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Laboratory and Surveillance Supplement
This supplement provides guidance on surveillance and laboratory activities during the various phases of pandemic.

I.  Rationale/Overview

Surveillance for pandemic influenza centers around four major issues that will vary in importance depending on the pandemic phase: (1) to respond to every individual case to limit the spread of disease; (2) to respond to clusters or upward trends or outbreaks; (3) to provide information to plan prevention programs and (4) to provide information to evaluate prevention and control programs.  In order to evaluate and tailor disease control interventions of a novel virus, it will be crucial to collect and analyze detailed real-time data on its clinical and epidemiological characteristics.  

An effective statewide pandemic influenza surveillance system requires a well-functioning, interpandemic influenza surveillance system.  Surveillance needs will expand and change as an influenza pandemic evolves from the initial stages (i.e., when a novel influenza virus is first identified in one or more persons), to a pandemic (i.e., with efficient human-to-human transmission).  Surveillance needs will differ depending on where the disease has been identified, whether there is coexisting disease among livestock or other animals, how efficiently transmission occurs between people, and whether disease outbreaks have occurred in the United States or other countries.

Disease surveillance data will be critical to guide the implementation of control measures (i.e., restricting travel, closing schools, canceling public gatherings, initiating antiviral and vaccine administration to target groups, etc.), assessing the impact of a pandemic on the healthcare system, and assessing the social and economic impact on society.

The goals of disease surveillance are to:

· Serve as an early warning system to detect increases in ILI in the community. 

· Monitor the pandemic’s impact on health (e.g., by tracking outpatient visits, hospitalizations, and deaths). 

· Track trends in influenza disease activity and identify populations that are severely affected. 

Diagnostic testing for pandemic influenza virus may involve a range of laboratory assays, including rapid antigen tests, reverse-transcription polymerase chain reaction (RT-PCR), virus isolation, and immunofluorescence antibody (IFA) assays.  During the earliest stages of a pandemic, public health, hospital, and clinical laboratories might receive a large and potentially overwhelming volume of clinical specimens. Pre-pandemic planning is therefore essential to ensuring the timeliness of diagnostic testing and the availability of diagnostic supplies and reagents, addressing staffing issues, and disseminating protocols for safe handling and shipping of specimens. Once a pandemic is underway, the need for laboratory confirmation of clinical diagnoses may decrease as the virus becomes widespread.

The goals of diagnostic testing during a pandemic are to: 

· Identify the earliest Kentucky cases of pandemic influenza (whether the pandemic begins in the United States or elsewhere). 

· Support disease surveillance to monitor the pandemic’s geographic spread and impact of interventions. 

· Facilitate clinical treatment by distinguishing patients with influenza from those with other respiratory illnesses. 

· Monitor circulating viruses for antiviral resistance and antigenic drift or antigenic shift. 

In conjunction with recommendations from other public health partners, such as the Centers for Disease Control and Prevention (CDC) and the World Health Organization (WHO), the Division of Epidemiology and Health Planning (DEHP) will provide updated guidance to medical providers and local health departments on an ongoing basis.  Surveillance activities outlined below will be contingent on local, national and international influenza activity at the time.
II. GUIDELINES FOR Interpandemic and Pandemic alert periods
The objectives of surveillance for pandemic influenza will vary based on the phase of the pandemic.

Interpandemic Surveillance Objectives

During the interpandemic phase, sentinel surveillance throughout the state is used to assess the seasonal burden of influenza.  Surveillance data is primarily used to enhance the influenza vaccination program and to identify the predominant circulating strains of influenza.  Surveillance serves not only to detect local outbreaks of seasonal influenza, but also unusual clusters of illness that may be due to a new influenza virus.  Influenza is not a reportable disease, however, outbreaks or clusters of any disease, including influenza, are reportable by Commonwealth of Kentucky regulation.


Interpandemic and Pandemic Alert Novel Influenza Virus Surveillance Activities

· Ensure early detection of cases and clusters of respiratory infections that might signal the presence of a novel influenza virus.

· Ensure laboratory resources are available to rapidly detect the introduction of a novel virus.

· If a novel strain of influenza is confirmed, ensure prompt and complete identification and reporting of potential cases to facilitate control and management of local outbreaks.

A. Epidemiological and Laboratory Surveillance for Human Infection

During WHO Pandemic Phases 1 and 2 (Interpandemic Period: No novel influenza subtypes have been detected in humans, but a novel subtype that has caused human infection may be present or circulating in animals), DEHP will:

· Continue all interpandemic influenza surveillance activities as described in Appendix 1.

