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Microbiology Panel Agenda:

	     26 FEB 02
	  Schedule
	 Presenter/Facilitator



	0800-0815
	Introduction/Welcome

Administrative Remarks


	

	0815-0830
	JRCAB overview and Introduction to DEPMEDS. Panel Objectives.
	

	0830-0915
	      Air Force Microbiology        

    Augmentation Set for EMEDS

     FFBAT and use of -RAPID

    
	   

	0915-1000
	    Army Microbiology Set M403 – 

    Review of Army Micro Panel  

    Recommendations
	   

	1000-1015
	Break


	

	1015-1130
	Review of Requirements.

Review of DEPMEDS D325 Microbiology Augmentation Set with open discussion
	    

	1130-1230
	     Lunch


	

	1230-1500
	Review of DEPMEDS D325 Microbiology Augmentation Set with open discussion. Review CSG’s
	

	1500-1600 
	Summary of Recommendations for D 325, and related CSG’s
	    

	   27 FEB 02
	Schedule-TBD
	  Facilitator



	0800-1600
	     Discussion to continue, as needed
	


Introduction:

The Joint Readiness Clinical Advisory Board (JRCAB) serves as an executive-level body responsible to support the Department of Defense (DoD) medical readiness mission by enhancing Service medical department cooperation, interoperability, and operational flexibility, while achieving efficient health service support and conservation of resources.  The Board reports to the Medical Health Systems Executive Committee (MHSEC).  The JRCAB (formerly the Defense Medical Standardization Board), is governed by DoD Instruction 6430.2, with responsibilities outlined in its Charter through ASD (HA).

The JRCAB is chartered to convene and guide joint service Subject Matter Expert (SME) panels in the process of developing and maintaining jointly recommended medical materiel, grouped in Medical Materiel Sets (MMS’s), for in-theater medical care.  The patient condition (PC), clinical treatment brief (TB) and the medical materiel serve as the modeling constructs for the Task, Time, and Treater Database (TTT).  The panels review and validate:

a. Defined patient conditions (as applicable)

b. Required clinical treatment briefs to medically address patient conditions by level of care (as applicable)

c. Specific medical materiel sets (to include equipment) needed to undertake the clinical treatment

The criteria for selection/standardization of Deployable Medical Systems (DEPMEDS) materiel will be the consensus of the quad Services clinical subject matter experts.  The JRCAB staff will obtain national Stock Numbers (NSNs) for all jointly selected, standardized, medical materiel for in-theater medical care.  Following NSN assignment, the medical materiel will be catalogued into the DEPMEDS database, and maintained by the JRCAB staff.

Scope:

Established patient conditions, clinical treatment briefs and their associated Task, Time and Treater database form the core of our medical readiness planning for the first three levels of in-theater care.  Joint Vision 2010/2020 changes the emphasis to essential care in theater (from definitive care in theater) with emphasis on greater medical evacuation of the stabilized patient.   In addition medical assets are required to be lighter and occupy a smaller footprint.  Recently clinical specialists and subject matter experts have reviewed these databases to keep pace with developing military doctrine/policy, advanced technology, and treatment protocols.

Rapid identification and testing techniques have revolutionized the Microbiology field over the last several years.  To ensure that the best technology, equipment and support items for microbiology in support of deployed medical care (for all the Services) is current, a Microbiology-specific panel is being convened from 26-28 February 2002.

Objectives of Microbiology Panel:

In light of the many changes following JRCAB’s recent panel reviews of the Patient Conditions, Treatment Briefs and the Task, Time Treater file, the microbiology panel must be able to ensure, as best as possible or practical, that the identified requirements are met. Some of the objectives toward that end will include:

a. Capability for Essential Care, with an emphasis on new rapid testing techniques. This should include culture, identification and susceptibility testing or equivalent, as appropriate or necessary. Point of Care testing should be considered.

b.  Reduced weight and cube for the MMS(D 325), resulting in a smaller footprint.

c. Capability to operate in a variety of environments, with consideration for the best support/sustainability feasible for reagents, supplies and maintenance of equipment.

At the completion of the meeting, the panel will make a decision for incorporation of the recommended changes into DEPMEDS.  Minutes of the panel meeting will summarize the recommendations, and upon subsequent endorsement of the voting panel members, they will be forwarded to the Clinical Review Group (CRG), and the Flag Board for final review and approval.

