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March 30, 2007 
 
Food and Drug Administration 
Center for Devices and Radiological Health 
Attn:  Ms. Kimberly Bowie Peters 
510(k) Document Mail Center (HFZ-401) 
9200 Corporate Boulevard 
Rockville, Maryland  20850 
 
Re: K063503 
Trade Name:  OptiVantage DH Injector System with Enhanced Communication 
 
Dear Ms. Peters: 
 
In response to your questions dated March 22, 2007 regarding the referenced 510(k) 
submission, we offer the following information: 
 
1.  You state in the operator's manual and in the submission that the device has been 
tested in accordance with IEC 60601-1-2. You also include a letter dated January 
24, 2007 from DLS Electronic Systems, Inc. showing that the original system was 
tested to EN 60601-1-2 for immunity and EN 55011 for emissions. The OptiVantage 
with RFID was tested to EN 301 489-3 for immunity and emissions. Please justify 
the change in the test standard. Please compare the test frequencies, immunity 
specifications and emissions levels used in EN 301 489-3 to those used in IEC 60601-
1-2. Please provide the test protocols and reports demonstrating compliance with 
IEC 60601-1-2 for review. FDA believes that complete testing information is 
necessary due to the fact that the function and performance of injector system will 
impact testing provided to support a CDER application. 
 
Response:  The OptiVantage DH, prior to the development of the Enhanced 
Communications feature, met the following standards: 
  
 EN 61000-3-2,-3 
 EN 60601-1-2 
 EN 55011 
 
The OptiVantage DH with Enhanced Communication (RFID) was presented to DLS Electronic 
Systems, Inc. in July 2006 to be analyzed for compliance to the following standards: 
 
 EN 61000-3-2,-3 
 EN / IEC  60601-1-2 
 EN 55011 
 
The addition of a radio transmitter device to the system required compliance to 
additional standards. The following standards were met in addition to the standards 
listed above: 
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 ICES-003 (Canada) 
 RSS-210 (Canada) 
 FCC Part 15.107 (US) 
 FCC Part 15.225 (US) 
 EN 300 330-1 
 EN 301 489-3 Emissions / Immunity 
 

. certified that the OptiVantage DH Injector System with 
Enhanced Communications (RFID) meets both sets of  the above listed EMC 
requirements in full.  Please refer to Attachment 1 for a letter from DLS stating that the 
injector complies with these standards. 
 
In Attachment 2, we have provided a summary table which compares test frequencies, 
specifications and emissions levels of EN 60601-1-2:2001 with EN 301 489-3 V1.4.1. 
 
Attachment 3 includes test protocols and reports for each standard listed above.  Page 1 
of the attachment provides an index of the test reports.  The test protocol and report for 
IEC 60601-1-2 can be found behind Tab 1 of Attachment 3. 
 
 
2.  Your response to deficiency 1 of our letter dated December 21, 2006 indicates 
that the RFID feature is intended to be used with both pre-filled contrast syringes 
and prefilled saline syringes. The submission indicates that CDER will be reviewing 
information regarding the addition of the RFID feature to the pre-filled contrast 
syringes; however, this information does not address a submission for the addition 
of the RFID feature to the pre-filled saline syringes. Please explain what regulatory 
submission will be provided to address the addition of the RFlD feature to the 
prefilled saline syringes. 
 
Response:  Mallinckrodt, Inc. provided a Prior Approval Supplement for the addition of 
RFID to prefilled saline syringes.  Please reference CDER submission:  Sodium Chloride 
Injection, USP 0.9% NDA 21-569, supplement number S-002, submitted 3/13/07. 
  
Should you have any further questions regarding the contents of this response or to the 
actual submission, you may contact me by mail, phone at (513) 948-5771 or fax at (513) 
948-5708. 
 
Sincerely, 
 
 
 
Dale Moore 
Quality Manager 
 
Attachments 

B4 
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