NYSDOH Environmental Laboratory Approval Program


Autonomous Detection System

(ADS)

Checklist for Application Materials

With respect to the review of your application for certification of an Autonomous Detection System (ADS), the following documents must be submitted:

(1) Quality Manual, which incorporates the following:

(a) Standard Operating Procedure (SOP) Manual,

(b) Response Plan, and

(c) Data Validation Package, and 
(2) Example of a Report (verbal or written).
Listed below are tables that include topics to be addressed in the Quality Manual, SOP Manual, and Response Plan.
Table 1 Quality Manual Topics

	Topic
	Present and Applicable


	Comments (Indicate where this topic is addressed in another document.)

	
	Yes
	No
	NA
	

	1) Purpose


	
	
	
	

	2) Quality Policy


	
	
	
	

	3) Accredited Test Methods


	
	
	
	

	4) Quality System


	
	
	
	

	5) Job Descriptions
	
	
	
	

	6) Document Control
	
	
	
	

	7) Traceability of Measurements
	
	
	
	

	8) Review of Requests, Tenders, and Contracts
	
	
	
	

	9) Calibration/Verification of Test Procedures
	
	
	
	e.g., SOP Section 11. or Validation Package

	10) Sample Handling
	
	
	
	e.g., SOP Section 11. or Response Plan

	11) Laboratory Environment
	
	
	
	e.g., Response Plan

	12) Procedures for Calibration, Verification, and Maintenance of Equipment
	
	
	
	

	13) Verification Practices
	
	
	
	

	14) Internal Quality Control Procedures
	
	
	
	

	15) Control of Non-Conforming Environmental Testing
	
	
	
	

	16) Corrective Action Procedure
	
	
	
	

	17) Exceptionally Permitted Departures from Documented Policies and Procedures or from Standard Specification
	
	
	
	

	18) Preventive Action
	
	
	
	

	19) Complaints
	
	
	
	

	20) Internal Audit and Data Review
	
	
	
	

	21) Training and Review of Qualifications
	
	
	
	e.g., Response Plan

	22) Data Integrity
	
	
	
	

	23) Reporting Analytical Results
	
	
	
	e.g., Response Plan

	24) Records and Retention
	
	
	
	

	25) Confidentiality and Proprietary Rights
	
	
	
	

	26) References
	
	
	
	


Table 2 SOP Manual Topics

	Topic
	Present and Applicable


	Comments (Indicate where this topic is addressed in another document.)

	
	Yes
	No
	NA
	

	1) Applicable matrix or matrices
	
	
	
	e.g., Quality Manual Section 3

	2) Detection limit (i.e., Sensitivity, Method Detection Limits, and Instrument Detection Limits)
	
	
	
	e.g., Data Validation Package 

	3) Scope and application
For biological molecular assays, information on gene targets (i.e., sequences of primers and probes and target gene area)
	
	
	
	

	4) Summary of the test method
For biological molecular assays, special workflow considerations
	
	
	
	e.g., mass spectrometry, ion mobility spectrometry, Raman, Chromatography (with MS or ECD), color reaction, immunoselective bonding, gamma-ray detector, silicon counter (with ZnS(Ag)), molecular assays or polymer chase reaction (PCR)

	5) Definitions
	
	
	
	

	6) Interferences (or limitations)
	
	
	
	

	7) Safety
	
	
	
	

	8) Equipment and supplies
	
	
	
	

	9) Reagents and standards (i.e., preparation, handling, and storage of them)
	
	
	
	

	10) Sample collection, preservation, shipment. and storage (i.e., holding times, active induced atmosphere flow, passive convective, or diffusive)
	
	
	
	e.g., Quality Manual Section 10 or Response Plan

	11) Quality control
	
	
	
	

	12) Calibration and standardization
	
	
	
	

	13) Procedure
	
	
	
	

	14) Calculations (or algorithms)
	
	
	
	

	15) Method performance
	
	
	
	

	16) Pollution prevention
	
	
	
	

	17) Data assessment and acceptance criteria for quality control measures
	
	
	
	

	18) Corrective actions for out-of-control data
	
	
	
	

	19) Contingencies for handling out-of-control or unacceptable data
	
	
	
	

	20) Waste management
	
	
	
	

	21) References
	
	
	
	

	22) Any tables, diagrams, and flowcharts
	
	
	
	

	23) Validation data
	
	
	
	e.g., Data Validation Package


Table 3 Response Plan Topics

	Topic
	Present and Applicable


	Comments (Indicate where this topic is addressed in another document.)

	
	Yes
	No
	NA
	

	1) General Considerations
	
	
	
	

	2) Scope (i.e., Intent of ADS operation)
	
	
	
	

	3) Planning Assumptions
	
	
	
	

	4) Responsible Parties
	
	
	
	

	5) Concept of Operations (ConOPS)
	
	
	
	

	6) Triggered Signal
· Notification Procedures

· Timely Verification Procedures

· Procedures to Render the ADS inoperable

· Emergency Shutdown Procedures
	
	
	
	

	7) Evacuation
	
	
	
	

	8) Medical Evaluation
	
	
	
	

	9) Medical Treatment
	
	
	
	

	10) Decontamination
	
	
	
	

	11) Procedures for Sample Handling
· Sample Collection

· Decontamination

· Packaging

· Transportation (Chain of Custody Procedures)

· Disposal/Destruction

· Containment (Secure Storage Procedures)
	
	
	
	e.g., SOP Section 20

	12) Confirmatory Testing Results
· Reports: Confirmatory Laboratory and/or Hazardous Materials (HazMat) Group
· Notification Procedures
· Record Retention
	
	
	
	e.g., Quality Manual Section 24 for Record Retention

	13) Risk Communication
	
	
	
	

	14) Reoccupation
	
	
	
	

	15) Drill and Exercises
	
	
	
	

	16) References, Acknowledgments, etc
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