[bookmark: _GoBack]
Background:
A Memorandum of Agreement between the regulatory program and the primary servicing laboratory provides a basis for outlining the services that will be provided by the laboratory to the program. Sections of the memorandum may include the objective(s), statement of work (defined roles from both parties), responsibilities of both parties in regards to sample collection and sample analysis, and mutual agreement on items such as data retention, sample ownership, and continued communication between the program and the laboratory. The memorandum may also help fulfill the regulatory program’s requirements outlined in the Manufactured Food Regulatory Program Standards (MFRPS) Standard 10. Specifically, a memorandum of agreement may help fulfill the MFRPS requirements outlined in Program Element 10.3.1.3.

The following model memorandum of agreement between a laboratory and the regulatory program contains questions to consider when filling out each section of the document along with sample language that may be used or modified as needed.

	Questions to consider:
· What is the objective of the memorandum of agreement?
· Is the regulatory program has multiple sections or units, which sections or units are covered under the agreement?

	Sample Language:




1. Title of Agreement:  Memorandum of Agreement between Regulatory Program and the Laboratory.
2. Objective:  The Food and Feed Safety Division is the primary food safety agency in Minnesota. In order to ensure the integrity of the food supply, FFSD has a need for analytical testing services. These services are provided by the Laboratory Services Division (LSD).  This document formalizes and documents the relationship and operating principles between these two Divisions.  LSD performs analyses for FFSD in the following FFSD program areas:

· Retail Food Program  
· Manufactured Food Program
· Feed Inspection Program  

	Questions to consider:
· What services are provided by the laboratory and what functions do the services fulfill for the program?
· Which positions within both the laboratory and the program should be listed in the agreement and what roles will each position fill?
· Will contact information for each position be included?

	Sample Language:



3. Statement of Work:  Analytical and consultation services are provided by LSD in support of the regulatory and inspection activities of the FFSD.  

3.1  Introduction:  The employees conducting activities under this agreement and their roles are as       follows:

3.1.1 Laboratory Services Division Director:  The LSD Director provides overall division direction and oversight of laboratory activities.
3.1.2 Biology Section Manager:  The Biology Section Manager oversees all activities of the Biology Section of the laboratory.  The manager coordinates resources and activities within the laboratory and is the primary contact for FFSD project management issues.
3.1.3 Microbiology Unit Supervisor:  The Microbiology Unit Supervisor has responsibility for all microbiological analyses performed by the laboratory.  This includes all pathogen testing performed for FFSD.
3.1.4 Chemistry Section Manager:  The Chemistry Section Manager oversees all activities of the Chemistry Section of the laboratory.  The manager coordinates resources and activities within the laboratory and is the primary contact for FFSD project management issues.
3.1.5 Chemistry/Toxicology Unit Supervisor:  The Chemistry Toxicology Unit Supervisor has responsibility for the majority of all chemical analyses performed by the laboratory.  This includes all drug, toxin and label verification testing performed for FFSD.
3.1.6 Environmental Analysis Unit Supervisor:  The Environmental Analysis Unit Supervisor has responsibility for all pesticide analyses performed by the laboratory.
3.1.7 Lab Operations Unit Supervisor:  The Lab Operations Unit Supervisor provides overall direction and oversight of sample receiving and storage, supply purchasing, and data reporting.
3.1.8 FFSD Division Director:  The FFSD Division Director provides division direction and oversight of regulatory activities related to food and feed inspection.
3.1.9 Manufactured Food Program Manager: The Manufactured Food Program Manager provides oversight of the Manufactured Food Program.
3.1.10 Retail Food Program Manager: The Retail Food Program Manager provides oversight of the Retail Food Program.
3.1.11 Feed Program Manager: The Feed Program Manager provides oversight of the Feed Program.
3.1.12 Response, Training, and Outreach Supervisor:  The Response, Training, and Outreach Supervisor directs the activities of the Rapid Response Team.
3.1.13 Business and Quality Management Unit Supervisor: The Business and Quality Management Unit Supervisor has oversight responsibility for data management.
3.1.14 Feed Operations Supervisor: The Feed Operations Supervisor supervises the Sampling Coordinator.
3.1.15 Sampling Coordinator: The Sampling Coordinator assigns feed sample collection, monitors feed laboratory results, and reports feed results to the appropriate party(ies). This position is the primary contact for Feed Samples.
3.1.16 Rapid Response Team (RRT) Coordinator or designee: The RRT Coordinator assigns food sample collection, monitors food laboratory results, and reports food results to the appropriate party(ies). This position (or designee) is the primary contact for Food Samples.

3.2	Contact Information: The contact information for the primary staff conducting activities under this agreement can be found in Attachment 1.








	Questions to consider:
· What responsibilities will the laboratory fulfill as part of this agreement?
· What responsibilities will the program fulfill as part of this agreement?
· Are there other documents that should be referenced that foster communication between the laboratory and program staff?

