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Annex: Health and Environmental Testing Laboratory (HETL) 
I.  Purpose, Scope, Situation, and Assumptions

A. Purpose

a. The goals of the Health and Environmental Testing Laboratory are to isolate, identify, analyze and monitor any biological, chemical, or radiological hazards which are capable of causing harm. We will assist other agencies in the prevention, treatment, and control of such hazards which threaten the community or environment. These essential services shall be provided cost effectively through a fee schedule established with the flexibility of making them available regardless of the public’s ability to pay. Other roles include consultation with other agencies on state policy development and the quality assurance oversight of services provided by the public and private sectors.  The following information is taken from http://www.maine.gov/dhhs/mecdc/public-health-systems/health-and-environmental-testing/mission.htm
b. It is the purpose of this Annex to define the actions and roles necessary to provide a coordinated response within Health and Environmental Testing Laboratory.
c. This Annex provides guidance to those within Health and Environmental Testing Laboratory with a general concept of potential emergency assignments before, during and following emergencies.  

d. This Annex applies to Health and Environmental Testing Laboratory, a component of the ME CDC.
B. Situation Overview
i. Rapid responder to suspected outbreaks and contamination events:

1. The HETL, in concert with public health agencies and other laboratories, will have the capability to rapidly identify, track and contain outbreaks and sources of biological or chemical public health threats.

ii. Integrated information manager:

1. The HETL will provide an important link for the accumulation, blending, and distribution of scientific information in the support of public health programs. The HETL will also provide expert consultation on analytical data generated at the HETL and data generated elsewhere.

iii. Environmental monitor:

1. The HETL will be a leader in epidemiological surveillance and environmental testing. Laboratory data will provide necessary information to assess and monitor environmental health. Low detection level analyses will provide an indicator of change, before significant health effects can occur.

iv. Advocate for appropriate and high quality testing:

1. The HETL will be recognized as the source of quality information, and serve as the standard for municipal and private laboratory performance. Certification of other laboratories will be based upon standards set here and the federal standards defined by laws and regulations.

v. Reference service provider:

1. The HETL will expand its role as the reference testing site for Maine and provide a model of efficient, low cost, quality testing that assesses public and environmental health through appropriate testing.

vi. Technical and operations research leader:

1. The HETL will be recognized as a source of state of the art technology, both technical and operational. The HETL will have direct connectivity to technological advancement within the State.

2. The HETL will assist the state in test selection for investigative research.

vii. Public safety enforcement:
1. The HETL will provide analytical, technical, and enforcement capability to help control the abuse of alcohol & drugs and the attendant public health consequences.
C. Characteristics of Department

a. HETL is the clinical diagnostic reference laboratory for infectious disease and chemical composition in environment samples for the State of Maine.  Protocols are available at HETL for the analysis of foodborne, waterborne, and respiratory infectious disease outbreaks.  HETL is also the only LRN laboratory in the State of Maine that can analyze Tier 2 and Tier 3 select agents.  In the event that HETL cannot analyze a sample, it will forwarded to the appropriate federal agency.
D. Location

a. 221 State Street, Augusta, Maine 04333

E. Demographics

a. 54 FTE’s

i. Administration, Chemists, Microbiologists, Select Agent personnel

F. General Roles and Responsibilities 
a. Provide diagnostic testing for infectious disease, bioterrorism/chemical terrorism events, and chemical analysis 

G. Incident Roles and Responsibilities

a. Provide diagnostic testing for infectious disease, bioterrorism/chemical terrorism events, and chemical analysis 

H. Hazards Profile 
a. The State of Maine is subjected to the effects of many disasters, varying widely in type and magnitude from local communities to statewide in scope.  HETL is the clinical diagnostic reference laboratory for infectious disease and chemical composition in environment samples for the State of Maine.  Protocols are available at HETL for the analysis of foodborne, waterborne, and respiratory infectious disease outbreaks.  HETL is also the only LRN laboratory in the State of Maine that can analyze Tier 2 and Tier 3 select agents. 

