	Public Health Laboratory Testing

	Exercise Evaluation Guide: 


	Capability Description:
The Public Health Laboratory Testing capability is the ongoing surveillance, rapid detection, confirmatory testing, data reporting, investigative support, and laboratory networking to address potential exposure, or known exposure, to all-hazards which include chemical, radiochemical, and biological agents in all matrices including clinical specimens, food and environmental samples, (e.g., water, air, soil). All-hazard threats include those deliberately released with criminal intent, as well as those that may be present as a result of unintentional or natural occurrences.

	Capability Outcome:
Chemical, radiochemical, and biological agents causing, or having the potential to cause, widespread illness or death are rapidly detected and accurately identified by the public health laboratory within the jurisdiction or through network collaboration with other appropriate Federal, State, and local laboratories. The public health laboratory, working in close partnership with public health epidemiology, environmental health, law enforcement, agriculture and veterinary officials, hospitals and other appropriate agencies, produces timely and accurate data to support ongoing public health investigations and the implementation of appropriate preventative or curative countermeasures.

	Jurisdiction or Organization: 
	Name of Exercise: 

	Location: 
	Date: 

	Evaluator: 
	Evaluator Contact Info: 

	Note to Exercise Evaluators: Only review those activities listed below to which you have been assigned.


	Activity 1: Direct Public Health Laboratory Testing 

	Activity Description: Direct and coordinate local, State, and Federal public health, food testing, veterinary diagnostic, and environmental testing laboratory efforts in response to biological and chemical terrorism. 

	Tasks Observed (check those that were observed and provide comments)
Note: Asterisks (*) denote Performance Measures and Performance Indicators associated with a task. Please record the observed indicator for each measure 

	 
	Task /Observation Keys
	Time of Observation/ Task Completion 

	1.1
(Pro.B1e 3.1.6)
	Laboratory is prepared to coordinate with the Laboratory Response Network (LRN) within the jurisdiction.

· Identify, establish, and maintain working collaboration
· Maintain a contact list of laboratories to assist with testing of specimens
· Establish and maintain processes and personnel to evaluate reports of confirmed, probable and suspect cases
· Establish protocols for triaging cases
· Establish guidelines for determine whether a detected signal constitutes a health event or a false alarm
· Provide healthcare providers and laboratory personnel with the list of disease conditions, diagnosis types, test requests, and test results that should be immediately reported
	Time:

Task Completed?

     Fully [     ]     Partially [    ]     Not [     ]     N/A [     ]     

	 
	Percent of calls/inquiries received by the CDC LRN Coordinating Office for which a response is initiated within 2 hours during an emergency
	TARGET

100%
	ACTUAL

	 
	Percent of calls/inquiries received by the CDC LRN Coordinating Office for while a response is initiated within 24 hours on a routine basis
	TARGET

100%
	ACTUAL

	1.2
(Pro.B1e 3.1.2)
	Function as Laboratory Response Network (LRN) Sentinel laboratories.

· Identify responsibility for routine diagnostic services
· Determine responsibility for rule-out testing
· Identify correct LRN reference lab for referrals
	Time:

Task Completed?

     Fully [     ]     Partially [    ]     Not [     ]     N/A [     ]     

	1.3
(Pro.B1e 3.1.3)
	Function as Laboratory Response Network (LRN) Chemical laboratories. 

· Provide guidelines for collection and shipping of specimens
· Follow chain of custody procedures for criminal investigations
· Refer specimens for investigation
· Identify confirmatory testing capability
· Personnel appropriately trained to detect exposure to chemicals or biological agents
	Time:

Task Completed?

     Fully [     ]     Partially [    ]     Not [     ]     N/A [     ]     


	Activity 2: Sample and Specimen Management 

	Activity Description: Implement LRN established protocols/procedures for specimen collection, transport, and testing. 

	Tasks Observed (check those that were observed and provide comments)
Note: Asterisks (*) denote Performance Measures and Performance Indicators associated with a task. Please record the observed indicator for each measure 

	 
	Task /Observation Keys
	Time of Observation/ Task Completion 

	2.1
(Pro.B1e 1.6.6)
	Maintain an accurate inventory of reagents and supplies in their respective laboratories.

· Identify needed resources and supplies
· Confirm that sufficient levels of reagents and supplies are available to meet surge capacity
	Time:

Task Completed?

     Fully [     ]     Partially [    ]     Not [     ]     N/A [     ]     

	 
	LRN reference laboratory has a system to maintain an inventory of reagents and supplies to support LRN testing
	
Yes [           ]             No [           ]

	2.2
(Pro.B1e 6.3)
	Provide surge capacity for CDC to measure metabolites (e.g., of nerve agents, in clinical specimens).