Service Capability based on Specific Level of Care

	      Capability

Service 
	Biological Warfare
	Level 1
	Level 2 
	Level 3

	
	Biological Identification /Special Diagnostic
	First Response
	Forward Resuscitative Surgery
	Theater Hospital

	Army
	Area Medical Laboratory (AML)
	Self Aid/Buddy Care

Combat Lifesaver

Combat Medic

Battalion Aid Station
	Forward Main Support BN

Medical CO (Division)

Area SPT Medical BN (Corp)

Forward Surgical Teams
	Combat Support Hospital

Field Hospital

General Hospital

Blood Bank Platoon, MEDLOGBN

	Navy 
	Forward Deployable Lab (FDL)
	Self Aid/Buddy Care

Navy Corpsman
	Surface Combatant Ships and Submarines

CRTS
	Fleet Hospitals

T-AH

	Air Force
	Theater Epidemiology Team (TET)-(public health surveillance)

Biological Augmentation Team (BAT) (microbiological/biological agent testing)
	Self Aid/B uddy Care

Squadron Medical Element
	EMEDS
	EMEDS

	Marine Corps
	
	Self Aid/Buddy Care

Navy Corpsman
	Battalion Aid Station or Wing SPT Aid Station

Surgical Company
	


Laboratory Test Requirements --  Based on Level of Care

	BioWarfare
	Level 1
	Level 2
	Level 3

	No Patient Diagnostic Care  Requirements
	No DEPMEDS Laboratory Test Requirements
	Arterial Blood Gas (ABG)

*Alcohol

ALT (SGPT)

Amylase, Serum

AST (SGOT)

Bilirubin Total, Serum

Blood Drawing,Venous

Blood Gas Estimation

BUN

*CBC w/differential

*Chlamydia Identification
*Cholinesterase (RBC)

*CPK w/iso-enzymes (CKMB, Troponin I)

Creatinine

CSF w/Diff, Glucose, Protein, Culture

Culture and Sensitivity (C&S)

Culture, Throat
*Dilantin (Phenytoin)

*Drugs of Abuse 

Electrolytes (Na,K,Cl,CO2)

Fecal Leukocytes

Feces for Ova, Cysts & Parasites
Fresh Frozen Plasma (FFP)

*GC Identification
Glucose

*Gram Stain
HCG (Urine, serum)

Hematocrit

Hemoglobin

*KOH

Occult Blood (Guiac)
Malaria smear (Thick and Thin)
*Myoglobin

Partial Thromboplastin Time (PTT)

Protein, Total Serum

Prothrombin Time (PT) w/INR

Red Blood Cells (for  transfusion)

*Sedimentation Rate         

Stool Culture
*TSH

Urinalysis w/specific gravity

Wet Prep (Amoeba)
	ABO/Rh

Arterial Blood Gas (ABG)

Acid Fast Bacteria (AFB Smear)
*Alcohol

Alkaline Phosphatase 

ALT (SGPT) 

Amylase, Serum

Anaerobes, Identification

*Anthrax, rapid ID 
ASO Titer

AST (SGOT) 

Bilirubin Total, Serum

Blood Drawing Venous

BUN Level

Calcium Level

Chlamydia  Identification
Cholesterol, Total

*Cholinesterase (RBC)

CBC w/differential

*CPK w/iso-enzymes (CKMB, Troponin I)

Creatinine Level, Serum

Culture and Sensitivity (C&S)  

C & S,  Blood Sputum,Wound,Throat,Stool, Urine
CSF w/Diff, Glucose, Protein, Culture
*Dilantin (Phenytoin)

*Drugs of Abuse

Electrolytes (Na, K, Cl, CO2)

Fecal Leukocytes
Feces for Ova, Cysts and Parasites
Fibrinogen Level and Fibrin Split Products

Fresh Frozen Plasma (FFP)

GC Identification
*GGT

Glucose

Gram Stain
HCG  (Urine, serum)

Hematocrit 

Hemoglobin

HIV, Serum
KOH
*Irradiated Blood products (?)

