Note to Contracting Officers

The cover letter to these procedures should include information similar to the following:  


1.  Pursuant to AFFARS 5352.223-9002, Requirement Affecting Contractor Personnel performing Mission Essential Services, this is notice that mission essential (ME) contractor personnel meeting certain criteria are hereby required to obtain the anthrax vaccination in accordance with the attached implementation instructions.  


2.  Criteria.  

     (a) Affected ME contractor personnel fall under Priority Group 2 of the Air Force Anthrax Vaccine Implementation Plan, September 2002 (U) (i.e., the Plan identifies Priority Group 2 as personnel assigned or deployed for greater than 15 consecutive days to designated higher threat areas (HTAs), primarily in Southwest Asia).

     (b) Priority Group 2 HTAs are identified in the USD Personnel and Readiness memo on (U) Revision of Priority 3 Anthrax and Stage 2 Smallpox Vaccination for Follow-On Forces, 14 Feb 03 (S).  This memo is posted at http://chembio.xo.af.pentagon.smil.mil/bio-anthrax.shtml (this classified website requires SIPRNET access).  

     (c) Although this requirement is primarily aimed at ME contractor personnel performing work for greater than 15 consecutive days in a HTA, the following additional information further expands the “15 consecutive day” requirement:  

This requirement may include ME contractor personnel who perform work in a HTA for greater than 15 days in a 12-month period (although not consecutive) if the Commander requiring the ME work requests and receives an exception for these services.  Contractors who feel a Commander should obtain this type of exception shall coordinate this action through the cognizant contracting officer.  Commanders send their requests for exception to HQ USAF/XON; approval authority is Assistant Secretary of Defense for Health Affairs.   

The cover letter should also (a) specify if all or a portion of the contract’s identified ME services are to be performed -- one method to accomplish this would be to specify what percentage (e.g., 25%, 33%, 50%, 75% or 100%) is to be performed, and (b) any other useful information or DoD guidance.
====================================================================

Implementation Instructions for Contractors:  Administrative Procedures of the Government-Furnished Anthrax Vaccine for “Mission Essential (ME) Contractor Personnel”

Pursuant to 5352.223-9002 -- Requirements Affecting Contractor Personnel Performing Mission Essential Services (MAR 2003), the following instructions outline procedures and information needed for providing anthrax vaccine to ME contractor personnel.  

References:  

1. (U) Air Force Anthrax Vaccine Implementation Plan, September 2002 (U)

2. (U) DEPSECDEF Memo on Reintroduction of the Anthrax Vaccine Immunization Program (AVIP), 28 Jun 02 (U)

3. (U) USD Personnel and Readiness Memo on Administrative and Clinical Execution Guidance for Reintroduction of the Anthrax Vaccine Immunization Program, 6 Aug 02 (U)

4. (U) USD Personnel and Readiness Memo on Policy on Administrative Issues Related to the AVIP, 6 Aug 02 (U)

5. (U) ASD Health Affairs Memo on Policy on Clinical Issues Related to Anthrax Vaccination, 6 Aug 02 (U)

6. (U) USD Personnel and Readiness Memo on Revision of Priority 3 Anthrax and Stage 2 Smallpox Vaccination for Follow-on Forces, 14 Feb 03 (S)

References 1 through 5 are available at: https://chembio.xo.hq.af.mil/bio-anthrax.shtml.  References 1 through 6 are available on the SIPRNET (classified access only) at: http://chembio.xo.af.pentagon.smil.mil/bio-anthrax.html
Vaccine Safety and Efficacy:

· The National Academy of Sciences and six panels of civilian scientists confirm that anthrax vaccine works and is safe.  In March 2002, the Institute of Medicine published a comprehensive report on the safety/efficacy of the anthrax vaccine entitled, “The Anthrax Vaccine: Is It Safe? Does It Work?”  (www.nap.edu/catalog/10310.html).  

· America’s best scientists, serving on a committee of the National Academy of Sciences, said that anthrax vaccine, “as licensed, is an effective vaccine for the protection of humans against anthrax, including inhalational anthrax, caused by all known or plausible engineered strains of Bacillus anthracis (the bacteria that causes anthrax infection).”  

· The vaccine has been licensed, uninterrupted, by the U.S. Food and Drug Administration (FDA) since 1970.  The FDA licensed vaccine schedule consists of doses at 0,2,4 weeks, then 6,12,18 months, followed by annual booster doses.  

Side Effects from the Vaccine:

· A burning sensation often occurs immediately after getting the anthrax vaccine and can last about a minute.  

· Like other vaccines, anthrax vaccine may cause soreness, redness, itching and swelling at the injection site.  

· Up to 30% of men and 60% of women report local reactions, but these usually last only a few days.  

· A lump at the site occurs commonly, up to 50% of the time, lasting for a few weeks.

· Additional vaccine information can be found at www.anthrax.mil.