· Confirm roster of laboratory surge personnel is up to date
· Contact and inform surge personnel of appropriate travel procedures, security, and health precautions
· Locate and provide surge equipment to laboratory
	Time:

Task Completed?

     Fully [     ]     Partially [    ]     Not [     ]     N/A [     ]     

	 
	Notify surge personnel
	TARGET

Within 30 minutes
	ACTUAL

	2.3
(Pro.B1e 4.1)
	Establish and maintain a jurisdiction-wide transport system to assure timely receipt of samples or specimens for laboratory testing. 

· A log of healthcare facilities that need specimens picked up for testing is maintained
· Transportation methods, routes, and personnel are identified and updated based on conditions and events
· Chain of custody procedures are maintained
· All specimens received for testing are logged in upon receipt
	Time:

Task Completed?

     Fully [     ]     Partially [    ]     Not [     ]     N/A [     ]     

	 
	Time from acceptance of clinical specimens to start of analysis, for designated State LRN-1 Level 1 Laboratories
	TARGET

Within 24 hours
	ACTUAL

	 
	The laboratory has a primary system that ensures delivery of specimens/samples
	
Yes [           ]             No [           ]

	 
	Confirm that the laboratory has a secondary courier (e.g., state patrol helicopter) system that ensures rapid delivery in an emergency situation
	
Yes [           ]             No [           ]

	2.4
(Pro.B1e 4.3)
	Communicate requirements for all-hazard specimen or sample collection, packaging, and shipping to submitters (e.g., FBI, CST, first responders, HazMat Teams, and LRN Sentinel and Clinical Chemistry Laboratories).

· Communicate requirements for all-hazard specimen collection, packaging, and shipping to submitters (e.g., FBI, CST, first responders, HazMat Teams, and LRN Sentinel and Clinical Chemistry Laboratories).
· Implement LRN procedures for specimen/sample collection
· Communicate procedures for packaging and shipping of specimens to submitters
· Identify and brief all submitters about collection requirements
	Time:

Task Completed?

     Fully [     ]     Partially [    ]     Not [     ]     N/A [     ]     

	 
	Time from distribution of health alert by agency epidemiologist, environmental health, or relevant partner via the Health Alert Network to distribution of laboratory health alert detailing laboratory related information including specimen collection, packaging, and shipping guidelines
	TARGET

Within 12 hours
	ACTUAL

	 
	Time from presumptive identification to 1) shipment to an LRN reference laboratory with relevant confirmatory capabilities or 2) confirmatory identification of agent by LRN reference laboratory
	TARGET

Within 2 hours
	ACTUAL

	2.5
(Pro.B1e 4.4)
	Provide consultation to all submitters regarding appropriate collection and shipment of specimens or samples for testing.

· Identify lab support staff to respond to questions of submitters
· Identify Subject Matter Experts who are able to provide consultation
· Maintain and document all questions and answers in a cross referenced specimen and sample log
	Time:

Task Completed?

     Fully [     ]     Partially [    ]     Not [     ]     N/A [     ]     

	 
	Percent of LRN reference laboratories that provide technical assistance to submitters on errors within 3 business days of receipt of mislabeled, poorly packaged, and improperly shipped packages
	TARGET

100%
	ACTUAL


	Activity 3: Detection Testing and Analysis 

	Activity Description: Test and analyze initial chemical, biological, and radiological samples to provide presumptive agent identification or diagnosis. 

	Tasks Observed (check those that were observed and provide comments)
Note: Asterisks (*) denote Performance Measures and Performance Indicators associated with a task. Please record the observed indicator for each measure 

	 
	Task /Observation Keys
	Time of Observation/ Task Completion 

	3.1
(Pro.B1e 6.2.5)
	Evaluate clinical specimens from patients exposed to chemical or radiochemical agents (e.g., tests for blood gases, CBC analysis, and enzyme levels).

· Provide health care providers and laboratory personnel with the list of disease conditions, diagnosis types, test requests, and test results that should be immediately reported
· Document, identify, and record specimens correctly
	Time:

Task Completed?

     Fully [     ]     Partially [    ]     Not [     ]     N/A [     ]     

	 
	Time from high-level threat credibility assessment of suspicious agent to specimen/sample receipt at the public health laboratory
	TARGET

Within 6 hours of identifying a suspicious agent
	ACTUAL

	3.2
(Pro.B1e 6.2.3)
	Test initial 20-40 clinical specimens to assess human exposure by measuring metabolites of chemical agents (e.g., of nerve agents) define location.

