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[bookmark: Misson][image: ]Mission and Vision


[bookmark: _Strategic_Plan_of]Navy Medicine – World Class Care…Anytime, Anywhere 
Naval Medical Research Unit No. 3 Mission
Study, monitor, and detect emerging and re-emerging disease threats of military and public health importance; develop mitigation strategies against these threats in partnership with host nations and international and U.S. agencies in CENTCOM, EUCOM, and AFRICOM areas of responsibility.
[bookmark: _Laboratory_Mission_Statement]Diagnostics Laboratory Mission
The Diagnostics Laboratory provides infectious disease diagnostic services, including clinical laboratory testing, analysis and interpretation to clinicians in the diagnosis and treatment of their patients in support of NAMRU-3’s mission.  The patients served are active duty military members and their dependents operating within the Middle East, Southwest Asia, Africa and Eastern Europe and U.S. Embassy mission members and their dependents.
[bookmark: Lab_Vision_Goals]Laboratory Vision Statement & Goals
To provide the best possible laboratory services to patients in support of the NAMRU-3's Mission. We will accomplish this by:

Goal 1	Achieving and maintaining College of American Pathologists (CAP) accreditation standards.

Goal 2	Providing consistent, reliable service through accurate, timely, and informative reporting of results.

Goal 3		Providing an enjoyable, safe, productive, and educational work environment.

Goal 4	Maximizing the efficient use of material and personnel resources.	




[bookmark: Lab_Structure][image: ]Laboratory Tests
[bookmark: _Laboratory_Organizational_Chart]
The following tests are performed by the Diagnostics Laboratory:
	Bacteriology
	Routine TAT

	Blood cultures and susceptibility
	5-15 Days

	Respiratory cultures and susceptibility
	4 Days

	Stool cultures and susceptibility
	4 Days

	Urine cultures and susceptibility
	4 Days

	Wound cultures and susceptibility
	4 Days

	Cerebral spinal fluid cultures and susceptibility
	5 Days

	MRSA Screen, Culture and susceptibility
	4 Days

	Immunology
	

	Cryptosporidium antigen
	2 Days

	Giardia antigen
	2 Days

	HAV antibody, IgM, non-RIA method
	2 Days

	HBc antibody, total, non-RIA method
	2 Days

	HCV antibody
	2 Days

	HBsAg
	2 Days

	Molecular Virology
	

	Influenza, nucleic acid amplification (FDA-app) *Seasonal and H5N1.  (H1N1 FDA-app not available at this time)
	2 Days

	Parasitology
	

	Pinworm prep
	2 Days

	Parasite ID from stool
	2 Days

	Parasite ID from blood
	2 Days






[bookmark: Hours_Operation][image: ]Hours of Operation


Normal Day Shift  The Diagnostics Laboratory normally maintains a 5-day, 45-hour work week. Working hours are from 0730 to 1630 hours, Sunday through Thursday.

Surge Capacity  The laboratory is fully staffed during normal working hours. However, during emergent events, the laboratory has capacity to perform testing 24 hours per day, 7 days per week.


[bookmark: Contact_Numbers][image: ]Contact Numbers


	Contact
	Phone
	Mobile

	Laboratory Director
	+39-095-56-4731
	Not Available

	Laboratory Coordinator
	+2-022-342-1375 ext. 333
	+2-012-171-6549

	Assistant Laboratory Coordinator 
	+2-022-342-1375 ext. 255
	+2-012-211-2571

	QA/QC Manager
	+2-022-342-1375 ext. 330
	+2-018-100-0071

	Bacteriology Section Head
	+2-022-342-1375 ext. 312
	Not Available

	Immunology Section Head
	+2-022-342-1375 ext. 341
	Not Available

	Molecular Virology Section Head
	+2-022-342-1375 ext. 452
	Not Available

	Parasitology Section Head
	+2-022-342-1375 ext. 310
	Not Available
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Ordering Tests 

Requests for Testing
Laboratory tests will be requested through Composite Health Care System (CHCS) or with an approved manual requisition (see Test Order Form). Laboratory request forms must be legibly written. The laboratory cannot accept verbal orders or orders from unauthorized health care providers (HCP) for laboratory testing.  The College of American Pathologists (CAP) requires that ALL laboratory test requests, whether prepared using CHCS or manually, include the following minimum information:

Patient's name/date of birth
SSN or other national or international identification
Date/time of collection
Requesting location
Name and contact information of requesting HCP
Test(s) requested
Specimen type
To ensure confirmation of receipt of all specimens, it is recommended that a copy of the Test Order Form is sent with the specimens and e-mailed (using encryption to protect identifiable patient information) to: lab-namru-cairo@med.navy.mil.
Priority of lab testing
The expected time for test completion is affected by testing priority and/or testing methodology.  The requesting provider assigns test priority, either routine or ASAP.  
ASAP Priority
This priority is used when a test result is necessary to provide immediate treatment for a patient.  The laboratory goal is to have ASAP testing initiated within four hours of receipt by the laboratory. ASAP turnaround time (TAT) is generally one day less than Routine TAT (see page 3)  The requestor will be notified of the results via phone when testing is completed.  