I. Vulnerability Assessment 

a. There is no onsite generator and in the event of a power outage, HETL will not be able to conduct testing.  The DHHS building at 221 State Street is wired for a mobile generator and hardwired to receive a large stationary generator.  Extreme temperature conditions outside the building coupled with antiquated HVAC at 221 State Street cause the laboratory temperature to drop above or below specified temperatures.
b. Microbiology and chemistry are highly specialized work environment requiring years of advanced training, annual proficiency testing, federal/judicial vetting, and as such, on the job training is very difficult if not impractical.  
c. Universal Power supplies (USPs) are needed for the BSL-3 suites to protect microbiologists.  Purchase Orders have been supplied to ME-CDc in the past but HETL was denied.  Federal agency have been aghast that HETL does not have USP’s
J. Planning to overcome vulnerabilities

a. Financial constraints prevent the purchase of a generator 

b. Financial constraints prevent the purchase of UPSs

II. Concept of Operations 
A.  General 
a. Epidemic/Pandemic Response  

i. HETL is a fully functional BSL-3 capable laboratory serving as the State of Maine’s reference laboratory for infectious disease.  HETL is also a fully functional chemical and forensics laboratory

ii. Work-Flow 
1. Sample arrives from outside HETL and is received and accessioned, generating a work-order

2. Testing is performed according to HETL SOP’s

3. Data is entered into Starlims

a. Epidemiologists and PCP’s notified 

4. Additional testing may be conducted at HETL or sent to another lab (CDC, ARUP, etc…) for conformation or further testing

b. Select Agent

i. HETL is a Tier 2 laboratory and follows LRN guidelines.  SOP’s are in place for dealing with chemical and biological select agents.  This includes communication strings, accessioning/shipping/receiving, testing protocol, HAN communication, and judicial vetting of employees.

ii. Work-Flow 

1. Notification of Sample from outside HETL

a. If the select agent is a Tier 1 agent, it will be forwarded to the appropriate federal agencies

2. Communication to Lab Director, Public Health Director, State Epidemiologist, LRN coordinator, ‘on-call’ chemists/microbiologist

3. Sample is received and accessioned, generating a HAN

4. Testing is performed according to LRN SOP’s

5. Data is entered into LRN system and Starlims

a. Federal and state officials notified

6. Proper LRN forms filled out and sent to LRN.

B. Hazard Control and Assessment 

a. Epidemic/Pandemic Response  
i. Employees at HETL have trained in either the chemical or the biological sciences.  Many have advanced certifications.  All employees have been trained on specific SOP’s, and many employees have been cross-trained across disciplines/protocols.  
ii. Perceive the threat

1. HETL is notified by epidemiologists, PCP’s, shipping department
iii. Assess the hazard

1. HETL protocols
iv. Select control strategy

1. N/A

v. Control hazard

1. N/A

vi. Monitor hazard

1. Diagnostic testing of clinical or environmental samples

b. Select Agent
i. Select employees at HETL have been through a judicial vetting process. Only those employees which have had background checks are allowed to work with select agents.
ii. Perceive the threat

1. HETL is notified by epidemiologists
iii. Assess the hazard

1. LRN protocols

iv. Select control strategy

1. N/A

v. Control hazard

1. N/A

vi. Monitor hazard

1. Diagnostic testing of clinical or environmental samples

C. Protective Action Selection 
a. Epidemic/Pandemic Response  
i. Employees at HETL have trained in either the chemical or the biological sciences.  Many have advanced certifications.  All employees have been trained on specific SOP’s, and many employees have been cross-trained across disciplines/protocols.  
ii. Analyze the hazard 

1. HETL protocols

iii. Determine protective action 

1. N/A

iv. Select control strategy

1. N/A

v. Determine public warning

1. HETL utilizes the HAN system and Starlims to disseminate information about clinical samples received and tested.
vi. Determine protective action implementation plan 

1. N/A

b. Select Agent 
i. Select employees at HETL have been through a judicial vetting process. Only those employees which have had background checks are allowed to work with select agents.
ii. Analyze the hazard 

