portal (Merlin.net). The Merlin@home transmitter device is intended to be used as a tool for 
collecting diagnostics and EGM data from an implantable device. The Merlin@home will 
then transfer the collected data to an external receiving station (Merlin.net) where it is stored 
for review by a clinician. 

The Merlin Remote Care System does not program the implanted device. The software 
updates proposed in the subject file affects the Merlin@home Transmitter software and 
Merlin.net Patient Care Network software only. The company claims, there are no hardware 
changes to the approved Merlin@home Transmitter as a result of the software update in the4 
subject file. 

THE SUMMARY FOR THE REVIEW 

The subject PMA/S contains the software only, therefore, it is not required to have any 
hardware, EMC/EMI testing. The company has provided the software and system testing in 
the subject file. The subject contains the documents for the requirements (sample), device 
hazard analysis, level of the concerns, trace matrix, descriptions for the software 
development process, test reports (software and system), and the labeling.    

For Model 3330 Version 18.1 software: 

The company claims, the overall software development environment has not changed due to 
the modifications made in this software version. The Merlin 18.1 PCS Programmer Software 
was developed using an iterative development life cycle. 

The company claims, at a high level, the Programmer Software Development Life Cycle 
(SDLC) is comprised of several stages which are designed to build upon one another, taking 
the output from the previous stage, and adding additional effort to produce more results and 

(b)(4) Trade Secret/CCIgreater refinement. The title of the document for this process is, 
(b)(4) Trade Secret/CCI

The Software Verification Report (SVR) summarizes the results of software verification 
activities conducted for Merlin PCS 18.1 Programmer Software version. The SVR contains a 
description of testing activities and test results. The SVR includes a description of 
modifications made to the software as a result of any failed tests, and test results 
demonstrating that any necessary modifications were effective. This is acceptable with few 

(b)(4) Trade Secret/CCIknown minor software issues are still open. The tile of the report is, 
(b)(4) Trade Secret/CCI
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CONCLUSION 

Based on the information in the file, the company has provided the appropriate data to 
demonstrate the subject device is safe and effective for the pre-market review process. 
Therefore, it is recommended to be approved. 
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