Routine Priority
The TAT on tests ordered "routine" is test method-dependent.  In general, TAT is greater for tests not performed daily or those that are batched.   It is understood that microbiology culture results take substantially longer to obtain (for routine TAT, see page 3).
Specimen Delivery/Labeling
All specimens should be delivered to the lab immediately after collection or preserved as appropriate for the test(s) requested.  Specimen collection containers must be labeled with the following information:

· Patient's full name
· Patient’s date of birth
· SSN or other national or international identification
· Date/time of collection 

If any specimens are labeled improperly, the provider will immediately be notified.
Specimen Rejection
The U.S. Naval Medical Research Unit No. 3 (NAMRU-3) Diagnostics Laboratory is unique among CAP-accredited laboratories. Samples are received from many various locations throughout the region, using very different collection methods and shipping protocols. It may be impossible to obtain additional samples in many cases for retesting. Therefore, the receiving and accessioning policy is that: ALL samples (whenever possible) will be tested. Even samples that normally would be rejected will be tested with appropriate documentation (Specimen Discrepancy Form) noting the sample condition upon arrival. If it is impossible to test the specimen (e.g., insufficient quantity, clotted blood), it will be rejected and a Specimen Discrepancy Form will be completed. Whenever a Specimen Discrepancy Form is generated (for tested or rejected specimens), the completed form will be sent to the provider for notification and educational purposes.

Changes in Test Procedures
When significant changes in test procedures and/or results interpretation and reporting occurs, a notice will be posted on the NAMRU-3 Diagnostics Laboratory website (http://www.med.navy.mil/SITES/NAMRU3/Pages/namru3.aspx) for at least three months subsequent to the change(s).


[image: ]

Collection, Storage and Shipping Guidelines

Blood Specimens – for Bacterial Culture

1. The following is the recommended procedure for collecting blood culture specimens:
a. Locate an appropriate vein to be drawn on the patient making certain that the place chosen is below any IV site where fluids are being infused. Disinfect skin area around site to be drawn using 70% isopropyl alcohol or betadine. Let area air-dry! DO NOT DRY AREA BY EITHER TOUCHING OR USING GAUZE.
b. Remove plastic cover from TOP of the blood culture vial. Using 70% isopropyl alcohol wipe the exposed top of the blood culture vial. DO NOT USE BETADINE OR IODINE IN THIS STEP.
c. Using a needle and syringe draw a minimum of 5-10 ml (or 2-3 ml from pediatric patients) of blood from the prepared disinfected area on the patient. Inoculate blood specimen into the blood culture vial. 
d. Label the inoculated BACTEC bottle (or equivalent) with the patient information.
e. Transport inoculated BACTEC bottle (or equivalent) to the laboratory.  If immediate delivery is not possible, incubate at 37°C for a maximum of five days.
f. Transport to the laboratory may be at ambient temperature. The total time of incubation and transport should not exceed five days.
2. All specimens submitted must be received in a sterile, BACTEC™ Blood Culture Vial (or equivalent) with a proper label (Note: Specimens without proper labels cannot be accepted and the provider will be notified).
3. The following amounts of blood will be accepted by the laboratory:
a. Adult patients: 5-10 ml
b. Pediatric patients: 2-3 ml


