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• QuantiFERON@-TB Gold In-Tube (aka QFT-GIT) blood 
test (manufacturer:  Cellestis, Inc)

• Triturus instrument (manufacturer:  Grifols USA, Inc) to 
automate ELISA processing 

• Automated export of QFT-GIT results to military 
medical record 

Funded Study: A 10-month* comparison trial of the TST run 
in parallel with an automated QFT-GIT to screen 2400 
USAF BMTs for evidence of TB infection.

*Implementation planned for 1 Oct 2006
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QFT-GIT CHARACTERISTICS

• Uses a blood test (no second visit needed to read results)

• Uses an automated analytical method, assay results 
interpretation and export 

• Produces test results in 24 hours
• Enables flexible timing (ELISA reading can be delayed 2 

months without loss of test accuracy)

• Specificity* improved by ≥30% (33-78% fewer positives)

• Sensitivity* maintained (≥80% for active TB) 

*Based upon QFT-Gold compared to current TST standards



4

Birthplace, Home and Future of Aerospace Medicine

TIME LINE

1) Study begins:  Instrument calibration
2) Staff hiring & training

3) Recruit BMTs and enroll until reach 2400 subjects
4) Consent (until reach 2400)
5) Complete epidemiological questionnaire
6) Screen for TB infection by TST & QFT-GIT

Accession and initial TB screening          Nov–Apr ‘07

Begin     Oct–Nov ‘06

Oct 2006 Aug 2007

Follow-up TB screening – Blood Donors         Dec–Jun ‘07
7) Screen for TB infection by TST & QFT-GIT

8) Data analysis and 
report writing

Jul–Aug ’07         End
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TRIAL COSTS (Total: $465,240)

• Money – Trial program funding from AETC. Follow-on 
sustainment will be a service (DHP) O&M bill.

• Manpower and Supplies ($185,240 + $280,000)
• Contract personnel – ($118,240); 1 trial coordinator, 2 

phlebotomists, 2 laboratory technicians 
• Supplies -- ($32,000); AFIOH Epidemiology Laboratory and 

CDC/NCHSTP Laboratory support
• Consultation – ($35,000) CDC technical support staff, training, 

protocol development, problem solving, associated travel
• Cellestis Inc:  Donating all QFT-GIT tests needed ($100,000)
• Grifols USA:  Donating 2 Triturus instruments ($180,000)

• Facilities - Use existing WHMC & AFIOH Epi Lab facilities
• Risk - Low
• Opportunities - High
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QFT-GIT PRE-TRIAL VALIDATION 
STUDIES

Panels of Known and Unknown Specimens Prepared by CDC  

Results compared to 
determine degree of 

concordance

AFIOH          
Triturus

CDC                      
Triturus
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SPECIMEN PROCESSING OVERVIEW

Blood Specimens Received at WHMC Laboratory from          
Reid Clinic and/or Blood Donor Center

Residual plasma stored at 
AFIOH for future use with 
other candidate TB tests

Incubate overnight (37oC)

AFIOH Epi Lab
for QFT-GIT Assay

QFT-GIT results sent
to military medical record

Centrifuge to separate plasma from cells
Specimen
Transport
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BMT TRAINING WEEK-1

BMT Enrollment – Reid Clinic, Lackland AFB
Informed Consent Obtained

No Yes

3cc blood collected 
for QFT-GIT assay

Bloods drawn* & TB 
screening via TST 

AFIOH
Epi Lab

Not 
In Study

TST results read
after 48-72 hours

TST & QFT-GIT results entered
into military medical record

*Blood drawn for other standard screenings
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BMT TRAINING WEEK-6

BMT Blood Donation – WHMC, Lackland AFB
Trial Participants Who Volunteer to Donate

No Yes

Extra 3cc of blood 
collected for QFT-

GIT assay

Routine blood 
drawn for donor 

screening
AFIOH
Epi Lab

TST test placed at
Blood Donor Center &
read after 48-72 hours

TST & QFT-GIT results entered
into military medical record

STOP
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QFT-GIT VALIDATION STUDIES

Blood Specimens Received at AFIOH Epi Laboratory 

Results compared to 
determine degree of 

concordance between runs

Initial QFT-GIT                       
results

10% Retested by 
QFT-GIT                         

in different run
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QFT-GIT VALIDATION STUDIES

Blood Specimens Tested at AFIOH Epi Lab by QFT-GIT 
and Parallel TST Screening Results  

Results compared to 
determine degree of 

concordance between 
initial and second test at 
an approx 6 week interval

WEEK-6 QFT-GIT 
results (~1000) & TST 

screening results       
(N =  ~ 1000)

WEEK-1 QFT-GIT 
results & TST 

screening results      
(N = 2400)
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QFT-GIT VALIDATION STUDIES

QA ISSUES TO BE CONSIDERED

1. Impact of time-of-day of specimen collection
2. Impact of variations in duration of specimen 

processing times:
Blood collection to incubation
Incubation duration (37oC)
Centrifuge duration
Holding & transport time from end of
centrifuge cycle at WHMC until arrival at   
AFIOH (refrigerated)
Holding time from arrival at AFIOH to ELISA
reading
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PARTNERS & SUPPORTERS

AFRL (AFIOH):  Dr. Donald Goodwin (PI)
CDC/NCHSTP:  Dr. Gerald Mazurek (Co-PI)

AFIOH: Col Paul Barnicott, Col Grover Yamane, 
LtCol Paul Sjoberg, LtCol Ronald Rippetoe, 
Dr. Huge Neisler & Maj Diane Calimlim

59AMDS:  Col Mike Bunning, LtCol Lorie Brosch & 
Dr., Kevin West, & Capt Patricia Rohrbeck

859 MDTS:  LtCol Brian Casleton, Robert Purkhiser
CELLESTIS, INC: Scott Weiss, Mark Boyles, Brenda Robles    
(QFT-GIT Manufacturer) & Jim Rothel

GRIFOLS USA, INC: Raymond Zane, David Shell, & John Morris
(Triturus Manufacturer)

AETC/SGPM: LtCol Brian Ortman                                          
(Sponsor)
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Questions?

AFEB REVIEW
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Back-up Slides

AFEB REVIEW
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MANTOUX TUBERCULIN SKIN TEST RESULTS AMONG 62,048

USAF BASIC MILITARY TRAINEES (Jan 2003 thru Feb 2006)

QFT-GIT Trial

Range:  0.91% to 2.79%
Mean:  1.67%

Std Dev:  0.47%
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AFEB REVIEW
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AFEB REVIEW
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AFEB REVIEW
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AFEB REVIEW
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AFEB REVIEW
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