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(Note:  This SOP contains some intricate clinical information.  For additional Clinical information or clarification, you may contact Dr. Margie Scott via the VA Global Address book in Outlook, or your local infectious disease consultant.)
S A M P L E

VA Medical Center

(Location)

Emergency Management Program
(Date)

Standard Operating Procedure No. (    )

Subject:
Smallpox Release in the Community or VA Medical Center
1. Description of the Threat/Event.
a. Agent.  Variola virus is the etiological agent of smallpox.  The only known reservoir for the virus outside of laboratory settings is humans; no known animal or insect reservoirs or vectors exist.  The most frequent mode of transmission was person-to-person, spread through direct deposit of infective droplets onto the nasal, oral, or pharyngeal mucosal membranes, or the alveoli of the lungs from close, face-to-face contact with an infectious person.  Indirect spread (i.e., not requiring face-to-face contact with an infectious person) through fine-particle aerosols or a fomite containing the virus was less common.  Transmission through contaminated bedclothes and blankets has been well documented over the centuries.

b. Clinical Disease.  Symptoms of smallpox begin 12-14 days (range: 7-17) after exposure, starting with a 2-3 day prodrome of high fever, malaise, and prostration with severe headache and backache.  This pre-eruptive stage is followed by the appearance of a maculopapular rash (i.e., eruptive stage) that progresses to papules 1-2 days after the rash appears; vesicles appear on the fourth or fifth day; pustules appear by the seventh day; and scab lesions appear on the fourteenth day.  The rash appears first on the oral mucosa, face, and forearms; then spreads to the trunk and legs.  Smallpox patients are most infectious during the first week of the rash when the oral mucosa lesions ulcerate and release substantial amounts of virus into the saliva.  A patient is no longer infectious after all scabs have separated (i.e., 3-4 weeks after the onset of the rash).

c. During the smallpox era, overall mortality rates were approximately 30%.

d. Public Health Response.  The primary public health response is based on ring-immunization of exposed individuals and preventing potentially infected individuals from spreading disease further by isolation.  The steps include identification of potential contacts, establishing vaccination sites, vaccinating, and confining individuals until the end of the 17-day incubation period, i.e., quarantine.  Although isolation may occur at home, public health may require quarantining large groups of individuals in hospitals or geographic areas.

e. Vaccinia vaccine is a highly-effective immunizing agent that enabled the global eradication of smallpox.  Neutralizing antibodies induced by vaccinia vaccine are genus-specific and cross protective for other Orthopoxviruses (e.g., monkeypox, cowpox, and variola viruses).  Although the level of antibody that protects against smallpox infection is unknown, after percutaneous administration of a standard dose of vaccinia vaccine, >95% of primary vaccinees (i.e., persons receiving their first dose of vaccine) will experience neutralizing or hemagglutination inhibition antibody at a titer of >1:10 (21).  Neutralizing antibody titers of >1:10 persist among 75% of persons for 10 years after receiving second doses and <30 years after receiving three doses of vaccine.

2. Impact on Mission Critical Systems.

a. Response to release of a biological agent such as smallpox in the community can quickly overwhelm individual mission critical systems in a VA Medical Center (VAMC).  Examples include staffing and operational space required for patient care or quarantine, staff shortages from community quarantine, or family concerns leading to family-driven work absence.

b. Breaks in procedure or unanticipated exposures may overwhelm a whole Medical Center, for example, by exposing personnel and requiring quarantine of the Medical Center.

c. Targeted releases of agent or Heating, Ventilation and Air Conditioning (HVAC) cross-contamination may define areas of the Medical Center, patients and staff as contacts.

3. Operating Units and Key Personnel with Responsibility to Manage this Threat.

a. Infection Control Team/Epidemiology - Key role in tracking potential and confirmed cases; infection control management of patients using airborne precautions (private room, negative pressure, N95 respirator) or, when the Medical Center is overwhelmed, cohorting (isolation of infectious patients in areas with HVAC isolation and control of exhausted air; N95 use by staff); reporting responsibilities to local (Health Department) and national [Centers for Disease Control (CDC)] public health; local information resource on changing public health recommendations; resource on community/outbreak information; vaccination decisions for staff, patients, and visitors; identification of sources/outbreak investigation 

b. Engineering Service - Assessment of isolation rooms and negative pressure systems; identification of areas suitable for cohorting patients both in waiting areas and after hospitalization.

c. Clinical Laboratory - Electron microscopy for pox identification, Polymerase Chain Reaction (PCR) testing of clinical samples [Bio-Safety Level (BSL) 4 requirements in labs]; accrual and tracking of acute and convalescent sera.

