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Laboratory Guidance for Handling Specimens from Patients with or Suspected of having Viral Hemorrhagic Fever

	
Policy Type:  Departmental
  Policy Owner:  Director of Laboratory Services
  Responsible Executive:  VP Operations
	
Policy Contact:  Dir. of Lab., ext. 1787


Purpose or Reason for Policy

Purpose

The purpose of this policy is to provide guidance for laboratorians handling samples tested in the laboratory obtained from patients infected or suspected to be infected with a viral hemorrhagic fever (VHF).
Rationale
The two most common VHF infections are Ebola and Lassa fever. Currently, national and international health authorities are working to control a large, ongoing outbreak of Ebola involving areas in West Africa. A map of affected areas is available at www.cdc.gov/vhf/ebola/resources/distribution-map-guinea-outbreak.html.
Ebola hemorrhagic fever is a rare and deadly disease. The disease is native to several African countries and is caused by infection with one of the Ebola viruses (Ebola, Sudan, Bundibugyo, or Tai Forest virus). It is spread by direct contact with a sick person’s blood or body fluids. It is also spread by contact with contaminated objects or infected animals. The incubation period for Ebola HF is usually 8-10 days, but could potentially be as long as 21 days. The risk for person-to-person transmission of hemorrhagic fever viruses is greatest during the latter stages of illness when viral loads are highest. Ebola is not transmissible during the incubation period (i.e. before onset of fever).
Policy

VHF should be suspected in febrile persons who, within 3 weeks before onset of fever, have either: 

· Traveled in the specific local area of a country where VHF has recently occurred; 

· Had direct unprotected contact with blood, other body fluids, secretion, or excretions of a person or animal with VHF; or 

· Had a possible exposure when working in a laboratory that handles hemorrhagic fever viruses 

The likelihood of acquiring VHF is considered low in persons who do not meet any of these criteria. Even following travel to areas where VHF has occurred, persons with fever are more likely to have infectious diseases other than VHF (e.g., common respiratory viruses, endemic infections such as malaria or typhoid fever). Clinicians should promptly evaluate and treat patients for these more common infections while awaiting confirmation of a VHF diagnosis.
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Procedures

Specimen Collection 

A. Alert laboratory staff to the nature of the specimens prior to sending them to the clinical laboratory. Specimens should be properly labeled with “Possible Ebola” written on the specimen label. Hand-deliver the specimen to the laboratory – DO NOT USE THE PNEUMATIC TUBE SYSTEM FOR SPECIMEN TRANSPORT. The specimens should remain in the custody of designated laboratory personnel until testing is completed. Due to the potential risks associated with handling infectious materials, laboratory testing should be limited to the minimum necessary for essential diagnostic evaluation and patient care. (www.cdc.gov ) 

B. If Laboratory personnel are contacted for information regarding patient care, appropriateness for VHF testing, and/or optimal sample collection, advise the Clinician to: 

· Contact the 24-hour Epidemiology Line (State of N.C. Communicable Disease Branch) at: 919-733-3419 

· Laboratory personnel should contact: Dr. Ausley at 910-646-1056 

· Administration On-Call at 910-642-1756 

C. Standard, contact, and droplet precautions should be initiated. 
D. Caretakers should use barrier precautions to prevent skin or mucous membrane exposure of the eyes, nose, and mouth with patient blood or other body fluids, secretions (including respiratory droplets), or excretions. 

E. It is expected that all laboratorians and other healthcare personnel collecting or handling specimens follow established standards compliant with the OSHA bloodborne pathogens standard, which encompasses blood and other potentially infectious materials. This includes wearing appropriate personal protective equipment (PPE) and adhering to engineered safeguards, for all specimens regardless of whether they are identified as being infectious. 

F. Recommendations for specimen collection: full face shield or goggles, masks to cover all of nose and mouth, gloves, fluid resistant or impermeable gowns. Additional PPE may be required in certain situations. 

G. Specimen should be double bagged within a biohazard bag for transport 

Sample Management 
A. Specimens from suspected or confirmed VHF patients should be labeled “Possible Ebola” and hand-delivered to a person in Lab Processing. 

B. Lab Processing will notify all personnel within the laboratory. 

C. Recommendations for laboratory testing: full face shield or goggles, masks to cover all of nose and mouth, gloves, fluid resistant or impermeable gowns AND use of a certified class II Biosafety cabinet or plexiglass splash guard, as well as manufacturer-installed safety features for instruments. 
Laboratory Guidance for Handling Specimens from Patients with or Suspected of having Viral Hemorrhagic Fever

D. Routine laboratory testing includes traditional chemistry, hematology, and other laboratory testing used to support and treat patients. Precautions as described above offer appropriate protection for healthcare personnel performing laboratory testing on specimens from patients with suspected infection with Ebola virus. These precautions include both manufacturer installed safety features for instruments and the environment as well as PPE specified in the box above. 

E. When used according to the manufacturer’s instructions, Environmental Protection Agency (EPA)-registered disinfectants routinely used to decontaminate the laboratory environment (benchtops and surfaces) and the laboratory instrumentation are sufficient to inactivate enveloped viruses, such as influenza, hepatitis C, and Ebola viruses. 