· Encourage influenza sentinel providers and health departments to perform year-round reporting of ILI activity.

· In conjunction with local health departments and the Kentucky Hospital Association (KHA), work closely with healthcare organizations and healthcare providers to implement active surveillance in emergency departments, inpatient wards, and intensive care units and explore developing an enhanced surveillance system for pneumonia and influenza-associated hospitalizations.
· Continue the planned implementation of WebEOC in the DPH, Local Health Departments, and hospitals throughout Kentucky.  WebEOC will permit exchange of information regarding influenza and pneumonia-related hospitalizations and deaths.
· In conjunction with local health departments and hospitals, work with state and local medical examiners to establish lines of communication and explore developing an enhanced surveillance system for influenza and pneumonia-related deaths.  Register all medical examiners on KY Health Alert Network (HAN) and create a medical examiner listserv.

· Continue working with the FEMA Region IV Planning Coalition to establish mass fatality teams (SMORT).

· Continue working to establish an electronic death registry. 

· Encourage the use of influenza and rapid diagnostic tests, IFA assays, and PCR to detect the first cases of novel virus infection in Kentucky, and target containment strategies, such as isolation and quarantine, contact tracing, and use of limited vaccine and antivirals in the populations at risk during the interpandemic period and early stages of a pandemic, before community transmission is established.

· Request local health departments to report any suspect avian influenza cases and forward clinical specimens to the Division of Laboratory Services (DLS) for concurrent testing.

· Expand the capacity for novel virus testing among local laboratories, including providing training, technical assistance, and reference or validation testing.  Request laboratories to report testing for any suspect avian influenza cases and to forward clinical specimens to the DLS for testing.

· Coordinate with the Kentucky Department for Agriculture, Kentucky Poultry Federation, and Kentucky Fish and Wildlife Resources for enhanced surveillance and reporting of novel influenza virus in poultry workers, commercial and private poultry flocks, and wild birds to identify disease activity in animal populations and to characterize the human health threat.

· Share influenza surveillance data and epidemiological information in a timely manner with local health departments, regional epidemiologists, and the CDC.

· Develop and implement criteria and protocols for epidemiologic investigation of influenza outbreaks, influenza case clusters with unusual clinical presentations, and clusters of unexplained pneumonia.

· Enhance and expand capacity at the local levels to conduct case investigations and epidemiologic investigations.  These activities will include conducting an inventory of current capacity, determining current skill levels, conducting drills and exercises in case investigations, developing forecasts of future capacity needs under different pandemic scenarios, identifying gaps in capacity, and building ERRTs (Epi Rapid Response Teams) and Epi Strike Teams throughout the state.

· In conjunction with local health departments, evaluate and implement an outbreak management system to assist with case management, case ascertainment, case reporting, surveillance, and data analysis.
· Develop protocols that clearly designate who will conduct epidemiologic studies of novel influenza strains and coordinate between local, state, and federal investigations.

· Identify funding and training strategies to ensure that epidemiologic capacity at the state and local levels is consistent with current and future needs.

During WHO Pandemic Phases 3 and 4 (Pandemic Alert Period: Human infection with no or very limited human-to-human transmission), DEHP will:

· Upon lab confirmation of the first case of novel influenza virus in Kentucky, develop and distribute guidance to local health departments on surveillance, case detection, contact tracing, and infection control.  DEHP will coordinate disease control activities and provide technical assistance to local health departments with any confirmed cases of novel influenza virus infection.
· Actively monitor and implement as necessary, any changes in recommendations and guidelines for surveillance and diagnostic testing from CDC (e.g., revision to the case definition, screening criteria, case report forms, or diagnostic testing algorithms), and post a case screening form and a case report form for laboratory confirmed cases on the DPH Influenza website at: http://chfs.ky.gov/dph/epi/Influenza.htm
· Disseminate case definitions, clinical criteria, and epidemiological criteria for the evaluation of patients with possible novel influenza to all Health Departments for distribution to their local medical community.  The current criteria is as follows:
· During the Pandemic Alert Period, human infections with novel influenza A viruses will be uncommon.   Therefore, both clinical and epidemiologic criteria should be met. The criteria will be updated as needed and posted at www.cdc.gov/flu.