d. Safety/Industrial Hygiene - Support of N95 respirator usage (fit-testing).

e. Police and Security - Key role in perimeter control, site access, and Chain-of-Custody issues.  Perimeter access and site control may pertain to staff, staff relatives/family, and patients and require ingress and egress control.  Chain of Custody issues must be coordinated with the Federal Bureau of Investigation (FBI) and local law enforcement.

f. Medical Service - Clinical diagnosis of cases; treatment.

g. Nursing Service - Staffing and bed support; maximum restriction of non-essential personnel from patient rooms (i.e., Environmental Management, Nutrition and Food services personnel).

h. Emergency Department - Monitoring incoming patients suspected of exposure or disease; decisions on maintaining separate clinical activity.

i. Employee/Occupational Health - Employee vaccination/clinical care (identification of vaccine contraindications), information flow/risk communication.

j. EMS/Safety - Isolation of all disposables, bed linens, etc. from patients with on-site autoclaving if possible.

4. Mitigation/Preparedness Activities of the Threat/Event.  Smallpox is a disease with person-to-person, HVAC, and fomite transmission.  A single case constitutes an international emergency and mandates immediate reporting to the local public health authority, which will in turn notify CDC, FBI, and World Health Organization (WHO) according to the National Response Plan.

a. Hazard Reduction.

· Notification plan.

· Activation of hospital emergency plan.

· Perimeter control potential: staffing requirements, heightened security requirements for access control.

· Building systems assessment for cohorting potential.

· Exposure control/Infection control:  Airborne and contact precautions are necessary for smallpox.  Patients are to be placed in an isolation room with negative pressure and High Efficiency Particulate Air (HEPA) exhaust; wear surgical masks when transported through the Medical Center, which should only occur if absolutely necessary; or cohorted in common, exposed areas with HVAC isolation and exhaust.

· Separation of new, unexposed patients from potential smallpox cases.

· Strict airborne and contact precautions.

b. Preparedness Strategies and Resources.

· Vaccination.

· Education (clinical recognition tools, infection control guidelines).

· Standard precautions plus N95 respirators for all personnel with patient contact.

5. Response/Recovery from the Event/Threat.

a. Hazard Control and Monitoring Strategies.

1)
Release/case within the VAMC.

· Immediately report any potential smallpox case or smallpox biohazard release to VAMC Director and/or Police and Security, Infection Control, Safety Officer, and Employee/Occupational Health.

· Clear all patients and employees from immediate at-risk area.

· Document details of incident and names of all persons within the immediate at risk area (i.e., who have become contacts and require vaccination).

· Turn criminal investigation process over to the FBI.

· Contact CDC/Public Health Service (PHS) for sample collection and shipping instructions.

· Contact CDC for availability of smallpox immune globulin and vaccine.

· Activate Infection Control Team for initiation of patient/exposed employee tracking system, patient/employee educational information (fact sheet).

· Initiate vaccination for all potential exposed persons as appropriate through public health (CDC).

· Notify internal personnel, as appropriate, including Chief of Staff, Healthcare Providers, Nursing Service, Pharmacy, Microbiology Laboratory, and Engineering for immediate inventory of critical resources.

· Immediately assess potential impact of actual event on mission-critical systems to include staffing, critical supplies, operational space, potential for patient and staff exposures and HVAC system.

2)
Release in the community - Notification of a release within the community may come from any number of outside sources, and the primary function of the VAMC in this setting will be to treat concerned asymptomatic or symptomatic patients.  Critical guidelines include the following:

· Treat all reports of a community release as real until proven otherwise.

· Notify internal personnel, as appropriate, including VAMC Director, Chief of Staff, Police and Security, Nursing, Safety Officer/Industrial Hygienist, Employee/Occupational Health, Emergency Room Personnel, Healthcare Providers, Pharmacy, and Microbiology Laboratory for immediate inventory of critical resources.

· Notify Infection Control Team and clinical staff for active surveillance of skin rash cases.  Initiate patient tracking system, as needed.

· Notify the Clinical Microbiology Laboratory of potential for electron microscopy needs and paired sera collections.

· Immediately assess potential impact of reported community event on mission critical systems to include staffing, critical supplies and operational space.

· Await follow-up information from local authorities and prepare for potential presentation of patients.

b. Resource Issues.
1) Staffing needs will be monitored and addressed by Chief of Staff, Chief of Nursing, VAMC Director, and other involved service chiefs.

