OPERATIONS-BASED EXERCISE

	Public Health Preparedness Capability 12: Public Health Laboratory Testing

	

	Capability Description:  Public health laboratory testing is the ability to conduct rapid and conventional detection, characterization, confirmatory testing, data reporting, investigative support, and laboratory networking to address actual or potential exposure to all-hazards. Hazards include chemical, radiological, and biological agents in multiple matrices that may include clinical samples, food, and environmental samples (e.g., water, air, and soil). This capability supports routine surveillance, including pre-event or pre-incident and post-exposure activities.

	Jurisdiction or Organization: 
	Name of Exercise: 

	Location: 
	Date: 

	Evaluator: 
	Evaluator Phone & E-mail: 


	Function 1: Manage laboratory activities

	Function Description: Manage and coordinate communications and resource sharing with the jurisdiction’s network of human, food, veterinary, and environmental testing laboratory efforts in order to respond to chemical, biological, radiological, nuclear, explosive, and other public health threats.

	 Task/Observation Keys
	Status/Task Completed

	1
	Exchange information and data with laboratories and laboratory networks within the jurisdiction.
	Fully  FORMCHECKBOX 
 Partially   FORMCHECKBOX 
    Not  FORMCHECKBOX 
  N/A  FORMCHECKBOX 


	Performance Measure: Time for sentinel clinical laboratories to acknowledge receipt of an urgent message from the CDC Public Health Emergency Preparedness (PHEP)-funded Laboratory Response Network biological (LRN-B) laboratory.

· Start time: Time CDC PHEP-funded laboratory sends urgent message to first sentinel clinical laboratory.
· Intermediate stop time: Time at least 50% of sentinel clinical laboratories acknowledged receipt of urgent message.
· Intermediate stop time: Time at least 90% of sentinel clinical laboratories acknowledged receipt of urgent message.
· Stop time: Time last sentinel clinical laboratory acknowledged receipt of urgent message.
	Start Time: ___________

Intermediate Time: ___________

Intermediate Time: ___________

Stop Time: ___________

	Performance Measure: Time for initial laboratorian to report for duty at the CDC PHEP-funded laboratory.
· Start time: Date and time that a public health designated official began notifying on-call laboratorian(s) to report for duty at the CDC PHEP-funded laboratory.
· Stop time: Date and time that the initial laboratorian reported for duty at the CDC PHEP-funded laboratory
	Start Time: ___________

Stop Time: ___________

	Mark the status of Function 1 based on the assessments of the associated Tasks:

 FORMCHECKBOX 
 Infrastructure  Fully in Place -- Fully Evaluated and Demonstrated

 FORMCHECKBOX 
 Infrastructure  Fully in Place --Not Fully Evaluated and Demonstrated 

 FORMCHECKBOX 
 Infrastructure Not Fully in Place

 FORMCHECKBOX 
 No Infrastructure in Place


	Function 2: Perform sample management

	Function Description: Implement LRN-established protocols and procedures where available and applicable [and other mandatory protocols such as those for the International Air Transport Association (IATA) and the U.S. Department of Transportation (DOT)] for sample collection, handling, packaging, processing, transport, receipt, storage, retrieval, and disposal.

	 Task/Observation Keys
	Status/Task Completed

	1
	Handle, package, and transport samples following established IATA/DOT and laboratory-specific protocols.
	Fully  FORMCHECKBOX 
 Partially   FORMCHECKBOX 
    Not  FORMCHECKBOX 
  N/A  FORMCHECKBOX 


	2
	Maintain forensic chain-of-custody throughout the sample-management process.
	Fully  FORMCHECKBOX 
 Partially   FORMCHECKBOX 
    Not  FORMCHECKBOX 
  N/A  FORMCHECKBOX 


	Performance Measure: Percentage of LRN clinical specimens without any adverse quality assurance events received at the CDC PHEP-funded LRN-B laboratory for confirmation or rule-out testing from sentinel clinical laboratories.
· Numerator: Number of LRN clinical specimens without any adverse quality assurance events received at CDC-PHEP-funded laboratory for confirmation or rule-out testing from sentinel clinical laboratories. 
· Denominator: Total number of LRN clinical specimens received at CDC PHEP-funded laboratory for confirmation or rule-out testing from sentinel clinical laboratories.
	Numerator: ___________

Denominator: ___________

	Performance Measure: Percentage of LRN non-clinical samples without any adverse quality assurance events received at the CDC PHEP-funded LRN-B laboratory for confirmation or rule-out testing from first responders.