· Clinical criteria
Any suspected cases of human infection with a novel influenza virus must meet the criteria for ILI:  temperature of >100.4°F (>38°C) plus one of the following:  sore throat, cough, or dyspnea. 

· Because of the large number of ILI cases during a typical influenza season, during the Interpandemic and Pandemic Alert Periods laboratory evaluation for novel influenza A viruses is recommended only for:

a) Hospitalized patients with severe ILI, including pneumonia, who meet the epidemiologic criteria (see below), or 

b) Non-hospitalized patients with ILI and with strong epidemiologic suspicion of novel influenza virus exposure (e.g., direct contact with ill poultry in an affected area, or close contact with a known or suspected human case of novel influenza within 10 days prior to onset of symptoms.). 

· See the Clinical Guidelines Supplement of this plan for more detailed recommendations for the evaluation of patients with respiratory illnesses. 

· Epidemiologic criteria
Epidemiologic criteria for evaluation of patients with possible novel influenza focus on the risk of exposure to a novel influenza virus with pandemic potential. Although the incubation period for seasonal influenza ranges from 1 to 4 days, the incubation periods for novel types of influenza are currently unknown and might be longer. Therefore, the maximum interval between potential exposure and symptom onset is set conservatively at 10 days. 

· Exposure risks — Exposure risks fall into two categories: a) travel and b) occupational.

a)  Travel risks:  Persons have a travel risk if they have, within 10 days prior to onset of symptoms: 

1) recently visited or lived in an area affected by highly pathogenic avian influenza A outbreaks in domestic poultry or where a human case of novel influenza has been confirmed, and 

2) either had direct contact with poultry, or 

3) had close contact with a person with confirmed or suspected novel influenza. Updated listings of areas affected by avian influenza A (H5N1) and other current/recent novel strains are provided on the websites of the OIE (http://www.oie.int/eng/en_index.htm), WHO (www.who.int/en/), and CDC (www.cdc.gov/flu/).

Direct contact with poultry is defined as: 1) touching birds (well-appearing, sick, or dead), or 2) touching poultry feces or surfaces contaminated with feces, or 3) consuming uncooked poultry products (including blood) in an affected area. Close contact with a person from an infected area with confirmed or suspected novel influenza is defined as being within 3 feet (1 meter) of that person during their illness.  Because specific testing for human infection with avian influenza A (H5N1) might not be locally available in an affected area, persons reporting close contact in an affected area with a person suffering from a severe, yet unexplained, respiratory illness should also be evaluated.

Human influenza viruses circulate worldwide and year-round, including in countries with outbreaks of avian influenza A (H5N1) among poultry.  Therefore, during the Interpandemic and Pandemic Alert Periods, human influenza virus infection can be a cause of ILI among returned travelers at any time of the year, including during the summer in the United States. This includes travelers returning from areas affected by poultry outbreaks of highly pathogenic avian influenza A (H5N1) in Asia. As of May 2006, such persons are currently more likely to have infection with human influenza viruses than with avian influenza A (H5N1) viruses.

b)  Occupational risks
Persons at occupational risk for infection with a novel strain of influenza include:

1) persons who work on farms or live poultry markets

2) persons who process or handle poultry infected with known or suspected avian influenza viruses

3) workers in laboratories that contain live animal or novel influenza viruses

4) healthcare workers in direct contact with a suspected or confirmed novel influenza case.

Information on limiting occupational risk is provided on the Occupational Health and Safety Administration (OSHA) website at: www.osha.gov/dsg/guidance/avian-flu.html.

During the Interpandemic and Pandemic Alert Periods, when there is no sustained human-to-human transmission of any novel influenza viruses, direct contact with animals such as poultry in an affected area or close contact with a case of suspected or confirmed human novel influenza is required for further evaluation. 

During the Pandemic Alert Period, Phases 3 and 4, the majority of human cases of novel influenza will result from avian-to-human transmission (see Box 1). Therefore, a history of direct contact with poultry (well-appearing, sick, or dead), consumption of uncooked poultry or poultry products, or direct exposure to environmental contamination with poultry feces in an affected area will be important to ascertain. 

During the Pandemic Alert Period, Phase 5, a history of close contact with an ill person suspected or confirmed to have novel influenza in an affected area will be even more important.

Other avian influenza A viruses 

Although the epidemiologic criteria for novel influenza are based on recent human cases of avian influenza A (H5N1), they are intended for use in the evaluation of suspected cases of infection with any novel influenza A virus strain.

