Specifications 


COMMONWEALTH OF PENNSYLVANIA
DEPARTMENT OF AGRICULTURE
Food Safety- Laboratory Division
2301 North Cameron Street
Harrisburg, PA 17110


OVERVIEW: The Department of Agriculture,  Food Safety Laboratory Division requires a supplier to provide (1) Maldi-Biotyper Sirius ONE GP System for Microorganism Identification. 
All products must be new, and the bidder is responsible for delivery of products as well as operating manuals, installation and training,  This is a no substitution bid.  

Proposals shall be submitted in accordance with the following specifications:

The device shall be a mass spectrometer system using matrix-assisted laser desorption/ionization – time of flight (MALDI-TOF MS) for the identification of:
· Microorganisms cultured from food and environmental sources 
· Foodborne pathogenic bacterial agents such as Salmonella spp., Cronobacter spp., Campylobacter spp. and other gram-negative organisms by official method AOAC-OMA #2017.09, and Listeria monocytogenes and Listeria spp. by official method AOAC-OMA #2017.10. 

It shall be a qualitative in vitro diagnostic device indicated for use in conjunction with other clinical and laboratory findings to aid in the diagnosis of bacterial and fungal infections. 
The system shall meet the following regulatory requirements: 
· Regulation Number:	21 CFR 866.3361
· Classification:		Class II
· Product code:		PEX
· Panel:				Microbiology
The supplier’s delivered system shall include:
· Mass spectrometer
· Kit reagents (e.g., matrix)
· Calibrator/Test standards
· Target slides 
· Micropipettors
· Reference database
· System computer
· Uninterruptible power supply (UPS)
· Color printer
· Software (e.g., acquisition, analysis, middleware)
· User manual / training modules
The system shall require 110V electrical service.
The system must be able to conform to official method requirements of AOAC-OMA #2017.09 and AOAC-OMA #2017.10. 
The system shall have an open database to assist in pathogen identification and to build the laboratory’s protein signatures generated by the MALDI-TOF MS device.
The MALDI-Time of Flight Mass Spectrometer must be compatible for accurate mass determination of biomolecules and include a gridless MALDI ion source with extended pulse ion extraction mass range focusing; integrated source cleaning without the need of venting the system; 200 Hz solid-state laser; TOF analyzer for linear-only measurements with positive acceleration potential. 

The mass spectrometer shall be benchtop to meet space restrictions.

The calibrator shall include automatic calibration.

The system computer shall run on an operating system currently under support by its manufacturer.

The target slides shall include disposable and reusable slides. With disposable slides, all sample positions shall be available until the entire slide is used. 

Additionally, this system must be delivered by a white glove deliver service, system installation, 2 day on-site software application training, and a 1-year warranty. 

Ability to confirm Listeria monocytogenes without using a second method or any additional work. (Subtyping Module).

Ability to use Custom Library to build own libraries of unknown organisms that are not in RUO database. 

Access to the CDC MicrobeNet which houses ~1,000 additional microorganism species.   

Bid cost submittal must be FOB Destination (Net delivery cost) per the Commonwealth Terms & Conditions.  DO NOT include separate freight charges.

BID AWARD:
This contract shall be awarded to the bidder providing the lowest priced total dollar
amount bid for the project as outlined in the specifications to include manufacture, training, installation, and delivery charges.