· Numerator: Number of LRN non-clinical samples without any adverse quality assurance events received at CDC PHEP-funded laboratory for confirmation or rule-out testing from first responders. 
· Denominator: Total number of LRN non-clinical samples received at CDC PHEP-funded laboratory for confirmation or rule-out testing from first responders.
	Numerator: ___________

Denominator: ___________

	Performance Measure: Ability of the CDC PHEP-funded LRN-C laboratories to collect relevant samples for clinical chemical analysis, packaging, and shipping those samples. 
· Sample Collection, Packing and Shipping Exercise Results (Pass/Did not pass.)
	Pass  FORMCHECKBOX 
  Did Not Pass  FORMCHECKBOX 


	Mark the status of Function 2 based on the assessments of the associated Tasks:

 FORMCHECKBOX 
 Infrastructure  Fully in Place -- Fully Evaluated and Demonstrated

 FORMCHECKBOX 
 Infrastructure  Fully in Place --Not Fully Evaluated and Demonstrated 

 FORMCHECKBOX 
 Infrastructure Not Fully in Place

 FORMCHECKBOX 
 No Infrastructure in Place


	Function 3: Conduct testing and analysis for routine and surge capacity

	Function Description: Perform, or coordinate with the applicable lead agency, testing of chemical, biological, radiological, nuclear, and explosive samples, utilizing CDC-established protocols and procedures (e.g., LRN), where available and applicable, to provide detection, characterization and confirmatory testing to identify public health incidents. This testing may include clinical, food, and environmental samples.

	 Task/Observation Keys
	Status/Task Completed

	1
	Provide LRN-B reference-level testing in clinical, food, and environmental samples for both rapid and conventional methods.
	Fully  FORMCHECKBOX 
 Partially   FORMCHECKBOX 
    Not  FORMCHECKBOX 
  N/A  FORMCHECKBOX 


	2
	Conduct chemical laboratory testing following LRN-C testing methods.
	Fully  FORMCHECKBOX 
 Partially   FORMCHECKBOX 
    Not  FORMCHECKBOX 
  N/A  FORMCHECKBOX 


	3
	Conduct radiological and nuclear laboratory testing following LRN-R (if program funds become available) testing methods.
	Fully  FORMCHECKBOX 
 Partially   FORMCHECKBOX 
    Not  FORMCHECKBOX 
  N/A  FORMCHECKBOX 


	Performance Measure: Proportion of LRN-C proficiency tests (core methods) successfully passed by CDC PHEP-funded laboratories.

· Numerator: Number of LRN-C core methods successfully proficiency tested by the CDC PHEP-funded laboratory.
· Denominator: Total number of LRN-C core methods for which the CDC PHEP-funded laboratory is qualified to test.
	Numerator: ___________

Denominator: ___________

	Performance Measure: Proportion of LRN-C proficiency tests (additional methods) successfully passed by CDC PHEP-funded laboratories.
· Numerator: Number of LRN-C additional methods successfully proficiency tested by the CDC PHEP-funded laboratory. 
· Denominator: Total number of LRN-C additional methods for which the CDC PHEP-funded laboratory is trained to test.
	Numerator: ___________

Denominator: ___________

	Performance Measure: Proportion of LRN-B proficiency tests successfully passed by CDC PHEP-funded laboratories.