	Sample Language:



4.	Responsibilities
4.1. Laboratory Responsibilities:
4.1.1	Cooperate with FFSD staff in creating documentation for new analytical requests or modifying existing requests for testing services using the laboratory Standard Operating Procedure (SOP) entitled Review of Requests, Tenders and Contracts for Laboratory Analysis (LAB-SOP-0016). Develop, update, and use shared Sample Acceptance Criteria. 
4.1.2	Notify FFSD if a received sample deviates from the criteria by following the contact list and instructions found on the Sample Acceptance Criteria and hold sample until FFSD has provided specific instructions for proceeding. 
4.1.3	Perform analyses on samples collected for food and feed testing in accordance with the requirements and acceptable analytical methodologies as set forth in the contract process.
4.1.4	Inform FFSD of any delays or major deviations in the performance of the tests and/or calibrations performed for them.
4.1.5	Provide analytical data in accordance with requirements as set forth in the Laboratory’s Tenders and Contract process (LAB-SOP-0016, Review of Requests, Tenders and Contracts for Laboratory Analysis).
4.1.6	Provide communication, advice and guidance on technical matters along with opinions and interpretation of results to the extent required by FFSD.
4.1.7	Perform method development, evaluation and proficiency testing in accordance with established SOP's and according to the requirements as set forth in the contract process.
4.1.8	Provide access to relevant areas of the LSD to FFSD staff for the purpose of witnessing tests performed for FFSD. 
4.1.9	Assist in the preparation, packaging, and dispatch of test and/or calibration items needed by FFSD for verification purposes. 
4.1.10	Follow procedure (LAB-SOP-0017) Service to the Customer and Complaints to document complaints and other non-conforming work identified by FFSD, and will report the corrective actions, or other steps taken to resolve issues. Issues will be directed to the appropriate FFSD Program Manager. 
4.1.11	Seek feedback from FFSD which will be used to improve its management system, testing and calibration activities, and overall customer service.
4.1.12	Generate and maintain a budget sheet containing the accounts and object codes for accounts used to service FFSD activities.
4.1.13	Provide list of deviations by FFSD identified by the Lab on all samples on a monthly basis.
4.1.14	If Lab is unable to complete a required analysis, assist FFSD in identifying an alternate laboratory for the analysis.

4.2	FFSD Responsibilities:
4.2.1	Work with the LSD in defining the technical requirements for each program through the LSD’s contract process. 
4.2.2	FFSD Program Managers will work with the Lab to develop, update, and use shared Sample Acceptance Criteria based on sound science, regulatory requirements, or other mutually agreed upon elements.
4.2.3	Provide samples for analysis based on the Sample Acceptance Criteria.
4.2.4	Respond to any notifications from the lab regarding deviations from the Sample Acceptance Criteria.
4.2.5	Define the components to be listed on the final report of analysis and the preferred method in which the data is to be received.
4.2.6	Work with Laboratory Management to devise a budget (as documented in 4.1.11) and identify funding sources. 
4.2.7	At its discretion and in agreement with the LSD, provide funds to purchase other items necessary for the performance of analytical work under this agreement.

	Questions to consider:
· Who retains ownership of the data generated by the laboratory?
· Who retains ownership of any physical samples that are not consumed during analysis?
· How will communication between the program and the laboratory be maintained?
· How often will the agreement be reviewed by both parties? 

	Sample Language:



4.3	Mutual Understanding and Agreement:  It is mutually understood and agreed upon by both parties that:
4.3.1	Data generated by the LSD is the property of the Food and Feed Safety Division and, as such, will not be released by the LSD to a third party unless authorized by FFSD to do so.
4.3.2	Physical samples not consumed in analysis are the property of FFSD and will be held for a time specified in the contract process until disposal. Deviations from the specified times will be made to the LSD in writing.
4.3.3	FFSD will schedule meetings between the two divisions on a bi-monthly (every 2 months) basis to facilitate information sharing and to address issues not resolved at the program level.  If the bi-monthly meetings are inadequate to resolve issues and concerns, additional meetings will be held as often as needed. 

5.	Agreement Modification/Revision:  This Memorandum of Agreement shall become effective as of the date of the latest signature and shall remain in effect until the parties mutually agree to terminate or modify the agreement.  This agreement will be reviewed annually by both parties.  Any revisions to this Memorandum of Agreement will be by mutual consent of the parties, in writing, and will be published as an amendment to this Memorandum of Agreement.  

6.	Effective Date:  

7.	Approvals:   The signatories hereby certify that they have authority to enter into said agreement.







This agreement is hereby approved by the Regulatory Program.


				


This agreement is hereby approved by the Laboratory.
































Attachment 1
Contact Information
Laboratory 

	Title
	Name
	Email Address
	Telephone

	Laboratory Director
	
	
	

	Chemistry Section Manager
	
	
	

	Chemistry/Toxicology Supervisor
	
	
	

	Environmental Analysis Supervisor
	
	

	

	Biology Section Manager
	
	
	

	
	
	
	

	Microbiology Unit Supervisor
	
	
	

	
	
	
	

	Lab Operations Unit Supervisor
	
	
	

	
	
	
	


Regulatory Program
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	Title
	Name
	Email Address
	Telephone

	FFSD Division Director 
	
	
	

	Manufactured Food Program Manager
	
	
	

	Retail Food Program Manager
	
	
	

	Feed Program Manager
	
	
	

	Response, Training, and Outreach Supervisor
	
	
	

	
	
	
	

	Business and Quality Management Unit Supervisor
	
	
	

	Feed Operations Supervisor
	
	
	

	Sampling Coordinator
	
	
	

	
	
	
	

	Rapid Response Team Coordinator

	
	
	