Other avian influenza A viruses that have caused human disease include the highly pathogenic viruses H7N7 and H7N3 and the low pathogenic viruses H9N2 and H7N2.   Some of these human cases have occurred in Europe (Netherlands) and North America (Canada and the United States). Therefore, the same high-risk exposures defined above for avian influenza A (H5N1) also apply to other avian influenza A viruses. 

A strong epidemiologic link to an avian influenza outbreak in poultry, even in areas that have not experienced poultry outbreaks of avian influenza A (H5N1), may raise the index of suspicion for human infection with avian influenza A viruses.  

In the future, other animal hosts (in addition to poultry) or novel influenza A virus subtypes (in addition to H5N1) might become significantly associated with human disease. If such events occur, this guidance will be updated.

· Communicate with local health departments, regional epidemiologists and infection control practitioners via the Infection Control Listserv, email, WebEOC (if necessary) DPH Influenza website http://chfs.ky.gov/dph/epi/Influenza.htm, HAN, Kentucky Epidemiologic Notes and Reports, and conference calls to share information on surveillance criteria, case management, specimen collection, appropriate testing, and community containment.

· In conjunction with local health departments and the Kentucky Hospital Association (KHA), continue working with healthcare organizations and healthcare providers to implement active surveillance in emergency departments, inpatient wards, and intensive care units.  Develop an enhanced surveillance system for influenza and pneumonia-related hospitalizations.  
· In conjunction with local health departments and hospitals, continue working with state and local medical examiners to develop an enhanced surveillance system for influenza and pneumonia-related deaths.  Ensure that all medical examiners are registered in HAN and the medical examiner listserv is current.

· Continue working to establish mass fatality teams and an electronic death registry.

· Issue guidance for managing suspect novel influenza cases; including infection control guidelines, guidelines for collecting and shipping specimens for influenza A diagnostics, and laboratory biosafety guidelines for handling and processing of specimens of novel influenza A.  Laboratory biosafety guidelines will be posted on the DLS website along with specimen submittal forms at: http://chfs.ky.gov/dph/info/lab/
· Work with health departments to detect and monitor persons who have recently traveled to areas where the novel virus has been identified and who present with clinical illness consistent with influenza.  Provide technical assistance and guidance to assess and report suspect cases of novel virus infection.

· Encourage all influenza sentinel providers to report data year-round and educate sentinel providers of enhanced surveillance activities, including submission of specimens to DLS, and of the need to report suspect cases to their local health department for further evaluation and testing.

· Recruit additional sentinel physicians to report ILI activity, collect respiratory specimens, and submit them for testing.
· Encourage reporting of all suspect human cases of the novel influenza virus cases of clinical illness consistent with a novel influenza virus through an electronic case reporting system.

· Generate weekly reports of statewide influenza activity and distribute surveillance data to local health departments, regional epidemiologists, participating agencies, CDC, DPH public information officers, and KY Emergency Management (KYEM).

· Review plans to further enhance influenza surveillance if efficient person-to-person transmission of the novel virus is confirmed, including training additional personnel on surveillance, case detection, contact tracing, and infection control issues.

· Work with the KY Department of Agriculture (KDA), KY Poultry Federation (KPF), and KY Department of Fish and Wildlife Resources (KDFWR)on enhanced surveillance and reporting of novel influenza virus detection in poultry workers, commercial and private poultry flocks, and in wild birds to identify disease activity in animal populations and to characterize the human threat.

· Collaborate with commercial laboratory stakeholders who are offering novel virus testing to report any preliminary positive results for novel virus infection to either the local health department or the DLS.

· Encourage submission of clinical specimens from ILI cases from all sources (public and private clinics, sentinel providers, and hospitals) and facilitate subtyping of influenza A viruses.

· In coordination with the CDC, develop, distribute and implement case management protocols to ensure that suspect human cases are promptly identified and isolated and that the source(s) of exposure (animal vs. human) are determined.  Ensure protocols are distributed to local health departments and settings where cases and their contacts might be diagnosed.

· In collaboration with the CDC and local health departments, conduct, direct, coordinate, or provide guidance on epidemiologic investigations of human cases to identify the populations at risk, the current clinical characteristics of the disease, and the risk that infected persons or their environment may pose to others, including an assessment of likely human-to-human transmission.