· Numerator: Number of LRN-B proficiency tests successfully passed by CDC PHEP-funded laboratory(s).
· Denominator: Total number of LRN-B proficiency tests participated in by CDC PHEP-funded laboratory(s).
	Numerator: ___________

Denominator: ___________

	Mark the status of Function 3 based on the assessments of the associated Tasks:

 FORMCHECKBOX 
 Infrastructure  Fully in Place -- Fully Evaluated and Demonstrated

 FORMCHECKBOX 
 Infrastructure  Fully in Place --Not Fully Evaluated and Demonstrated 

 FORMCHECKBOX 
 Infrastructure Not Fully in Place

 FORMCHECKBOX 
 No Infrastructure in Place


	Function 4: Support public health investigations

	Function Description: Provide analytical and investigative support to epidemiologists, healthcare providers, law enforcement, environmental health, food safety, and poison control efforts to help determine cause and origin of, and definitively characterize, a public health incident.

	 Task/Observation Keys
	Status/Task Completed

	1
	Establish and maintain the ability to provide analytical support for investigations with first responders and other health investigation community partners.
	Fully  FORMCHECKBOX 
 Partially   FORMCHECKBOX 
    Not  FORMCHECKBOX 
  N/A  FORMCHECKBOX 


	2
	Provide investigative consultation and technical assistance to jurisdictional health departments, first responders, and other health investigation community partners regarding sample collection, management, and safety.
	Fully  FORMCHECKBOX 
 Partially   FORMCHECKBOX 
    Not  FORMCHECKBOX 
  N/A  FORMCHECKBOX 


	Performance Measure: Time to complete notification between CDC, on-call laboratorian, and on-call epidemiologist.
· Start time: Date and time that CDC Department of Emergency Operations official began notification of on-call laboratorian.
· Stop time: Date and time on-call epidemiologist (after receiving notification from on-call laboratorian) notifies CDC Department of Emergency Operations that notification drill is complete.
	Start Time: ___________

Stop Time: ___________

	Performance Measure: Time to complete notification between CDC, on-call epidemiologist, and on-call laboratorian.
· Start time: Date and time that CDC Department of Emergency Operations official began notification of on-call epidemiologist.
· Stop time: Date and time on-call laboratorian (after receiving notification from on-call epidemiologist) notifies CDC Department of Emergency Operations that notification drill is complete.
	Start Time: ___________

Stop Time: ___________

	Mark the status of Function 4 based on the assessments of the associated Tasks:

 FORMCHECKBOX 
 Infrastructure  Fully in Place -- Fully Evaluated and Demonstrated

 FORMCHECKBOX 
 Infrastructure  Fully in Place --Not Fully Evaluated and Demonstrated 

 FORMCHECKBOX 
 Infrastructure Not Fully in Place

 FORMCHECKBOX 
 No Infrastructure in Place


	Function 5: Report results

	Function Description: Provide notification of laboratory results and send laboratory data to public health officials, healthcare providers, and other institutions, agencies, or persons as permitted by all applicable laws, rules, and regulations.

	 Task/Observation Keys
	Status/Task Completed

	1
	Notify appropriate public health, public safety, and law enforcement officials (24/7) of presumptive and/or confirmed laboratory results from clinical, food, or environmental samples that involve a chemical, radiological, or biological threat agent.
	Fully  FORMCHECKBOX 
 Partially   FORMCHECKBOX 
    Not  FORMCHECKBOX 
  N/A  FORMCHECKBOX 


	2
	Send presumptive and confirmed chemical, radiological, or biological laboratory results to CDC and all submitters.
	Fully  FORMCHECKBOX 
 Partially   FORMCHECKBOX 
    Not  FORMCHECKBOX 
  N/A  FORMCHECKBOX 