· Send clinical specimens to the CDC for analysis
· Document, identify, and record specimens correctly
· Ensure Secure transport for specimens
	Time:

Task Completed?

     Fully [     ]     Partially [    ]     Not [     ]     N/A [     ]     

	 
	Time for CDC Chemical laboratory to conduct Rapid Toxic Screen on initial 20-40 specimens analyzed for 150 chemical agents (including nerve agents)
	TARGET

Within 36 hours of receipt of specimens (surge)
	ACTUAL

	3.3
(Pro.B1e 6.2.4)
	Test environmental samples for toxic industrial chemicals and materials using standard laboratory methods.

· Test samples if within capacity of local public health lab
· Refer sample to a reference lab (e.g., CDC) if necessary
· Maintain chain of custody
	Time:

Task Completed?

     Fully [     ]     Partially [    ]     Not [     ]     N/A [     ]     

	3.4
(Pro.B1e 6.2.6)
	Identify all emerging infectious agents or possible bioterrorism agents using available LRN protocols.

· Identify origin of positive lab specimens
· Monitor BioSense specimens
· Test lab specimens for CDC's Category A diseases based on unusual reported clinical findings
	Time:

Task Completed?

     Fully [     ]     Partially [    ]     Not [     ]     N/A [     ]     

	 
	Time from receiving a specimen/samples in the LRN Reference Laboratory to presumptive identification of agent by rapid biological assays
	TARGET

Within 8 hours of sample request
	ACTUAL


	Activity 4: Confirmation Testing 

	Activity Description: Test and analyze chemical, biological, and radiological samples to provide confirmation agent identification or diagnosis. 

	Tasks Observed (check those that were observed and provide comments)
Note: Asterisks (*) denote Performance Measures and Performance Indicators associated with a task. Please record the observed indicator for each measure 

	 
	Task /Observation Keys
	Time of Observation/ Task Completion 

	4.1
(Pro.B1e 7.2.3)
	Confirm results using CDC clinical chemical chemistry detection methods.

· Collect samples from a local laboratory
· Document identify, and record samples correctly
· Send samples by secure means to referred LRN Reference laboratory
· Perform testing and assessment with appropriate protocols
	Time:

Task Completed?

     Fully [     ]     Partially [    ]     Not [     ]     N/A [     ]     

	 
	Time from presumptive identification to shipment to an LRN Reference Laboratory with relevant confirmatory capabilities
	TARGET

2 hours
	ACTUAL

	 
	Time from presumptive identification to confirmatory identification of agent by LRN reference laboratory
	TARGET

48 hours
	ACTUAL

	4.2
(Pro.B1e 7.1.1)
	Use standardized, validated Laboratory Response Network (LRN) protocols to detect emerging infectious agents or possible bioterrorism agents in clinical specimens, food, or environmental samples.

· Collect samples from a local laboratory
· Document, identify, and record samples correctly
· Send samples by secure means to referred LRN Reference laboratory
· Perform testing and assessment with appropriate protocols
	Time:

Task Completed?

     Fully [     ]     Partially [    ]     Not [     ]     N/A [     ]     


	Activity 5: Support Public Health Epidemiological Investigations 

	Activity Description: Provide timely data in support of epidemiological, environmental health, and/or poison control efforts. 

	Tasks Observed (check those that were observed and provide comments)
Note: Asterisks (*) denote Performance Measures and Performance Indicators associated with a task. Please record the observed indicator for each measure 

	 
	Task /Observation Keys
	Time of Observation/ Task Completion 

	5.1
(Pro.B1e 3.2.2)
	Work in close partnership with public health epidemiology and environmental health, and poison control to provide timely data to assure implementation of effective prevention, detection, and control measures, including treatment. 

· Confirm necessary supplies are available to test specimens based on communication from epidemiology partners
· Maintain a list of SME's to assist with interpretation of results from standardized molecular methods
· Communicate lab results to epidemiology partners
	Time:

Task Completed?

     Fully [     ]     Partially [    ]     Not [     ]     N/A [     ]     

	5.2
(Pro.B1e 8.3.2)
	Collaborate with law enforcement and perform testing of evidentiary sample events.

· Coordination of specimen requirements, safety measures, and protocols established with law enforcement through Incident Command
· Collect evidentiary samples and send to a local lab
· Follow chain of custody requirements
· Document, identify, and record samples correctly
· Provide documents and reports to Law Enforcement
	Time:

Task Completed?