· In conjunction with local health departments, develop a database or registry for case investigations, case management, case ascertainment, case reporting, surveillance, and data analysis.

· Coordinate with CDC and other partners on studies of viral shedding and determine the infectious and incubation periods for use in defining the duration of isolation and quarantine.

· Summarize and distribute study results to local health departments, and utilize the Interim Pre-pandemic Planning Guidance: Community Strategy for Pandemic Influenza Mitigation in the United States – Early, Targeted, Layered Use of Non-pharmaceutical Interventions to assess recommendations regarding the application and utility of non-pharmaceutical containment measures.

During WHO Pandemic Phase 5 (Pandemic Alert Period: Substantial pandemic risk with larger clusters of disease, but still limited human-to-human transmission; sustained community transmission possible), DEHP will:

· Communicate with the CDC to monitor any changes in recommendations and guidelines for surveillance and diagnostic testing, including guidance on triaging specimens for testing and choosing which isolates to send the CDC and immediately inform local health departments and sentinel sites of new recommendations.

· Recommend which subset of suspect cases of ILI meet the criteria for influenza testing at either the institutional, local, or the state level and post recommendations on HAN and the DPH Influenza website:  http://chfs.ky.gov/dph/epi/Influenza.htm.

· Work closely with local health departments to manage new suspect cases, provide confirmatory testing, and implement containment strategies to prevent or limit local spread.

· Provide technical assistance to guide expanded testing on specific cases that represent a risk of spread of the novel virus infection in the community, including those who have an epidemiologic link to infected cases or who are hospitalized.  Communicate with CDC concerning management, reference laboratory testing, and containment strategies in these cases.
· Continue working with the KDA, KPF, and KDFWR on enhanced surveillance and reporting of novel influenza virus detection in poultry workers, commercial and private poultry flocks, and in wild birds to identify disease activity in animal populations and to characterize the human threat.

· Communicate current surveillance criteria for cases of human novel virus infection, and the need to report data year-round and submit clinical specimens on ILI cases to sentinel providers and local health departments.

· Utilize WebEOC and EMSystems in conjunction with local health departments and hospitals to monitor bed counts and influenza and pneumonia-related hospitalizations and deaths.

· Generate weekly reports of statewide influenza activity and make current surveillance data available to all participating agencies as well as the CDC, local health departments, regional epidemiologists, DPH Public Information Officers, and KY EM.

· Maintain expanded critical laboratory testing capacity, including novel virus testing based on availability of reagents and laboratory supplies from manufacturers.

· Communicate via e-mail, Infection Control Listserv, HAN, WebEOC, Kentucky Epidemiologic Notes and Reports, and conference calls with stakeholders regarding the detection and circulation of novel virus worldwide and in the United States and provide detailed guidance on updated case definitions, diagnostic algorithms, laboratory infection control issues, surveillance criteria, case management, specimen collection, and appropriate testing..  As the pandemic progresses and guidelines and testing algorithms are revised, DPH will communicate the changes and post the information on the DPH Influenza website at: http://chfs.ky.gov/dph/epi/Influenza.htm
· In coordination with the CDC, review and revise case management protocols to reflect current recommendations and epidemiologic data.

· Continue pandemic influenza-specific epidemiologic investigations and other special clinical studies.

B. Laboratory/ Epi Support for Seasonal Influenza Surveillance

· The DLS will ensure all participating sites will have a constant stock of test kits for rapid diagnosis based on the availability of reagents and supplies from manufacturers.  The DLS monitors and replaces inventory weekly to ensure an abundant amount of supplies.  During times of surge, inventory is monitored daily.

· The DEHP influenza coordinator will send guidelines to Local Health Department and Health Care Provider sentinel sites, and Local Health Department Surveillance Contacts, as well as health care providers who voluntarily submit specimens to the state laboratory, detailing routine surveillance guidelines recommended by the CDC and the WHO for submitting influenza isolates (i.e. numbers of samples, when to send samples etc.) See Appendix 1, 2, and 5.
· DEHP will also send a reminder to those sites which request kits that the only portion of the kits which expire is the transport media.  Staff at the sentinel site can order only this portion of a kit, if applicable.

· The DLS has implemented a plan for surveillance of ILI among laboratory personnel.

C.  Laboratory/Epi Support for Novel Influenza Subtypes
· The DLS will ensure all participating sites will have a constant stock of test kits for rapid diagnosis, based on availability from manufacturers.  The DLS monitors and replaces inventory weekly to ensure an abundant amount of supplies.  During times of surge, inventory is monitored daily.