	Performance Measure:
Percentage of pulsed field gel electrophoresis (PFGE) subtyping data results for E. coli O157:H7 submitted to the PulseNet national database within four working days of receiving isolate at the PFGE laboratory.
· Numerator: Number of reference or clinical isolates that were identified as E. coli O157:H7 for PFGE subtyping and submitted to CDC’s PulseNet database within four working days of receipt of isolate at the PFGE laboratory.
· Denominator: Total number of E. coli O157:H7 reference or clinical isolates for which the CDC PHEP-funded laboratory performed PFGE subtyping.
	Numerator:    ___________

Denominator: ___________

	Performance Measure: Percentage of PFGE subtyping data results for Listeria monocytogenes submitted to the PulseNet national database within four working days of receiving isolate at the PFGE laboratory.
· Numerator: Number of reference or clinical isolates that were identified as Listeria monocytogenes for PFGE subtyping and submitted to CDC’s PulseNet database within four working days of receipt of isolate at the PFGE laboratory.
· Denominator: Total number of Listeria monocytogenes reference or clinical isolates for which the CDC PHEP-funded laboratory performed PFGE subtyping.
	Numerator:    ___________

Denominator: ___________

	Performance Measure: Time to submit PFGE subtyping data results for Salmonella to the PulseNet national database upon receipt of isolate at the PFGE laboratory. 
· Minimum time: Least amount of time (in working days) from receipt of Salmonella isolate to submission of Salmonella PFGE subtyping results to PulseNet.
· Median time: Median amount of time (in working days) from receipt of Salmonella isolate to submission of Salmonella PFGE subtyping results to PulseNet.
· Maximum time: Greatest amount of time (in working days) from receipt of Salmonella isolate to submission of Salmonella PFGE subtyping results to PulseNet.
	Minimum Time: ___________

Median Time:    ___________
Maximum Time:___________

	Performance Measure: Time for CDC PHEP-funded laboratory to notify public health partners of significant laboratory results.

· Start time: Time CDC PHEP-funded laboratory obtains a significant laboratory result.
· Stop time: Time CDC PHEP-funded laboratory completes notification of public health partners of significant laboratory results (i.e., time when last public health partner was notified, if partners were not notified simultaneously).
	Start Time: ___________

Stop Time: ___________

	Mark the status of Function 5 based on the assessments of the associated Tasks:

 FORMCHECKBOX 
 Infrastructure  Fully in Place -- Fully Evaluated and Demonstrated

 FORMCHECKBOX 
 Infrastructure  Fully in Place --Not Fully Evaluated and Demonstrated 

 FORMCHECKBOX 
 Infrastructure Not Fully in Place

 FORMCHECKBOX 
 No Infrastructure in Place



Evaluator Observations

	: Record your key observations using the structure provided below. 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 of improvement. Provide as much detail as possible, including references to specific Functions 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 
Observation Title:
Related Function & Task:
Record for Lesson Learned? (Check the box that applies.) Yes  FORMCHECKBOX 
 No FORMCHECKBOX 

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.) 

 

Observation Title:
Related Function & Task:
Record for Lesson Learned? (Check the box that applies.) Yes  FORMCHECKBOX 
 No FORMCHECKBOX 

1) Analysis:
 

2) References:
 

3) Recommendation: 
 

Observation Title:
Related Function & Task:
Record for Lesson Learned? (Check the box that applies.) Yes  FORMCHECKBOX 
 No FORMCHECKBOX 

1) Analysis:
 

2) References:
 

3) Recommendation: 
 

AREAS FOR IMPROVEMENT 
Observation Title:
Related Function & Task:
Record for Lesson Learned? (Check the box that applies.) Yes  FORMCHECKBOX 
 No FORMCHECKBOX 

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.)

 

Observation Title:
Related Function & Task:
Record for Lesson Learned? (Check the box that applies.) Yes  FORMCHECKBOX 
 No FORMCHECKBOX 

1) Analysis:
 

2) References:
 

3) Recommendation: 
 

Observation Title:
Related Function & Task:
Record for Lesson Learned? (Check the box that applies.) Yes  FORMCHECKBOX 
 No FORMCHECKBOX 

1) Analysis:
 

2) References:
 

3) Recommendation: 
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