*Magnesium

Malaria smear (Thick and Thin)

Mononucleosis Spot Test
*Myoglobin

Occult Blood (Guiac)
Partial Thromboplastin Time (PTT)

*Pathology tissue exam 

*Phosphorus

Platelets

Protein, Total Serum

Prothrombin Time (PT) w/ INR

Red Blood Cells (for  transfusion)

RPR Test, Syphilis
*Thiodiglycol

Triglycerides

*TSH

Type and Cross for Blood (T&C)

Tzanck Smear
Urinalysis w/specific gravity

Viral Culture

    Wet Prep (Amoeba)


*  New requirements since last Lab Panel-May 1999;  Microbiology Requirements -- shaded
LEVELS OF CARE

Level I.   Level I care consists of care rendered at the unit level. It includes self-aid, buddy aid, and combat lifesaver skills, examination, and emergency lifesaving measures such as the maintenance of the airway, control of bleeding, prevention and control of shock, splinting or immobilizing fractures, and the prevention of further injury.  Treatment may include restoration of the airway by invasive procedures; use of IV fluids and antibiotics; and the application of splints and bandages. These elements of medical management prepare patients for RTD or for transportation to a higher level of care. Supporting medical units are responsible for coordinating the movement of patients from supported medical facilities.

Level II.   At a minimum, Level II care includes physician-directed resuscitation and stabilization and may include advanced trauma management, emergency medical procedures, and forward resuscitative surgery. Supporting capabilities include basic laboratory, limited x-ray, pharmacy, and temporary holding facilities. Patients are treated and RTD, or are stabilized for movement to a MTF capable of providing a higher level of care. Surface or air movement is coordinated for transfer to a facility possessing the required treatment capabilities. Level II is the first level where Group O liquid packed red blood cells will be available for transfusion.

                 Level III.  Care is administered that requires clinical capabilities normally found in a 

                 facility that is typically located in a reduced-level enemy threat environment. The facility    

                 is staffed and equipped to provide resuscitation, initial wound surgery, and postoperative 

                 treatment; and may also provide the first step toward restoration of functional health.
Level IV.   In addition to providing surgical capabilities found at Level III, this level also provides rehabilitative and recovery therapy for those who can RTD within the theater patient movement policy. This level of care may only be available in mature theaters.

Level V.   Level V definitive care includes the full range of acute convalescent, restorative, and rehabilitative care and is normally provided in CONUS by military and Department of Veterans Affairs hospitals, or civilian hospitals that have committed beds for casualty treatment as part of the National Defense Medical System. On occasion, OCONUS military or allied and/or host nation hospitals in CINC-approved safe havens may also be used. This level may include a period of minimal care and increasing physical activity necessary to restore patients to functional health and allow them to RTD or to a useful and productive life.

—Joint Publication 4-02,  July 2001
Panel Evaluation of Requirements

Panel members reviewed and commented on the Microbiology-specific requirements as listed on page 10.  The requirements are continually updated from the Treatment Briefs (clinical treatment protocols) which are specific to, and support the Patient Conditions listed in the Task, Time, Treater (TTT) database. As medical panels convene, and the TTT is updated, then any new requirements are added for consideration by future panels. 

Since the Microbiology Augmentation Set (D325) is for Level 3 support only, this panel concerned themselves only with the requirements as listed under Level 3.  Level 2 Microbiology support will be evaluated during the next general Laboratory panel tentatively scheduled for later this year, and will most likely be a consensus recommendation of this panel’s Microbiologists to the Laboratory panel for consideration.

With the improvements and recommendations listed in the section that follows, all major requirements can be met. Exceptions (with explanation) follow:  

--Acid Fast Bacilli (AFB) smear—current Joint planning policy and probable time frames for patients’ length of stay at Level 3, does not support providing capability to do the AFB smear. In addition, the level of training, experience and expertise required to perform the smear properly (to include digestion, concentration and proper screening technique) is not likely to be available at most locations, and varies widely with the individual skills of the laboratory technician and Microbiologist.   

--Anaerobic Identification—presumptive ID only will be provided. The additional equipment, supplies and time needed to provide definitive identification of anaerobes would not be practical given the objectives for downsizing the footprint of the MMS. Antimicrobic susceptibility testing of anaerobes has been omitted because empiric therapy is usually effective, and there is no simple susceptibility test procedure for anaerobes.