1. LRN protocols

iii. Determine protective action 

1. N/A

iv. Select control strategy

1. N/A

v. Determine public warning

1. HETL utilizes the HAN system and Starlims to disseminate information about clinical samples received and tested.
vi. Determine protective action implementation plan 

1. N/A

D. Public Warning 
a. Epidemic/Pandemic Response  and Select Agent
HETL utilizes the HAN system to disseminate information about clinical samples received and tested.  Foodborne analysis is entered into the federal database Pulsenet.  Select Agent analysis is entered into the federal LRN system.  HETL also relies on epidemiologists to disseminate information.  A member of HETL is the editor of Micronet, a microbiology listserv for Maine and the Northeast; quarterly newsletters are used to update laboratories on a variety of topics. 
E. Protective Action Implementation 
a. Epidemic/Pandemic Response  
i. Monitor progress of protective action implementation

1. Diagnostic testing of clinical or environmental samples via HETL protocols

ii. Public information, guidance, directions

1. HAN network

2. Scientific expertise given to epidemiologists, other entities involved

3. All sample information is automatically sent to submitter

iii. Special populations information

1. N/A
iv. Clinician information, guidance

1. Scientific expertise given to epidemiologists, other entities involved

2. All sample information is automatically sent to submitter

b. Select Agent
i. Monitor progress of protective action implementation

1. Diagnostic testing of clinical or environmental samples via LRN protocols

ii. Public information, guidance, directions

1. HAN network
2. Scientific expertise given to epidemiologists, other entities involved

3. All sample information is automatically passed to LRN

iii. Special populations information

1. N/A
iv. Clinician information, guidance

1. Scientific expertise given to epidemiologists, other entities involved
2. All sample information is automatically sent to submitter

F. Short-term Needs 
a. Epidemic/Pandemic Response  and Select Agent
i. Microbiology and chemistry are highly specialized work environment requiring years of advanced training, annual proficiency testing, federal/judicial vetting, and as such, on the job training is very difficult if not impractical.  Therefore, in the event of an ‘incident’ (such as pandemic flu) where there is a dramatic increase in the need for testing of clinical samples, HETL may triage samples, require staff to work longer hours, and institute a 2nd and 3rd shift.  Additional administrative staff from outside HETL may be needed to accession samples, create invoices, and answer phones. 
 Long-term Needs 

c. Re-entry 
i. Epidemic/Pandemic Response  and Select Agent
1. In the event of an ‘incident’ (such as pandemic flu) where there is a dramatic increase in the need for testing of clinical samples, HETL may require a one-time influx of money to reestablish a baseline of required reagents, supplies, and consumables to maintain testing capacity and turn-around-time.

d. Recovery

i. Epidemic/Pandemic Response  and Select Agent
1. Microbiology and chemistry are highly specialized work environment requiring years of advanced training, annual proficiency testing, federal/judicial vetting, and as such, on the job training is very difficult if not impractical.  Therefore, in the event of an ‘incident’ (such as pandemic flu) where there is a dramatic increase in the need for testing of clinical samples HETL employees may need compensation for extra hours work.  

III. Organization and Assignment of Responsibilities 
A. General 
a. HETL is the clinical diagnostic reference laboratory for infectious disease and chemical composition in environment samples for the State of Maine.  Protocols are available at HETL for the analysis of foodborne, waterborne, and respiratory infectious disease outbreaks.  HETL is also the only LRN laboratory in the State of Maine that can analyze Tier 2 and Tier 3 select agents.  In the event that HETL cannot analyze a sample, it will forwarded to the appropriate federal agency.
B. Organization 

a. HETL relies upon outside sources for clinical and environmental samples such as other state agencies, PCP’s hospitals etc.

