Guidance for environmental sampling using the Hand Held Assay  for Bacillus SPECIes including anthrax – 2 Nov 01

1. This document provides guidance for the use of the hand held assay (HHA) for bacillus bacteria, including Bacillus anthracis (which causes anthrax).  The  HHA is a rapid screening test for certain Bacillus species.  This device is intended to be used for sampling visible substances and not for detecting non-visible low-level residual contamination.  The device is useful in incidents where a visible substance – such as a powder – could possibly be anthrax spores.  It is not for clinical sampling, i.e. samples from biological specimens such as nasal swabs.  It does not detect chemical agents or radioactive material. 

2. This document does not address the Incident Command System; personal protective equipment and respirator selection; entry and egress from the area to be sampled; precautions in the sampling area; decontamination procedures; and sample shipping and storage procedures.  This guidance covers:

a. Sample collection using the HHA. 

b. Interpreting results with the HHA.

c. Confirmatory testing.

d. HHA results reporting.

3. Sample collection using the HHA.  Each HHA kit includes one vial of buffer solution, the HHA device itself, and an instruction sheet.  Pre-packaged sterile swabs, small sealable plastic bags, and a timer or wristwatch are not included in the kit and must be obtained separately.  Sample collection and use of the sampling kit is as follows:

a. Use pre-packaged sterile swabs to sample the desired powder or substance.

b. Swab the desired substance using two swabs.  Place one swab in a clean, dry sealable plastic bag and record where obtained.  This is for confirmatory testing.
c. Unscrew the cap of the solution bottle.  Using the cap, pop off the dropper tip of the bottle, carefully retaining the tip in the cap. Place the second swab in the container and soak the tip in the solution.  Lift the tip of the swab off the bottom of the bottle, and carefully break off the swab handle against the lip of the bottle.  Replace the dropper tip onto the bottle, using the bottle cap.  Snap the dropper tip firmly onto the bottle.  Screw on the cap.  Shake, and wait five (5) minutes. 

d. When ready for application, open the package and examine the small desiccant packs.  Use the HHA only if the desiccant packs are blue.  If the desiccant packs are pink the assay kit is not suitable for use.   

e. The HHA has a sample “S” well at one end for adding drops from the buffer solution.  Add five (5) drops of sample to the well of the HHA using the dropper bottle, then seal the bottle with its cap.

f. Begin timing as soon as the 5th drop is placed in the well.  Read the HHA at 15 minutes.  Reading the assay before or after 15 minutes can give a false reading.

g. The HHA has control “C” and test “T” windows.  If a pink or red line develops in both the “C” and “T” windows, the test is considered “positive.”  If a pink or red line develops only in the “C” window, the test is considered “negative.”  If a pink or red line does not develop in the “C” window, the test is not valid and must be repeated using a new HHA.  NOTE:  Count any pink or red line, no matter how faint, as present.

h. Place the HHA, sealed sample buffer bottle (with the swab inside) inside another sealable clean, dry plastic bag.  Record the results for all HHA samples noting:  "positive" or "negative", exact location, including room number, where the sample was taken.

4. Interpreting results. The results from the HHA can assist in evaluating the likelihood that a suspicious substance actually contains Bacillus anthracis.

a. A positive result from the HHA is strong evidence for the presence of Bacillus bacteria, not necessarily anthrax.  This device gives a positive test for certain Bacillus species, such as Bacillus cereus, Bacillus thuringensis, and Bacillus anthracis.  Confirmatory testing is required when the HHA is positive.  However, when dealing with a suspicious substance, it is reasonable to assume the presence of Bacillus anthracis, pending results of confirmatory testing.

b. A negative result from a visible sample using the HHA strongly suggests that Bacillus species, including anthracis, are not present in the swabbed sample in significant amounts.  Confirmatory testing is still required, as there may be very low levels of Bacillus anthracis present. 

c. The HHA results should not be used alone in deciding how to proceed.  The following factors must also be considered in deciding whether to use the HHA, and in deciding how to proceed after a result is obtained: 

1) Known or suspected cases of anthrax in nearby persons.

2) Known or existing “positive” samples in the local area.

3) Specific threats of anthrax exposure, or other suspicious circumstances.

4) Operational or health care system impact of possible exposure.

d. Decision-making should always be in coordination with appropriate law enforcement officials (federal, state, local), medical personnel, and hazardous materials officials.

6.  Confirmatory testing.  It is important to develop a plan for obtaining confirmatory testing in advance of using the HHAs. 

a. In the U.S., the level B labs of the Laboratory Response Network (LRN) of the CDC can be used for confirmatory testing of environmental substances.  NEPMU-5 is such a lab.  The state or local public health laboratory may be the LRN "B" lab, or will be able to tell you where the nearest one is.

b. Most Navy medical treatment facility labs are level A, and are not equipped to perform testing of environmental susbstances for anthrax.  However, level A laboratories have a level B laboratory identified for referral purposes, and thus should be able to identify an appropriate lab. 

c. OCONUS, identifying a lab for this testing may be more difficult.  There may be a host nation public health lab capable of confirmatory testing.  

d. Close coordination with law enforcement officials, such as the FBI, NCIS, is required.

7. HHA results reporting.  Report results of HHA testing immediately to the incident or on-scene commander, whether military or civilian, and to local medical and public health officials.
8. Further guidance can be obtained from the regional NEPMU.
a. NEPMU-7 Sigonella, Italy:  Phone 001-39-095-56-4101;  FAX 001-39-095-56-4100 

DSN prefix  624-; E-MAIL nepmu7@nepmu7.sicily.navy.mil
b. NEPMU-6 Pearl Harbor, HI:  Phone (808) 473-0555;  FAX (808) 473-2754; 

DSN prefix   473-; E-MAIL nepmu6@nepmu6.med.navy.mil
c. NEPMU-5 San Diego, CA:  Phone (619) 556-7070;  FAX (619) 556-7071; 

DSN prefix  526-; E-MAIL  nepmu5@nepmu5.med.navy.mil
d. NEPMU-2 Norfolk, VA:  Phone (757)-444-7671;  FAX (757) 444-1191; 
DSN prefix  564-; E-MAIL  nepmu2@nepmu2.med.navy.mil