Administrative and Medical Exemptions for Anthrax Vaccine:

1.  Personnel who qualify for medical or administrative exemptions from taking the anthrax vaccine series will not be vaccinated and will not be qualified for duty in a HTA for anthrax.  

2.  Employers shall not include personnel qualifying for administrative or medical exemptions on their list of ME contractor personnel.      
3.  Medical exemptions are granted by healthcare providers, military or civilian, who will determine if the medical exemption from anthrax vaccination is temporary or permanent.  Examples of medical exemptions include:  pregnancy, HIV infection, immunosuppressive therapy, and serious acute diseases. 

a.  The healthcare provider will provide ME contractor personnel with documentation that a temporary or permanent medical exemption is granted.  ME contractor personnel will provide this documentation to their employer, and the employer shall remove the individual from the list of ME contractor personnel.    

b.  Contractors may add individuals with temporary medical exemptions back to the ME contractor personnel list once the condition(s) (causing the temporary exemption) no longer exist(s).  

4.  The following approval levels are required for an exception to policy that would allow ME contractor personnel with temporary exemptions to remain on the list of ME contractor personnel and perform work in a HTA:

i) If preparing for deployment to a HTA, an exception shall be approved at the Numbered Air Force level.  

ii) If already deployed to a HTA, an exception shall be approved by the theater commander.  

Note:  If  an individual receives approval for an exception to policy from the proper approval authority listed above and then deploys to or remains in a HTA unvaccinated, this implies that the individual is willing to receive the anthrax vaccination series when the condition(s) (causing the temporary exemption) no longer exist(s) or in an emergency situation.  It is not recommended that unvaccinated ME contractor personnel deploy to or remain in HTAs since the availability of anthrax post-exposure prophylaxis (anthrax vaccine and antibiotics) cannot be guaranteed.  

Requirements that the Contractor Shall Perform

1.  Within (insert the number of days required to institute any necessary safety and health precautions) days after receipt of this notice, the Contractor shall provide a written list of the  “Mission Essential (ME) Contractor Personnel”affected by this notice to the Contracting Officer (i.e., this list may vary from “the list of all ME personnel” required by 5352.223-9002).  For Privacy Act purposes, the list should only identify names and country(ies) where each individual will perform work under this contract.  The CO will return this list with an annotation similar to the following:  

As of (date), (Contractor’s name) has identified the above individuals as “Mission Essential (ME) Contractor Personnel” under contract number (insert contract number).  On a nonreimbursable basis, the above listed individuals are authorized to receive the government furnished anthrax vaccination series and subsequent initial medical care at military medical treatment facilities (MTFs) for any potential adverse reactions.   Any questions related to this listing should be directed to:  (CO’s name, number, address).  (Signature of CO).

2.  Direct affected ME personnel to report to a military MTF or other DoD-designated immunization location(s) to receive a government furnished anthrax vaccination series and subsequent medical care for adverse reactions.

3.  Provide a copy of the “CO annotated” listing to each ME contractor employee and direct the employees to present the listing at the MTF in order to receive the vaccination.  Instruct  individuals to take existing immunization records with them to the MTFs.  As the individuals proceed through the vaccination series, they must provide proof of vaccination for each dose of anthrax vaccine received.  The following website provides information on many of the permanently located DoD MTFs:  http://www.tricare.osd.mil/mtf/Main.cfm.   

4.  Report changes in personnel designated as ME personnel.

5.  Track the physical location of non-immunized ME personnel working in HTAs in order to assist with notifying these personnel in case of emergency.

6.  As required by the Contracting Officer, report the status of ME personnel vaccinations.  Status reports shall, as a minimum, include the following details:  name, location, doses received, medical or administrative exemption status (if applicable).   The status reports shall also highlight changes from previously submitted reports.  Contractors have overall responsibility for tracking the vaccination status of their ME personnel--As such, it is imperative that the ME personnel report their vaccination status to their employers.  

7.  If needed, update workers compensation and third party liability insurance to cover this requirement.

MTF Procedures:

1.  MTF personnel will require the following in order to verify eligibility to receive the vaccination:

a.  A photo identification (e.g., driver’s license, passport, or other official government picture ID), and 

b.  “CO annotated” documentation from their employer that identifies them as a “ME contractor personnel authorized to receive the anthrax vaccination.”

2.  MTF personnel will provide educational material about the vaccine, including a vaccine schedule and information on what to do if person has an adverse event related to vaccination.  At a minimum, the DoD anthrax vaccine trifold brochure will be provided—See the following website for the brochure:  http://www.anthrax.mil/media/pdf/brochure.pdf.

3.  MTF personnel will respond to questions about the vaccine raised by the contractor personnel.

4.  MTF personnel will medically screen ME contractor personnel prior to vaccination.  Verbal screening between the individual and the immunization technician shall be conducted to identify potential medical exemptions.  Screening does not imply a physical exam or laboratory tests.