F. Any testing requests for Malaria on a suspected Ebola patient will need to be sent to the NC State Lab for testing.  We do not have a negative pressure room to prepare the slides. 

G. After testing is complete, specimens will be double bagged and labeled as “Possible Ebola” for disposal.  
Referral Testing for Ebola Hemorrhagic Virus (EHV) 
Preferred Specimens for Ebola Testing 
A. A minimum volume of 4mL whole blood preserved with EDTA, clot activator, sodium polyanethol sulfonate (SPS), or citrate in plastic collection tubes can be submitted for EVD testing. Do not submit specimens to CDC in glass containers. Do not submit specimens preserved in heparin tubes. Specimens should be stored at 4°C. Specimens other than blood may be submitted upon consult with the CDC by calling the Emergency Operations Center at 770-488-7100. 
B. Standard labeling should be applied for each specimen. The requested test only needs to be identified on the requisition and CDC specimen submission forms. 

C. Several diagnostic tests are available for detection of EVD. Acute infections will be confirmed using a real-time RT-PCR assay (CDC test directory code CDC -10309 Ebola Identification) in a CLIA-accredited laboratory. Virus isolation may also be attempted. Serologic testing for IgM and IgG antibodies will be completed for certain specimens and to monitor the immune response in confirmed EVD patients (#CDC-10310 Ebola Serology). 

D.  Lassa fever is also endemic in certain areas of West Africa and may show symptoms similar to early EVD. Diagnostic tests including but not limited to RT-PCR, antigen detection, and IgM serology may be utilized to rule out Lassa fever in EVD-negative patients. 

Acceptable Samples for Testing by CDC

	Specimen Type
	Quantity
	Testing
	Transport

	Whole Blood EDTA or citrate
	3 mL
	Culture, PCR, Serology
	Refrigerated (4°C), placed on cold packs if shipment is to be received within 72 hrs.  Specimens should be shipped as a Category A substance using UN 2814 guidelines.
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____________________________________________________________________________________

For consultation on specimen collection and packaging, contact the North Carolina State Laboratory of Public Health (NCSLPH) Bioterrorism and Emerging Pathogens (BTEP) Unit at 919-807-8600. _____________________________________________________________________________________

A. Specimens collected for EVD testing should be packaged and shipped without attempting to open collection tubes or aliquot specimens. Specimens for shipment should be packaged following the basic triple packaging system which consists of a primary receptacle (a sealable specimen bag) wrapped with absorbent material, secondary receptacle (watertight, leak-proof), and an outer shipping package. 

Packing instruction 620, IATA guidelines for Category A.
The following steps outline the submission process to CDC 

A. Hospitals should follow their state and/or local health department procedures for notification and consultation for Ebola testing requests and prior to contacting CDC. 

B. NO specimens will be accepted without prior consultation. For consultation call the EOC at 770-488-7100. 

C. Contact your state and/or local health department and CDC to determine the proper category for shipment based on clinical history and risk assessment by CDC. State guidelines may differ and state or local health departments should be consulted prior to shipping. 

D. Email tracking number to EOCEVENT246@CDC.GOV. 

E. Do not ship for weekend delivery unless instructed by CDC. 

F. Ship to: 

Centers for Disease Control and Prevention 

ATTN STAT LAB: VSPB, UNIT #70 

1600 Clifton Road NE 

Atlanta, GA 30333 

Phone 770-488-7100 
G. Include the following information: your name, the patient's name, test(s) requested, date of collection, laboratory or accession number, and the type of specimen being shipped. 

H. On the outside of the box, specify how the specimen should be stored: refrigerated or frozen. 

Other Miscellaneous Referral test requests 

A. Specimens are tested on a case-by-case basis by the appropriate department. Consult with the Laboratory Medical Director or designee before proceeding with any referral clinical testing. Most reference laboratories will not accept EHV specimens. 
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Disinfection of Contaminated Areas 

A. Notify supervisory staff of any spills or breaks in policy. Also, contact Infection Control. 
B. Environmental surfaces or inanimate objects contaminated with blood, other body fluids, secretions, or excretions should be cleaned and disinfected using standard procedures. (www.cdc.gov/ncidod/hip/enviro/guide.htm ).  Disinfection can be accomplished using a U.S. environmental Protection Agency (EPA)-registered hospital disinfectant or a 1:100 dilution of household bleach (1/4 cup bleach to 1 gallon water). For grossly soiled surfaces, (e.g., vomitus or stool), use a 1:10 dilution of household bleach. Soiled linens should be placed in clearly labeled leak-proof bags at the site of use transported directly to the soiled linen holding area. 
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Forms/Instruction
BTEP Specimen Submission Form NC State Lab Submission Form  DHHS510
(http://slph.ncpublichealth.com/Forms/DHHS-5010-BTEmergingPathogens-0313.pdf)

CDC 50.34 DASH Form (http://slph.state.nc.us/Forms/CDC-Dash-NCSLPH-013114.pdf)

Viral Special Pathogens Branch Diagnostic Specimen Submission Form

(http://www.cdc.gov/ncezid/dhcpp/vspb/pdf/specimen-submission.pdf)
Ebola Hotline:  1-800-222-1222
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