     Fully [     ]     Partially [    ]     Not [     ]     N/A [     ]     

	5.3
(Pro.B1e 5.3.3)
	Provide reference analysis and identification of unusual or emerging biological agents present in communities.

· Identify origin of positive lab specimens
· Monitor BioSense specimens
· Test lab specimens for CDC's Category A diseases based on unusual reported clinical findings
	Time:

Task Completed?

     Fully [     ]     Partially [    ]     Not [     ]     N/A [     ]     

	5.4
(Pro.B1e 8.3.3)
	Test additional clinical specimens by CDC or another qualified select Laboratory Response Network (LRN) Reference lab for retrospective assessment of chemical exposure following an event.

· Collect specimens and send to a Local lab
· Document, identify, and record samples appropriately
· Send specimen by secure means to referred LRN reference lab
· Conduct retrospective testing and assessment with appropriate protocols
· Provide documents and reports to Reference lab
	Time:

Task Completed?

     Fully [     ]     Partially [    ]     Not [     ]     N/A [     ]     

	5.5
(Pro.B1e 8.3.4)
	Coordinate testing of environmental samples for assessment and remediation.

· Coordinate testing with EPA and other LRN partner agencies
· Evaluate air samples in accordance with appropriate procedures
· Analyze soil samples in accordance with appropriate procedures
· Review water samples in accordance with appropriate procedures
· Examine samples from fomites in accordance with appropriate procedures
	Time:

Task Completed?

     Fully [     ]     Partially [    ]     Not [     ]     N/A [     ]     

	5.6
(Pro.B1e 8.6)
	Isolate emerging infectious or biological threat agents tested by CDC and qualified select Laboratory Response Network (LRN) reference laboratories using Clinical Laboratory Improvement Amendments (CLIA) approved methods to determine the agent’s susceptibility to antimicrobial drugs used for prevention and control.

· Follow appropriate CLIA lab protocols for safe handling of samples
· Conduct testing and assessment with appropriate protocols
· Establish appropriate containment/isolation of agent
	Time:

Task Completed?

     Fully [     ]     Partially [    ]     Not [     ]     N/A [     ]     

	5.7
(Pro.B1e 8.5)
	Use CLIA approved methods for antimicrobial susceptibility testing. 

· Follow appropriate CLIA lab protocols for safe handling of samples
· Conduct testing and assessment with appropriate protocols
	Time:

Task Completed?

     Fully [     ]     Partially [    ]     Not [     ]     N/A [     ]     

	5.8
(Pro.B1e 8.7)
	Determine whether an emerging infectious disease agent or a biological threat agent consists of single or multiple strains. 

· Follow appropriate CLIA lab protocols for safe handling of samples
· Conduct testing and assessment with appropriate protocols
	Time:

Task Completed?

     Fully [     ]     Partially [    ]     Not [     ]     N/A [     ]     


	Activity 6: Report Results 

	Activity Description: Report surveillance results to public health epidemiology officials and other decision-makers. 

	Tasks Observed (check those that were observed and provide comments)
Note: Asterisks (*) denote Performance Measures and Performance Indicators associated with a task. Please record the observed indicator for each measure 

	 
	Task /Observation Keys
	Time of Observation/ Task Completion 

	6.1
(Pro.B1e 3.2.3)
	Report surveillance results suggestive of an outbreak immediately to public health epidemiologist.

· Confirm that all contact information is readily available 24/7 for public health epidemiology staff
· Identify unusual findings of test results
· Communicated findings to supervisors
· Document all findings as well as results in a lab log
	Time:

Task Completed?

     Fully [     ]     Partially [    ]     Not [     ]     N/A [     ]     

	6.2
(Pro.B1e 3.2.4)
	Report results of CDC chemical or biological testing to submitting LRN Reference and Chemical laboratories through the secure LRN website. 

· Confirm that a roster of appropriate personnel with access to LRN website (primary and backup) is available and up to date
· Provide CDC testing results to technical staff for data base input
· Report results on LRN secure website
· Confirm that the submitting LRN laboratory possesses proper access codes and has appropriate equipment to access the LRN website
· Ensure LRN website navigation promotes prompt arrival at desired information
	Time:

Task Completed?

     Fully [     ]     Partially [    ]     Not [     ]     N/A [     ]     

	6.3
(Pro.B1e 6.4)
	Contact the nearest LRN Reference Laboratory when unable to identify or rule-out emerging infectious agents or possible bioterrorism agents. 

· Confirm that the contact list of State Public Health Laboratories is available and up to date
· Follow correct procedures to authenticate and establish identity prior to information exchange
	Time:

Task Completed?