5.  MTF personnel will not vaccinate an individual whose medical screening process reveals a reason for vaccine deferral. MTF personnel will discuss vaccine deferral with the individual and will inform the individual if a temporary or permanent medical exemption from anthrax vaccination is warranted.  In some cases, the MTF may need additional information from the individual’s private healthcare provider in order to determine if a temporary or permanent medical exemption is warranted.  MTF personnel will provide ME contractor personnel with documentation of a temporary or permanent medical exemption from anthrax vaccination.  It will be the responsibility of ME contractor personnel to ensure receipt of the MTF documentation and to report the documented information to their employer.

6.  Individuals who have personal uncertainties about current health status will not be vaccinated and will be advised to (1) report back to their employers for disposition of the issue and (2) see a private healthcare provider (see Note below) in order to resolve any questions about current health status.  As an example, an individual with doubts about pregnancy or HIV infection should see a private healthcare provider to resolve these issues.  Once these issues are resolved, the individual can return to the MTF to start the vaccination process.  The Government will not provide pre-immunization tests (e.g. HIV or pregnancy tests) nor will the Government reimburse Contractors for pre-immunization costs incurred by personnel at private healthcare providers.

Note:  In special circumstances as specifically outlined in existing DoD contracts, the DoD may have an existing medical arrangement with the Contractor and, in these circumstances, the ME contractor personnel would see a military medical care provider for heathcare.  In most cases, however, ME contractor personnel will be advised to see a private heathcare provider.  In either case, however, initial medical evaluation and treatment for a possible vaccine reaction will be provided at a DoD MTF at no fee.
7.  MTF personnel will administer the vaccine IAW manufacturer’s directions and will use the FDA licensed dosing schedule (doses given at 0/2/4 weeks; 6/12/18 months; and annual boosters).

8.  MTF personnel will provide ME contractor personnel with documentation of vaccination (e.g., World Health Organization (WHO) approved documentation, an annotation in existing personal shot record, or some other form of documentation).

a.  It will be the responsibility of ME contractor personnel to ensure receipt of documentation and to report the receipt of the vaccination to their employer.

b.  If vaccinated at an Air Force MTF, the vaccination will be documented in the Air Force Complete Immunization Tracking Application (AFCITA).

9.  As needed, AFCITA data (i.e., name, whether or not vaccinated, exemption information, etc.) will be reported to AF Commanders.

Government-Furnished Medical Care for Adverse Reactions:

1.  MTFs will provide initial evaluation and treatment for any adverse reaction to the vaccine at no fee.  If the MTF evaluation discloses that the suspected reaction is not related to the vaccine, the individual will be advised to see a private healthcare provider for any further evaluation and treatment (see Note below).  In case of an emergency, individuals should report to the nearest medical facility, regardless whether facility is civilian or military.

Note:  In special circumstances as specifically outlined in existing DoD contracts, the DoD may have an existing medical arrangement with the Contractor and, in these circumstances, the ME contractor personnel would see a military medical care provider for heathcare.  In most cases, however, ME contractor personnel will be advised to see a private heath-care provider.  In either case, however, initial medical evaluation and treatment for a possible vaccine reaction will be provided at a DoD MTF at no fee.
2.  Secretarial designee authority shall be used, consistent with applicable Air Force policy, to allow for an initial assessment and any subsequently needed emergency care.  This use of Secretarial designee authority does not change the overall responsibility of the contractor under a workers’ compensation program for all work-related illnesses, injuries, or disabilities.  

Miscellaneous items:

1.  For ME contractors that have not yet deployed to a HTA, the anthrax vaccination series will be initiated prior to entry into a HTA.  Preferably, the first three doses will be administered prior to entry in order to attain a protective antibody level prior to a potential exposure to anthrax.  For ME contractor personnel already deployed to a HTA, vaccinations should begin as soon as possible.

2.  ME contractor personnel who initiate the anthrax vaccine series should continue the series/booster doses after leaving the HTA if they continue to perform ME services. 

3.  Contractors are encouraged to provide education about the vaccine prior to sending ME contractor personnel to MTFs to be vaccinated.  Recommend use of DoD and Department of Health and Human Services  (DHHS) materials to ensure accuracy and consistency:  

a.  http://www.anthrax.mil/media/pdf/brochure.pdf (anthrax vaccine trifold) 

b.  http://www.anthrax.mil
c.  http://www.bt.cdc.gov/agent/anthrax
d.  https://chembio.xo.hq.af.mil/bio-anthrax.shtml (this classified website requires SIPRNET access)
4.  If practical, ME contractor personnel will be allowed to attend commander’s calls that are aimed at distributing information about anthrax or the anthrax vaccine.  

5.  The AF will not provide legal advice to ME contractor personnel.

6.  As the anthrax vaccination program is expanded to other groups in the future, additional guidance will be issued.  Current Air Force guidance related to the anthrax vaccine program can be found at: https://chembio.xo.hq.af.mil/bio-anthrax.shtml and http://www.anthrax.mil.
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