· The DEHP influenza coordinator will distribute the CDC guidelines for suspect avian flu cases (see Appendix 3, 4, and 5) to hospital Infection Control Professionals, Local Health Department Surveillance Contacts, Local Health Departments and Health Care Provider sentinel sites. In addition, “DPH Guidelines for Reporting Suspected Cases of Avian Influenza” and instructions for submitting specimens will be posted on the DPH Influenza Website, HAN, and published in the Kentucky Epidemiologic Notes and Reports publication. 
· If ILI is suspected, a nasopharyngeal/throat specimen should be collected on viral media for transport. (Instructions for collection of these specimens are provided with the collection kits sent out by the DLS.)  Concurrently, a rapid antigen test should be performed if ILI is suspected. 

  SEE APPENDIX 7 for DO’s and DONT’S of specimen collection.
· If a specimen has been reported to contain influenza A virus (positive rapid antigen test) and the individual’s condition meets the screening criteria (see Appendix 5) please contact DEHP immediately to obtain a Screening Form. Epidemiology will then determine if the CDC Director’s Emergency Operations center should be contacted and fax the screening form if necessary.

· In the event of a pandemic, submission of influenza samples may be restricted as determined by guidelines from CDC and the DEHP.

· The DEHP will develop extended addendum forms to the influenza screening form for tracking activities of suspected novel influenza cases (travel agenda, flight numbers, contacts…) similar to those used for SARS histories.  (See Appendix 4.)
D.  Laboratory Planning to Support the Response to a Pandemic
· For detection and characterization of novel influenza strains, PCR will be performed on any suspect avian or novel influenza strains.  If needed, culture of these viruses will be performed only in the DLS BSL-3 Laboratory.
· The DLS has instituted PCR typing for influenza type A, B, H1, H3, and H5 strains.  This allows the capability to detect avian influenza as well as a novel strain during routine surveillance.

· The DLS has switched culture methods from traditional cell lines to R-mix shell vials.  This has allowed for an overall decrease for identification and typing of influenza from approximately 6 days to 2 days.

· Laboratory reporting will be included in the testing algorithm and should be similar to the current standard.
· Lab results can be reported electronically to local health departments.

· Lab results can be reported via fax and de-identified results can be sent electronically via email.

· Once the PHIN compliant Laboratory Information System (LIMS) is implemented, laboratory results can be sent electronically to other entities as well as local health departments.
· Diagnostic reagents and kits will be distributed based upon their availability from manufacturers.

· Distribution of diagnostic reagents and test information for nursing homes to confirm influenza will be coordinated through the local health departments and the local health center nurses, and the DEHP influenza coordinator and the DLS.
· Distribution of diagnostic reagents and test information for sentinel sites will be coordinated through local health departments or sentinel labs, the DEHP influenza coordinator, and the DLS.

· Laboratory Surge Capacity Planning

· Continue cross-training of BT personnel in viral culture and PCR.

· Communicate and coordinate with DEHP to limit the number of samples submitted by any one site.  This would also apply to the distribution of collection kits.
· Continue annual training, workshops, and monthly newsletters for the 65 sentinel laboratories throughout Kentucky.  Each sentinel lab is registered in the KY HAN.  Notification via HAN is exercised regularly.

· Continue development of the packaging and shipping certification training module for TRAIN.

· Continue working with the designated local health department laboratory for training and proficiency testing of technologists.

· Continue planning and coordination with the 41st Civil Support Team of the National Guard for laboratory capacity building.

· Partnerships    

· Healthcare providers and clinical labs

· Packaging and shipping training provided by DLS.

III.  GUIDELINES for Pandemic Period
Pandemic Surveillance Objectives

Case-based surveillance and control strategies should be maintained if it serves clear objectives, such as to support planning of the use of scarce resources, evaluate control measures or monitor changes in the influenza virus.  The data collection process in this phase will be modified based on available resources.

At Phase 6 onset, case-based detection will be in place.  During the peak of pandemic influenza activity, case-based detection methods will no longer be practical and surveillance data collection will be geared toward estimating community impact.  Case-based detection will again become important as elimination of the pandemic influenza strain becomes feasible due to vaccine availability or an immune population.


Pandemic Influenza Virus Surveillance Activities (after case-based detection

            methods are no longer applicable)

Once a pandemic has been confirmed, monitor:

· Change in circulating virus, including development of anti-viral resistance, and shifts in the affected populations.