     Fully [     ]     Partially [    ]     Not [     ]     N/A [     ]     

	6.4
(Pro.B1e 3.2.5)
	Notify appropriate public health, public safety, and law enforcement officials immediately of presumed and confirmed laboratory results of chemical and biological threat agent.

· Confirm that the roster of appropriate officials (primary and backup) is available and up to date
· Prepare a specimen for transport to CDC
· Implement procedures for an incident outbreak
	Time:

Task Completed?

     Fully [     ]     Partially [    ]     Not [     ]     N/A [     ]     

	 
	Time from presumptive identification of potential bioterrorism agent or communication that signals a high index of suspicion to sending notifications to key Federal, State, and local health partners (e.g., CDC, FBI)
	TARGET

Within 3 hours
	ACTUAL

	 
	Time from confirmatory identification (positive or negative) to initiate notification of appropriate Federal, State, and local officials, also including the specimen/sample submitter
	TARGET

Within 1 hour
	ACTUAL

	 
	Time from high-level threat credibility assessment of suspicious agent to notification of public health department and other State and Federal partners
	TARGET

Within 2 hours
	ACTUAL

	6.5
(Pro.B1e 3.2.6)
	Report confirmed laboratory results to all submitters in a timely manner using PHIN-compliant Laboratory Information Management Systems (LIMS).

· Provide confirmation testing results to technical staff for data base input
· Ensure results are sent and made available on LIMS data system
· Ensure submitters possess the proper access codes and have appropriate equipment to access the LIMS
· Ensure LIMS is easy to navigate and promotes prompt access to desired information
	Time:

Task Completed?

     Fully [     ]     Partially [    ]     Not [     ]     N/A [     ]     

	 
	LRN reference laboratory has a PHIN compliant LIMS
	
Yes [           ]             No [           ]

	 
	Percent of HRSA funded hospitals that have PHIN compliant IT systems that are interoperable with their jurisdictional public health agency
	TARGET

100%
	ACTUAL



Evaluator Observations: 

	Record your key observations using the structure provided below. Please try to provide a minimum of three observations for each section. There is no maximum (three templates are provided for each section; reproduce these as necessary for additional observations). Use these sections to discuss strengths and any areas requiring improvement. Please provide as much detail as possible, including references to specific Activities and/or Tasks. Document your observations with reference to plans, procedures, exercise logs, and other resources. Describe and analyze what you observed and, if applicable, make specific recommendations. Please be thorough, clear, and comprehensive, as these sections will feed directly into the drafting of the After-Action Report (AAR). Complete electronically if possible, or on separate pages if necessary. 


	Strengths 

1. Observation Title:
Related Activity:
Record for Lesson Learned? (Check the box that applies) Yes ___ No ___ 

1) Analysis: (Include a discussion of what happened. When? Where? How? Who was involved? Also describe the root cause of the observation, including contributing factors and what led to the strength. Finally, if applicable, describe the positive consequences of the actions observed.) 

 

2) References: (Include references to plans, policies, and procedures relevant to the observation) 

 

3) Recommendation: (Even though you have identified this issue as a strength, please identify any recommendations you may have for enhancing performance further, or for how this strength may be institutionalized or shared with others.) 

 

2. Observation Title:
Related Activity:
Record for Lesson Learned? (Check the box that applies) Yes ___ No ___

1) Analysis:
 

2) References:
 

3) Recommendation: 
 

3. Observation Title:
Related Activity:
Record for Lesson Learned? (Check the box that applies) Yes ___ No ___

1) Analysis:
 

2) References:
 

3) Recommendation: 
 

Areas for Improvement 

1. Observation Title:
Related Activity:
Record for Lesson Learned? (Check the box that applies) Yes ___ No ___

1) Analysis: (Include a discussion of what happened. When? Where? How? Who was involved? Also describe the root cause of the observation, including contributing factors and what led to the strength. Finally, if applicable, describe the negative consequences of the actions observed.)

 

2) References: (Include references to plans, policies, and procedures relevant to the observation)

 

3) Recommendation: (Write a recommendation to address the root cause. Relate your recommendations to needed changes in plans, procedures, equipment, training, mutual aid support, management and leadership support.)

 

2. Observation Title:
Related Activity:
Record for Lesson Learned? (Check the box that applies) Yes ___ No ___

1) Analysis:
 

2) References:
 

3) Recommendation: 
 

3. Observation Title:
Related Activity:
Record for Lesson Learned? (Check the box that applies) Yes ___ No ___

1) Analysis:
 

2) References:
 

3) Recommendation: 
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