b. Documentation of receiving and testing results is communicated through Starlims to epidemiologists

c. In the event that HETL is unable to operate clinical samples will be forwarded on to other labs such as Nordex, ALI, CDC, and ARUP.
C. Assignment of Responsibilities 

a. Ken Pote, Lab Director is the pre-designated functional area representatives to the PHEOC
b. Biological Terrorism event; Richard Danforth

c. Chemical Terrorism event; Jim Curlett

d. Infectious Disease outbreak/pandemic; Nick Matluk

e. Federal/judicial vetted employees for select agent work
f. During an outbreak/pandemic/epidemic/etc., clinical microbiology has cross-trained all of its employees as maintains an ‘all-hands-on-deck’ approach 
D. Support Functions 

a. HETL as an entity plays a supporting role to the rest of the State of Maine.   Diagnostic testing of clinical and environmental samples provides data to the rest of the State of Maine albeit positive, negative or a specific value.
IV. Direction, Control, and Coordination 
A. Authority to Initiate Actions 

a. Ken Pote, Lab Director
i. Biological Terrorism event; Richard Danforth

ii. Chemical Terrorism event; Jim Curlett

iii. Infectious Disease outbreak/pandemic; Nick Matluk

B. Assign responsibility for implementation of the annex. 

a. Command Responsibility for Specific Actions 

i. Ken Pote, Lab Director

b. General guidance of emergency operations and direction of response 

i. Ken Pote, Lab Director

ii. Biological Terrorism event; Richard Danforth

iii. Chemical Terrorism event; Jim Curlett

iv. Infectious Disease outbreak/pandemic; Nick Matluk

c. Responsibility for overall direction of the disaster response activities

i. Ken Pote, Lab Director

C. Personnel trained in the NIMS Incident Command System (ICS)

a. Ken Pote

b. Nick Matluk
c. Rick Danforth

D. Coordination of HETL operations will be conducted through 

a. Ken Pote

E. Incident Command System

a. The ME CDC Incident Command Structure is responsible for directing the ME CDC emergency operations and maintaining command and control of the PHEOC operations. 

F. Assistance 
a. If the division/department/program’s own resources are insufficient or inappropriate to respond to the emergency situation, a request may be made through the PHEOC for assistance from other division/department/programs, other states (by previous agreement), or the Federal government. All response divisions/department/programs are expected to fulfill mission assignments directed by the incident commander.

V. Information Collection and Dissemination 
A. Disaster information managed by the ME CDC Emergency Operations Center is coordinated through division/department/program representatives located in the PHEOC. These representatives collect information from and disseminate information to counterparts in the field. These representatives also disseminate information within the PHEOC that can be used to develop courses of action and manage emergency operations. 
B. HETL uses Starlims to receive, accession, document and share clinical and environmental samples for official communications.  LRN messenger, the HAN system and Starlims are used for select agent official communications.  Customers, PCP’s have access to HETL requisition forms.  Adherence to requisition and sampling requirements must be maintained for quality assurance and quality control purposes.  HETL has the right to refuse any sample for any reason.  HETL will make available select agent forms when necessary.
VI. Communications 
A. Communication protocols and coordination procedures are described in detail in the Maine CDC Communications Plan. Please refer to this plan for additional information. 

B. HETL utilizes the HAN system to disseminate information about clinical samples received and tested.  Foodborne analysis is entered into the federal database Pulsenet.  Select Agent analysis is entered into the federal LRN system.  A member of HETL is the editor of Micronet, a microbiology listserv for Maine and the Northeast; quarterly newsletters are used to update laboratories on a variety of topics. 

VII. Administration, Finance, and Logistics 
A. General Policies 

1. Appointment of officials
a. Ken Pote, Lab Director
b. Rick Danforth, BT coordinator
c. Jim Curlett, CT coordinator

d. Nick Matluk, BT principle investigator 

2. Funding and accounting 

a. Refer to the ME CDC All Hazards Emergency Operations Base Plan)
3. Records and reports
a. Clinical and Environmental Samples are entered into Starlims
b. Select Agents are entered into Starlims and LRN
c. Ken Pote is the designated representative in the PHEOC
d. Ken Pote maintains records of expenditures and obligations in emergency operations
C. Agreements and Understandings 

a. General 
i. HETL does not have any formal MOU’s

ii. In the event of an emergency samples can be forwarded to federal CDC
D. Assistance Stipulations 