· Impact on human health, by conducting ongoing assessment of the morbidity and mortality.

· Evaluation of community- and population-based control measures, as applicable.
A.  Epidemiological and Laboratory Surveillance for Human Infection
During WHO Pandemic Phase 6 (Pandemic Period: Increased and sustained transmission in the general population), DEHP will:

· Monitor the epidemiology and impact of the pandemic on Kentucky.
· Communicate via e-mail, Infection Control Listserv, HAN, WebEOC, Kentucky Epidemiologic Notes and Reports, and conference calls with stakeholders regarding the detection and circulation of novel virus worldwide and in the United States and provide detailed guidance on updated case definitions, diagnostic algorithms, laboratory infection control issues, surveillance criteria, case management, specimen collection, and appropriate testing..  As the pandemic progresses and guidelines and testing algorithms are revised, DPH will communicate the changes and post the information on the DPH Influenza website at: http://chfs.ky.gov/dph/epi/Influenza.htm
· Sustain the capacity to perform laboratory-based surveillance as long as possible because influenza viruses may undergo antigenic drift or develop resistance to antiviral drugs.
· Support local health departments, public and private medical providers, hospitals, and other stakeholders to maintain surveillance efforts for cases of novel virus infection.  As the pandemic progresses and laboratory services become overwhelmed, public and private medical providers and hospitals may be asked to selectively submit clinical specimens as directed by the CDC.  If laboratory supplies and reagents are exhausted, surveillance for novel virus infection will rely on a presumptive clinical diagnosis made by clinicians.

· Recommend discontinuing individual case reporting and request regular status reports from local health departments on cumulative statewide counts associated with novel virus infection, morbidity, and mortality.  Such reports might include the number of:

· Clinically suspected cases

· Laboratory confirmed cases

· Persons hospitalized with a novel virus infection

· Deaths attributed to novel virus infection

· In collaboration with the CDC and local health departments, and as resources are available, conduct investigations to:

· Describe unusual clinical syndromes

· Describe unusual pathologic features associated with fatal cases

· Determine efficacy of vaccination, if vaccine is available, or antiviral prophylaxis

· Assess antiviral effectiveness in circulating strains to help refine antiviral recommendations and target high risk groups

· Assess the effectiveness of non-pharmaceutical containment measures such as school and business closures

· Determine which populations are at greatest risk and, in conjunction with the CDC, refine and revise priority groups for vaccination as vaccine availability increases.
· Utilize the electronic death reporting system to track influenza and pneumonia-related deaths.

· Generate weekly reports of statewide influenza activity and make current surveillance data available to all participating agencies as well as the CDC, local health departments, regional epidemiologists, DPH Public Information Officers, and KYEM.

· As resources permit, and depending on guidance from the CDC, continue to conduct laboratory testing for influenza.

· As resources permit and as indicated by the CDC, characterize the strain of incoming specimens and isolates to detect antigenic drift variants and reassortant viruses that could limit the efficacy of vaccines produced against the original pandemic strain.

· As resources permit, continue to perform laboratory testing critical to ongoing surveillance.

· Continue situation-specific pandemic influenza epidemiologic investigations and other special clinical studies, as necessary.

B.  Laboratory Support for Disease Surveillance
· Support will remain the same as with routine surveillance.  DLS will heighten communication with the DEHP.
· DLS will rely upon the CDC for recommendations in submission of samples, testing 

protocols and acquisition of reagents.

C.  Laboratory Support for Clinicians
· The DEHP influenza coordinator will provide consultation to the local health department sentinel sites regarding when rapid detection kits should be used. DLS will provide rapid detection kit with instructions for collecting the specimens and performing the test as well as safe handling practices.

D.  Biocontainment Procedures
· PCR may be performed in BSL-2.  Viral culture must be performed in BSL-3.

E.  Occupational Health Issues for Laboratory Workers
· If staffing becomes critically low due to illness or time off to care for family members, the DLS surge capacity plans of cross training will go into effect.

· DLS will provide all laboratory technicians education concerning the appropriate PPE, biosafety level techniques and preventive exposure precautions during the processing and testing of influenza as well as symptoms associated with ILI, and seasonal influenza vaccine for lab staff.

See HHS plan for appendix – guidelines for shipping as well as diagnostic assays.

________________________________________________________________________
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