Mississippi State Hospital
Notice of Proposed Sole Source Purchase

926-494

Mississippi State Hospital (MSH) anticipates purchasing the item(s) listed below as a
sole source purchase. Anyone objecting to this purchase shall follow the
procedures outlined below.

1. Description of the commodity to be procured

The agency seeks to procure FDA-cleared Clozapine Test Kits produced by Saladax
Biomedical, Inc.:

s MyCare Clozapine Assay Kit
¢ MyCare Clozapine Calibration Kit 2
» MyCare Clozapine Control Kit 2

These items are to be used for the therapeutic drug monitoring of the drug Clozaril/Clozapine.
2. Explanation of why this commodity is the only one that can meet the agency’s needs

The target patient demographic for Clozapine suffers from severe treatment-resistant
schizophrenia. Clozapine’s key boxed wamings include severe neutropenia, orthostatic
hypotension, bradycardia, syncope, myocarditis, pericarditis, cardiomyopathy and seizures. The
probability of these negative side effects occurring increases as the dosage is increased.
Currently, our reference laboratories do offer this assay as a GC/LMS. Due to the technology
utilized for this testing, the turn- around- time for patient results as taken up 10 days. This delay
may inhibit proper patient care as the adjustments for Clozapine may be made based solely on
patient behavioral or verbal responses which may not include any complaints of the
aforementioned possible side-effects. The assay provided by Saladax is an immunochemical
luminescent assay with a much faster turn-around-time and is compatible with our current
analyzer, the Vitros 7600.

3. Explanation of why the source is the only person or entity that can provide the required
commodity

Saladax’s Clozapine assay is the only FDA cleared commercially available test kit to monitor
this drug level that is compatible with our laboratory’s complexity and current equipment.
Saladax Biomedical is the proprietor of this assay and we are unable to attain these reagents
from any other reagent production company.




4, Explanation of why the amount to be expended is reasonable

The pricing is considered relatively in line with our other options for this assay. This particular
assay kit however is the only available test assay compatible with our analyzer and complexity
type. Our reference laboratory’s cost is $28 per test for a GC/LMS test type.

The list price for Clozapine assay from Saladax is $2600.00. Our quoted cost is $2150.00
which is a 17% discount from the list making the reagent cost less per 100 tests comparatively.

5. Efforts made to obtain the best possible price

There is no other option for in-house testing of Clozapine. Both reference laboratories that offer
this test have a significant turn-around-time for patient results, up to ten days in many instances.
This delay in testing may be deleterious for patient care. As Saladax Biomedical Inc. is the
proprietor of this assay, competitive pricing alternatives are not available.

Instructions to File an Objection to this Sole Source Determination:

Any person or entity that objects and proposes that the commodity listed is not sole source and
can be provided by another person or entity shall submit a written notice to:

Mississippi State Hospital

¢/o Sandy Jordan, Procurement Director
3550 Highway 468 West

Whitfield, MS 39193

Sandy.Jordan@msh.ms.gov

Subject Line must read “Sole Source Objection”

The notice shall contain a detailed explanation of why the commodity is not a sole source
procurement. Appropriate documentation shall also be submitted if applicable.

If after a review of the submitted notice and documents, MSH determines that the
commodity in the proposed sole source request can be provided by another person or
entity, then MSH will withdraw the sole source request publication from the procurement
portal website and submit the procurement of the commodity to an advertised competitive
bid or selection process.

If MSH determines after review that there is only one (1) source for the required
commodity, then MSH will appeal to the Public Procurement Review Board. MSH will
have the burden of proving that the commodity is only provided by one (1) source.