--Chlamydia Identification— not practical yet given the technical requirements for testing. Additionally, consideration was given to adding a Chlamydia transport culturette to the supply list but the swab type is specific to a given test procedure.  
--Fecal Leukocytes—not viewed as very useful to the clinician because it does not provide differentiation as to the cause of the diarrhea.  A patient with diarrheal disease will be treated empirically and a culture will be ordered if the diarrhea persists. 
--Tzanck smear— is not practical or appropriate given the requirements for sample preparation, staining, microscopic examination and interpretation. Physicians can normally diagnose herpes infections empirically, that is, simply by looking at the type of blisters and ulcers, and their distribution on the person's body.
--Viral culture—not practical given the technical requirements for culture. A culturette/transport swab can be added for forwarding to more definitive laboratories for work up and identification, but these would all be CONUS-based.  Limited identification of Influenza virus and HIV will be provided by rapid non-culture tests.

All other requirements are considered appropriate and achievable through current technology appropriate to use in the field.  With the recommendation to adopt use of the Microscan system (Autoscan 4) supplemented with additional rapid identification techniques (latex agglutination, colorimetric, etc.), there will be marked improvement in the ability to identify and treat microbial diseases without a corresponding increase in the size of the MMS. 

Panel Review and Recommendations for the Microbiology Augmentation Set for Level  3 (D-325)

Panel members reviewed the applicable Microbiology Medical Material Set (D325) for Level 3, Appendix (E).  Recommended changes to the MMS are contained in Appendix (F).  As listed, these changes will modernize Microbiology capability significantly, and through improvements in technology will permit elimination of most of the manual methods currently in use.  

A brief outline of the major panel recommendations follows:

A. Replace the API system of bacterial identification with the automated, Microscan system (Autoscan 4). Technology is well established, dependable and an industry standard.  This will permit a more rapid identification of organisms (in some cases 2-3 hours vs days); replace manual susceptibility testing with automated MIC’s (minimum inhibitory concentrations) or breakpoint (single) concentration tests , giving better antibiotic profiles and permit more useful recommendations for the clinicians; permit better data management and tracking of trends (biotypes, organisms by body site or ward/clinic, etc.); and improved overall quality control.

B. Replace manual methods for media preparation with prepared media.  This will eliminate significant weight and space because of the large volumes of dried media components required (and the autoclave and other equipment needed for media preparation), and provide a more consistent product which meets quality control guidelines for bacterial growth; allow quantities to be tailored to need, especially for the more exotic organisms; and ultimately saves space and weight.  

C. Add a state-of-the-art portable Bio-Safety cabinet in which to handle bio-hazardous material.

D. Replace/update support items to meet new approach, incorporating safety and ease of use where available.   

E. Supplement automation with rapid identification kits/techniques, which are approved and licensed by FDA (ex: CSF; Throat; rapid tests for: Neisseria, Haemophilus, Legionella, HIV, etc). This will in most cases provide enough information to the clinician to begin rapid treatment of the patient. Where necessary, it will still permit identification and treatment using the more definitive automated system.  

F. Add sustainment training material, specifically CD-ROMs to facilitate use of tutorials during deployment and as reference (i.e., GermWare( Bacteriology, Mycology, and Parasitiology CD ROMs) [Instructional Design Consultants, Inc, 1475 S. Grant St. Denver CO 80210]

Panel Review and Recommendations for the Microbiology Related Consumable Supply Groups (CSG’s)

Panel members reviewed the applicable Microbiology Consumable Supply Groups (CSG’s) for Level 3, Appendix (G).  Recommended changes are listed in Appendix (H).  As listed, these changes will consolidate over 20 CSG’s in Microbiology to just five groups that will be as inclusive as the former, yet permit better and more timely management of the supplies. 

The five CSG’s recommended are:

A. Bacterial culture and sensitivity

B. Microscopy

C. Rapid tests

D. Parasitology

E. Specimen collection

Glossary

AFTH






Air Force Theater Hospitalization

AMEDDC&S




Army Medical Department Center and School
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Expeditionary Medical Support

FDL






Forward Deployable Laboratory

HCFA






Health Care Finance Administration

JRCAB





Joint Readiness Clinical Advisory Board

MHSEC





Medical Health Systems Executive Committee

MMS






Medical Materiel Sets

NSN






National Stock Number

PC







Patient Condition

PCRTS
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