

Notice of Intent to Certify Sole Source



To: 	Interested Parties

From:  Stacy Baldwin 
	 Agency Procurement Officer  	

Date: 	October 12, 2015

Re: 	Sole Source Certification Number SS0012 for AtriCure Cardiac Ablation System single use commodities

Contact Email Address: 	solesource@umc.edu 



Sole Source Certification Award Details

Regarding UMMC Sole Source Certification Number SS0012 for AtriCure Cardiac Ablation System single use commodities, please be advised that UMMC intends to award the purchase of the AtriCure Cardiac Ablation System single use commodities to Atricure, Inc. as the sole source provider of the AtriCure Cardiac Ablation System single use commodities. 

UMMC issues this notice in accordance with Mississippi state law, policy, and procedures for sole source procurements.

Sole Source Criteria

1. Where the compatibility of equipment, accessories, or replacement parts is the paramount consideration (and manufacturer is the sole supplier).  
2. Where a sole supplier’s item is needed for trial use or testing.  
3. Where a sole supplier’s item is to be required when no other item will service the needs of UMMC.   


Schedule

	Task
	Date

	First Advertisement Date
	October 12, 2015

	Second Advertisement Date
	October 19 2015

	Response Deadline from Objectors
	October 26, 2015, at 3:00 p.m. Central Time

	Notice of Award/No Award Posted
	Not before October 27, 2015




Project Details

The University of Mississippi Medical Center wishes to continue purchase of the AtriCure CryoICE devices, as they are the only devices that effectively with the AtriCure Cardiac Surgical Ablation System, which UMMC currently owns, and are intended for use in the cryosurgical treatment of cardiac arrhythmias.  The system freezes the targeted heart tissue which causes an inflammatory response (cryonecrosis) to block the irregular cardiac electrical conduction pathway that causes the fibrillation.  

AtriCure Synergy OLL2/OSL2 clamps are approved to ablate cardiac tissue for the treatment of persistent Atrial Fibrillation or long-standing persistent Atrial Fibrillation in patients who are undergoing open concomitant CABG and/or valve replacement or repair. AtriCure Synergy Access and Synergy EMR2/EML2 clamps are cleared for cardiac tissue ablation. The AtriCure Isolator multifunctional pen and Isolator linear pen are cleared to both diagnose cardiac arrhythmias and ablate cardiac tissue. ACC2 and cryoICE BOX devices, manufactured by AtriCure, are cleared for the treatment of cardiac arrhythmias when used with cryo1 and cryoICE. The AtriClip LAA Exclusion System is indicated for the occlusion of the left atrial appendage, under direct visualization, in conjunction with other open cardiac surgical procedures. The disposable malleable cryoablation probes used with the CryoICE Box permit a higher heat absorption allowing for temperatures along the length of the probe to be maintained more consistently.  

AtriCure is the only company that manufactures the cryoICE products. The AtriCure malleable probes, pens and clamps are the only items that will work with the AtriCure Cardiac Surgical Ablation system already owned by UMMC. If other accessories, transducers or cables are used out of accordance with the system, damage to the patient and/or equipment could occur through increased emissions. 

AtriCure clamps, cryoablation probes and pens are only available through AtriCure and are not available from any other distributors. 

See supporting letter from Atricure, Inc., Attachment A.  

Atrial fibrillation ablation with the use of the AtriCure CryoICE system was provided 20 times over the past year. Our cardiovascular surgery department continues to grow and has expanded this offering with more providers, therefore we anticipate growth in this area of treatment.  Based on the historical usage, and anticipated growth, UMMC is asking for approval for $100,000 spend.  This amount is within the expected price range for these products.  

Through market intelligence, UMMC was able to negotiate best pricing for these products.  All applicable discounts were explored and applied.

Submission Instructions and Format of Response from Objecting Parties

Interested parties who have reason to believe that the Atricure, Inc. Cardiac Ablation System single use commodities (hereafter, “Products”) should not be certified as a sole source should provide information in the following format for the State to use in determining whether or not to proceed with awarding the sole source to Atricure, Inc..

1.1 Interested Party Information

1.1.1 Company Name and Address 

1.1.2 Contact Name, Phone Number, and Email Address

1.1.3 Company Website URL, if applicable

1.2 Objection to Sole Source Certification

1.2.1 Interested parties must present specific objections to the sole source certification, including, but not limited to, the following: 

1.2.1.1 A detailed explanation of why Interested Party believes the purchase of the Products is not a sole source procurement. 

1.2.1.2 If Interested Party claims a comparable product exists, the objection must contain: 

1.2.1.2.1 A description of the commodity that Interested Party believes is comparable to the Products; 
1.2.1.2.2 An explanation of why Interested Party’s commodity can also meet the needs of the agency; and 
1.2.1.2.3 A list of sources from which Interested Party’s commodity may be procured. 

1.2.1.3 If Interested Party claims that the Products are available from a source other than Atricure, Inc., the objection must contain: 

1.2.1.3.1 A written statement from Atricure, Inc.  that Interested Party is an authorized distributor or reseller of the Products.  

1.2.1.4 A statement regarding the Interested Party’s capabilities as related to this sole source certification. 

1.3 Objections must include the certification in Attachment B. 

1.4 Comments will be accepted at any time prior to Thursday, October 26, 2015, at 3:00 p.m. (Central Time) to solesource@umc.edu.  Responses may be delivered via email to solesource@umc.edu.  UMMC WILL NOT BE RESPONSIBLE FOR DELAYS IN THE DELIVERY OF RESPONSES.  It is solely the responsibility of the Interested Parties that responses reach UMMC on time.  Responses received after the deadline and responses that lack all required information will be rejected.  UMMC reserves the right to inspect Interested Party’s commodity for comparison purposes.  


If you have any questions concerning the information above or if we can be of further assistance, please contact solesource@umc.edu.  


Attachment A:  Vendor Correspondence 
Attachment B:  Objection Certification

Attachment B
SUBMITTED IN RESPONSE TO
Sole Source Certification No. SS0011
[bookmark: _GoBack]Accepted until October 26, 2015, at 3:00 p.m.




I certify that the information contained in this objection is true and accurate to the best of my knowledge.  I understand that UMMC will investigate all statements made in this objection and that any false or misleading information provided may result in adverse action.    

__________________________________
Objector Name
Objector’s title

__________________________________
Date