Blood Specimens – for Direct Parasite Detection

1. Blood for detecting parasites is obtained by either finger prick or venipuncture. If blood is obtained by finger prick, care must be taken not to squeeze tissue into the sample and risk diluting a possible light parasitemia below the level of detection. 
2. Blood samples for malaria are preferably collected without anticoagulants, but if anticoagulants must be used for other testing, films for reliable staining of malaria parasites should be made immediately (at least within 1 hour of collection). Trypanosomes and microfilaria are usually not affected by the use of anticoagulants. Although several anticoagulants have been used, EDTA (0.02 g /10 mL of blood) is recommended by most parasitologists for use with malaria parasites. Heparin (0.002 g /10 ml of blood) and sodium citrate (0.050 g/10 ml of blood) are often used in concentration procedures for trypanosomes and microfilaria.
3. Some parasites appear more frequently in the blood during certain periods than during others. To accommodate this, it is recommended that blood for detecting of parasites be collected as follows:
a. On admission or when first suspected of parasite infection.
b. If no parasites are found in the first sample, blood is collected every 6 to 12 h until a diagnosis is made or infection is no longer suspected (usually 3 to 5 days) – infection with a blood parasite cannot be ruled out by a single blood sample.
c. If either trypanosomes or microfilaria are suspected, each sample should be concentrated in an effort to detect low parasitemia.
d. The preparation and examination of blood for malaria should be considered an ASAP request.
e. Blood films for parasites should be made on clean, standard, glass microscope slides. All slides, even new “precleaned” ones, should be dipped in alcohol and polished with a lint-free towel to remove any grease or dirt before the preparations are made.
4. Ordinarily, when testing for blood parasites, two types of blood films are prepared: thin and thick films (see SOP # PARA-02.01). These can be made on the same microscope slide with the thin film on one end of the slide and the thick film on the other, or they can be made on separate slides. 
5. When malaria is suspected, the recommended procedure is to prepare a thin film on one slide, a thick film on another, and a combination of thin and thick films on a third slide. The thin film can be stained within a few minutes and will afford a quick diagnosis of malaria if the patient has a high degree of parasitemia; the thick film can be stained in a few hours and will afford a diagnosis of lighter infection; and the combination film is stained several hours later when the blood has dried longer, thus resulting in a better differential stain. The combination film is then used to verify the quick diagnosis and is kept as the permanent record. 
6. Though this three-slide procedure is recommended when malaria is suspected, it can be used for detecting all blood parasites.


Blood Specimens – for Antibody Testing 
1. Serum samples or EDTA, citrated or heparinised plasma samples may be used. 
2. Ensure that the serum samples are fully clotted and remove any visible particulate matter from the sample by centrifugation (according to Clinical and Laboratory standards Institute (CLSI) H03-A6, 2007).
3. Store samples at 2-8°C until tested. Samples not tested within 72 hours of collection should be separated from the clot or cell pellet and stored frozen (–20°C). 
4. Frozen (–20°C) samples should be tested within 18 months of initial storage. Avoid multiple freeze-thaw cycles. 
5. After thawing, ensure samples are thoroughly mixed before testing.

Cerebral Spinal Fluid Specimens – for Bacterial Culture
1. Collection: CSF should be submitted in a sterile, leak-proof tube with proper labeling. 
2. Transport: If possible, transport specimen IMMEDIATELY to the laboratory (DO NOT REFRIGERATE) – if transport to the laboratory is not immediately possible, inoculate the CSF into a Trans-Isolate Medium (TIM) bottle and incubate at 35-37°C (not more than 5 days) until transport.
3. Transport: Transport to the laboratory may be at ambient temperature. The total time of incubation and transport should not exceed five days.


Respiratory Tract Specimens – for Bacterial Culture (including the MRSA Screen) or Molecular Diagnostics Procedures

1. Upper respiratory tract (URT) specimens include the following:
a. Throat (oropharyngeal/tonsillar) swabs
b. Oral or nasal abscesses
c. Sinus cavity swabs (nasopharyngeal swabs, drainage, washings and irrigations)
d. Swabs from sphenoid mucosa and any site in the oral cavity.
2. Lower respiratory tract (URT) specimens include the following:
a. Expectorated sputa
b. Tracheal aspirates and endotracheal tube samples
c. Bronchial lavage
3. Specimens submitted should be collected in a sterile container/swab (Note: For molecular diagnostic testing, dacron-tipped swabs will offer the most sensitive testing. Cotton tips and wooden applicators may inhibit the PCR diagnostic processes.)
4. Where possible, specimens should be transported immediately to the laboratory – if impossible, store and ship specimens frozen (preferably ≤ -70°C). Though storage and shipping at -20°C is acceptable, testing sensitivity may wane over time in these conditions.


Respiratory Tract Specimens – for Influenza, nucleic acid amplification (FDA-app) *Seasonal and H5N1

1. Aspirates and washes containing secretions from the nasopharyngeal epithelium provide the best specimens for direct specimen testing since they will contain large number of epithelial cells.
2. Aspirates should be diluted with equal volumes of viral transport medium (VTM) contained in a centrifuge tube.
3. Swabs from nasal, throat nasopharyngeal areas often contain sufficient numbers of columnar epithelial cells.
4. Specimens (in VTM) may be stored for 48 hours at 2-8°C or for up to 6 months at -20°C prior to testing.