2) Critical Supplies - Vaccine availability at present only through local and national (CDC) public health.  This will be coordinated with the VAMC Director.  Additional critical supplies to assess in the event of potential smallpox case include X-ray film, laboratory culture supplies and intravenous fluids.  Experimental treatment with antiviral agents (Gelfinavir) may be possible if the drug is on hand.

3) Space Management - Assess isolation room and cohorting bed and space availability.

4) Emergency Room capabilities, acute care clinic capabilities and current/projected bed availability should be immediately assessed.

5) If release has occurred within the VAMC, patients and employees may be quarantined on site or relocated to alternate care sites or alternate healthcare facilities.

c. Clinical Response.

1) Triage and initial patient assessment for those immediately exposed to a physical (non-clinical) exposure should include removal of clothes with collection of clothes as potential evidence (double-bagged and labeled), self-shower and provision of clean clothes.  Exposure to clinical cases requires no decontamination activities.  Privacy and containment are important.  (Chemical decontamination procedures are not appropriate for treatment of persons exposed to smallpox!)

2) Treatment Protocols will be based upon CDC guidelines to include vaccination, (if available) use of antivirals, immune globulin, and supportive clinical care.

3) Clinical admission/treatment decisions will be made by the Healthcare Providers.

4) All quarantine decisions will be made by the VAMC Director based upon recommendations of the Infection Control Team and the Public Health Service (CDC).

5) All patients treated and evaluated for potential smallpox exposure; OR, potential smallpox related symptoms must be reported to the Infection Control Team.

6) The Infection Control Team will monitor all potential cases and make appropriate reports to the VAMC Director and the Public Health Service.  The Public Health Service will notify the CDC of all suspected and confirmed cases.

Notes:
1)
Vaccination of Healthcare Providers:  Vaccine is currently available only through CDC.  Vaccination decisions.



2)
Exposure definition:  Contacts are currently defined as having been within 2 yards of a known smallpox case.



3)
The Infection Control Team working with the Chief of Staff and VAMC Director will notify Healthcare Providers when CDC treatment/exposure guidelines are updated or as new resources are made available.  The Infection Control Team can monitor the Association for Professionals in Infection Control and Epidemiology (APIC) and/or CDC web sites for these updates.

d. Recovery Strategies.

1) Periodic critical supply inventories with re-supply or supplementation from outside facilities, as needed.

2) Periodic staffing census with workload redistribution, as needed.

3) Close monitoring of patient census and bed status.

4) Decontamination.

6. External Notification Procedures.

a. Within VA.  VISN, VACO.

b. Other State and Federal Agencies.  Public Health Service, CDC, FBI, Federal Emergency Management Agency (FEMA), Department of Defense (DoD), Environmental Protection Agency (EPA), Occupational Safety and Health Administration (OSHA).  Notify OSHA within eight (8) hours of one (1) employee fatality, or three (3) employee hospitalizations resulting from a single incident.

c. Community Entities.  Neighboring hospitals, emergency response systems (police, firefighters, Emergency Management Services-EMS, 911 operators).

7. Specialized Staff Training.

a. Healthcare Provider Training - Recognition of clinical syndromes associated with smallpox, treatment protocols, CDC guidelines.

b. Infection Control Team Training - Passive and active surveillance systems for monitoring reportable infectious disease pathogens as outlined by the CDC.

c. Safety Specialist/Industrial Hygienist - N95 respirator usage.

d. Clinical Laboratories - Electron microscopy procedures for smallpox.

e. Social Work Service - Introductory training on smallpox presentations, risks, treatments, family implications, and follow-up.

f. Police and Security - Introductory training on smallpox risks, Personal Protective Equipment (PPE) recommendations.

g. Environmental Management Service Personnel - Introductory training on smallpox risks, decontamination of environments, bed-clothing management, PPE recommendations.

8. References and Further Assistance.
a. Public Health Service/Local, County, State Health Departments

b. Centers for Disease Control

c. Local FBI representatives

d.
Multiple Web Sites.

· CDC Bio-terrorism web site:

www.bt.cdc.gov
· US Army Medical Research Institute of Infectious Diseases.  Physician Handbook.

· For Management of Biologic Casualties:
www.usamriid.army.mil/education/
· Smallpox Recommendations from CDC (Advisory Committee on Immunization Practices)
http://www.cdc.gov/mmwr/preview/mmwrhtml/00050577.htm
· Textbook of Military Medicine

· CDC Bio-terrorism Response Plan http://www.bt.cdc.gov/Documents/Planning/PlanningGuidance.PDF
· Phone Numbers.

USAMRIID




1-301-619-2833

US Public Health Service


1-800-872-6367

Domestic Preparedness Information Line
1-800-368-6498

National Response Center


1-800-424-8802
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