a. Relief assistance 

i. Microbiology and chemistry are highly specialized work environment requiring years of advanced training, annual proficiency testing, federal/judicial vetting, and as such, on the job training is very difficult if not impractical

b. Consumer protection

i. HETL is HIPPA compliant.  In addition to the standard forms signed by all Maine State employees, HETL staff participates in annual ethics training.
c. Preservation of environment and historic properties
iii. Finalized clinical and environmental sample data is entered stored on Starlims; the laboratory information management system.  This data is stored and archived on servers not located at HETL.
iv. Paper copies of some data do exist at HETL and may need to be saved.

v. The capital equipment at HETL is very expensive and must be saved if HETL is non-operational due to a disaster.

E. Additional Policies
a.  When the resources of state government are exhausted or when a needed capability does not exist within state government, the state PHEOC will authorize a call for assistance from the adjacent states through EMAC or from the Federal government.
b. Ken Pote will submit periodic situation reports to the Incident Commander during a major disaster using standard ICS formats.

VIII. Annex Development and Maintenance 
A. Development 

a. ME CDC PHEP is responsible for coordinating ME CDC emergency preparedness planning. 
b. Ken Pote, HETL director in conjunction with Nick Matluk the preparedness coordinator is responsible for emergency planning and will submit planning materials to the PHEP Emergency Preparedness Planner for inclusion in the ME CDC All Hazards EOP. 

B. Maintenance 

a. Requirements 

i. Ken Pote, HETL director in conjunction with Nick Matluk the  preparedness coordinator is responsible for emergency planning and will submit planning materials to the PHEP Emergency Preparedness Planner for inclusion in the ME CDC All Hazards EOP. 

b. Directors of supporting partner organizations have the responsibility of maintaining internal plans, SOPs, and resource data to ensure prompt and effective response to and recovery from emergencies and disasters. 

B. Review and Update 

a. Review 

i. Division/department program officials should review the annex and its appendices annually. The designated division/department/program emergency preparedness coordinator should establish a process for the annual review of planning documents by those tasked in those documents, and for preparation and distribution of revisions or changes, and for inclusion in the ME CDC All Hazards EOP. 

b. Update 

i. Changes should be made to this annex when the document is no longer  current. Changes may be needed:

1. When hazard consequences or risk areas change

2. When the concept of operations for emergencies changes

3. When departments, programs, or groups that perform emergency functions are reorganized and can no longer perform the emergency tasks laid out in planning documents

4. When warning and communications systems change

5. When additional emergency resources are obtained through acquisition or agreement, the disposition of existing resources changes, or anticipated emergency resources are no longer available

6. When a training exercise or an actual emergency reveals significant deficiencies in existing planning documents

7. When State/territorial or Federal planning standards for the documents are revised

C. Methods of Updating Planning Documents 

a. Annex Revision 

i. A revision is a complete rewrite of an existing annex or appendix that essentially results in a new document. Revision is advisable when numerous pages of the document have to be updated, when major portions of the existing document must be deleted or substantial text added, or when the existing document was prepared using a word processing program that is obsolete or no longer available. Revised documents should be given a new date and require new signatures by officials.
b. Formal Annex Change 

i. A formal change to a planning document involves updating portions of the document by making specific changes to a limited number of pages. Changes are typically numbered to identify them, and are issued to holders of the document with a cover memorandum that has replacement pages attached. The cover memorandum indicates which pages are to be removed and which replacement pages are to be inserted in the document to update it. The person receiving the change is expected to make the required page changes to the document and then annotate the record of changes at the front of the document to indicate that the change has been incorporated into the document. A change to a document does not alter the original document date; new signatures on the document need not be obtained.
IX. Authorities and References 
A. Legal Authority 

a. Federal 
i. LRN for select agents
b. State 
i. ME CDC All Hazards Emergency Operations Plan
B. References 

a. Federal 
i. LRN for select agent protocols
ii. CDC for protocols

b. State 

i. ME CDC All Hazards EOP Base Plan
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