Stool Specimens – For Bacterial Culture

1. The ability to detect and identify intestinal pathogens and parasites (particularly protozoa) is directly related to the quality of the specimen submitted to the laboratory. The following guidelines are recommended to ensure proper collection to the highest possible recovery of pathogenic organisms:
a. Collection of specimens for laboratory studies must be preformed prior to radiological studies or at least six full bowl movements after studies involving lower colon preparation with enemas, soaps or radio-opaque media. Other substances which may interfere with the recovery of the offending organism may include: mineral oil, bismuth, non absorbable antidiarrheal preparations, anti-malarials and some antibiotics. In order to rule out bacterial infection in GI disease, up to three serial specimens should be submitted for culture. A single, negative sample is not adequate to completely rule out bacterial infection.
b. Fecal specimens must be collected in clean, wide mouthed container. The specimen must be free from external contaminants such as urine, toilet water, soap residue and paper. It is suggested that a disposable plastic lining be placed so that defecation only is trapped on it. The ideal bowl movement is the first movement of the day. The sample should be collected from the middle of the stool with a wooden or plastic spatula.
c. Rectal swabs submitted on a culturette are acceptable as an alternate to stool samples for the recovery of enteric pathogens. Swabs are only acceptable if a stool specimen cannot be obtained.
2. If stool specimens cannot be transported to the laboratory immediately (within 4 hours): Refrigerate (4°C) during storage and shipment, OR; place a swab or aliquot into Cary-Blair medium and store/transport at ambient temperature.


Stool Specimens for Direct Parasite Detection

1. Any fresh or preserved stool specimen that has not been refrigerated is acceptable. 
2. Trophozoites within preserved specimens will not exhibit motility, thus some identification will not be possible in this procedure using preserved (10% formalin, sodium acetate-formalin acetic acid) specimens.


Pinworm Detection Preparation

1. The specimen is collected from the skin of the perianal early in the morning, before the patient has bathed or used the toilet. 
2. Preparations should be taken for at least 4 to 6 consecutive days with negative results before a patient is considered free of pinworm infection.
3. Specimens can be collected on commercially available ‘pinworn paddles’ or as follows (Note: specimens may be kept at room temperature for up to 48 hours before testing):
a. Place a strip of clear cellulose tape (adhesive side down) on a microscope slide as follows: starting ca. 1.5 cm from one end, run the tape toward the same end, and wrap the tape around the slide to the opposite end. Tear the tape even with end of the slide. Attach a label to the tape at the end torn flush with the slide.
b. To obtain a sample from the perianal area, peel back the tape by gripping the labeled end, and, with the tape looped (adhesive side outward) over a wooden tongue depressor that is held firmly against the slide and extended about 2.5 cm beyond it, press the tape firmly several times against the right and left perianal folds.
c. Smooth the tape back on the slide, adhesive side down.
d. Label with patient name and date.
e. Submit the tapes and slides to the laboratory in a plastic bag.


Stool Specimens for Parasite Antigen Tests

1. Stool specimens may be used that are unpreserved (see above) or in preservation media of 10% formalin.  
2. Unpreserved specimens should be kept at 2-8°C and tested within 24 hours of collection or stored frozen (-20°C) until testing.  
3. Frozen specimens (-20°C) and preserved specimens (room temperature) may be tested up to 18 months after collection.





Wound Specimens for Bacterial Culture

1. Specimens must be collected in a sterile container, with or without a swab - for most infections, tissue or aspirated material is optimal for the isolation of infecting organisms. 
2. Material aspirated with needle and syringe is greatly preferred to that collected on swabs.
3. For transport to the laboratory, a support transport medium should be used that is specific to the environment, nutritional needs and any other prerequisites in agreement with established guidelines (e.g. Stuart’s Transport Medium, Transport Medium Amies).
4. If anaerobic cultures are required and transport will be delayed, a separate anaerobic collection and transport device is required.
5. The site of collection must be indicated to ensure that the specimen is properly planted. A preliminary diagnosis or special considerations may also be indicated on the test request form.
6. Superficial specimens
a. External skin lesion swab
b. Skin scrapings
c. Exudate/drainage
7. Invasive specimens
a. Surgical sample
b. Biopsy
c. Curettage
d. Aspirates


Urine Specimens for Bacterial Culture

1. A fresh urine sample must be collected in a sterile container and promptly transported to the laboratory, to allow the best chance for recovery of bacteria. Specimen types include: clean catch, catheter, and suprapubic tap.  
2. Specimens should be collected in a sterile container -  do not use previously used, cleaned containers due to potential bacteriocidal action of soaps, tap water residue and other uncontrolled contaminants.
3. If the specimen cannot be delivered to the laboratory within one hour of collection, refrigerate the specimen at 2-8°C for up to 48 hours to limit contaminant bacterial proliferation. A first morning void is optimal. Random specimens are acceptable.
4. The minimum sample volume should be 1 ml.
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