

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 SS0013 for Ellex iTRACK Canaloplasty Microcatheter along with the proprietary laser light source, iLumen FIberoptic Illuminator 

Contact Email Address: 	solesource@umc.edu 



Sole Source Certification Award Details

Regarding UMMC Sole Source Certification Number SS0013 for Ellex iTRACK Canaloplasty Microcatheter along with the proprietary laser light source, iLumen FIberoptic Illuminator, please be advised that UMMC intends to award the purchase of the Ellex iTRACK Canaloplasty Microcatheter along with the proprietary laser light source, iLumen FIberoptic Illuminator to Ellex, Inc. as the sole source provider of the Ellex iTRACK Canaloplasty Microcatheter along with the proprietary laser light source, iLumen FIberoptic Illuminator. 

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 Department of Ophthalmology is requesting the purchase of the Ellex iTRACK Canaloplasty Microcatheter along with the proprietary laser light source, iLumen FIberoptic Illuminator.  The iTRACK is a specially designed microcatheter for use in patients with increased intraocular pressure related to open-angle glaucoma.  This catheter is the only illuminable micron-scale microcatheter, via connection to the iLumen Fiberoptic Illuminator, which allows the surgeon to successfully viscodilate Schlemm’s canal.   The iLumen is a portable battery powered laser diode light source and is the only light source that can connect to the microcatheter to provide illumination during the procedure.  

The Ellex iTRACK Microcatheter has the flexibility to enable a 360 degree cannulation of Schlemm’s canal with a 250 micron bulbous atraumatic tip, designed to minimize potential for tissue damage, while an incorporated optical fiber allows transmission of light to the distal tip for continual transcleral surgical illumination and guidance.  This catheter is the only 200 micron working-length diameter for minimally invasive procedures and it also contains a catheter support wire to maintain better control during catheterization of Schlemm’s canal.  

The University of Mississippi Medical Center Department of Ophthalmology is working to provide minimally invasive surgical procedures for patients with glaucoma. The ability to perform minimally invasive trabeculectomy procedures by way of this microcatheter has shown a decrease in intraocular pressure as well as a decreased need for glaucoma medications in patients. Also, patients’ visual acuity has improved following the procedure, all with very minimal complications.  The decrease in pressure and decrease in medication dependency, as well as being able to see better, are great quality of life changes and increase patient satisfaction.   As the state’s only academic medical center, our ophthalmology program, including the University Physicians network, includes physicians and surgeons who perform everything from routine eye exams to advanced treatments for glaucoma, cataracts, corneal and retinal diseases, neuro-ophthalmology disorders and macular degeneration. The ability to provide minimally invasive microcatheter procedures will aid in our mission to improve health in our state as well as further education and training.

There is currently no substitute for the Ellex catheter on the market. Other products listed as similar have been ruled out, per discussions with surgeons wishing to provide these procedures to our patients, as below: 

Ellex is the only vendor who offers the Ellex iTRACK Canaloplasty Microcatheter and the proprietary laser light source, iLumen FIberoptic Illuminator.   They are not available domestically from any other distributor or reseller.  

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

While the iLumen is a one time machine purchase, the iTRACK microcatheters are single use, requiring repetitive purchase.  UMMC intends to enhance its services to patients with this new offering.  Based on the current patient population being served, it is estimated there will be at least ten to twelve patients a month who would benefit, with further growth anticipated.  With the purchase of the equipment and the disposables, considering potential growth, the requested spend is $175,000.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 Ellex iTRACK Canaloplasty Microcatheter along with the proprietary laser light source, iLumen FIberoptic Illuminator (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 Ellex, 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 Ellex, Inc., the objection must contain: 

1.2.1.3.1 A written statement from Ellex, 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. SS0013
[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




