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{590 DEFENSE PEMTAGON
WASHINGTON DC 20301 1810
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MEMORANDUM FOR UNDER SECRETARY OF THE NAVY {(ATIN: CAPT WEISBERG)
ASSTISTANT SECRETARY (F THE ARMY (TL&E)
DEPUTY ASSISTANT SRCRETARY OF THE AIR FORCE (RA&CDY)

SUBJECT: Don Leboratory certification for Reporting Drug
Soreening by Tmmunochemistry analysis on Olympus ABOD

Analyzers

Tnetrumentation has been installed in the military drug
sCcreaning 1aboratories which will 1mMDTOvE operational efficiency and
copt effectiveness af the urinalysis driag tegting program by a
transition from radioimmunassay (RIA) tO non-isotopic
i pmuniochemi sty sereaning procedures.

nepartment of pafense (DCD] Divecrives 10G10.1 and 1010.16,
require the Do coordinator for Drug Enforcement Policy and Support
+o maintain a cortificabion program for the drug testing
laboratories and to ensure the guality and accuracy in the drug
analyges parformed by each drug tegting laboratory. In accordance
with the above pirectives, the drug assays currently cortified by
RIn must be certified for non-isotopic imunochenistoy tasting on

the Olympus A0800 prior bto any reporting of test results.

The drug BCreening jaboratories wush validate the analytical
gcreening methoda for each drug to be tested on the Olympus 2U800.
validation will require thé submigsion of data printouts from the
Dlympud. AULGO0 using tha attached walidation protocol. The data
printouts shall sccompany & request for blind proficiszpcy

certitication specimens forwarded to:

armed Forces Inmstitute of pathology
pivision of porensic Toxlcology
washington, D.C. 203406

ATTN; LTC Kuhlman. U3aF, BSC

Tpaon completion of wlind proficiency jmmanochenigbry gerasning
analyses, the results are returned to the AFIF. paged upon the DoD
calibration cutoff jevel, at least 83 percent of the immunoagsay
results for blind positive gpecinens of & drug must be correct.
succesgful gubmission of analytical validation date and blind
proficiency testing will result in certification of the Laboratory
by the Dapartmant of Defense Coprdinator, Prug Enforcement rolicy
and Supporkt. Upon receipt of Do certification, the Drug Tegting
Laboratory may pagin deta reporting uBing iramunochenistry procedures

apn the Qlympus AU400.




My point of contact for this matter is Captain John 7. ™
&d at ,(703) 693-1917.

Jemionek, M3C, USN who may be reac
A f{ag/

Brian E. SBheridan
Deputy assistant Secretary for
v Drug Enformoement Policy and Support

Attachment -
Validation data requirements

ot o
FIDTL Fort Meade ATTN. COL Armitage
FIDTL Tripler amc ATIN: COL Jacobg

NDSL 8.D. ATTN: CAPT Christopher
NDOSL JAX ATTN: CDR Pagt

NDSL Glakes ATTH: CDR Thomas
AL/AQT Brooks AFB ATTN- LTC Mehm

AFTP, WRAMC ATTN: COL Smith

OTEG, ARMY ATTN: COL Q’Brien
BUMED, MED-244 ATTN: CAPT Hughes
USADAG ATTN: Mr. Cunningham

NEHC, Norfolk ATTN: DR Trocha



TMMUNOCHEMISTRY VALIDATION DATA REQUIREMENTS:

FOR EACH DRUG ANALYTE AND FOR EACH OLYMPUS AUS00
TMMUNOCHEMISTRY ANALYZER INTENDED TO BE USED
IN THE REPORTING OF DRUG TESTING DATA w

-
s

1. Four batch runs containing: _

10 sequential specimens each oOf negative control samples, 20%
of screening calibration drug cutoff, 50% screening calibration
drug cutoff, 75% calibration drug cutoff, calibration drug cutoff,
125% calibration drug cutoff, 200% calibration drug cutoff.

To be acceptable the following conditions oust be met:

{1.a.) Within individuval batch runs, tha coefficient of
variation of the mean concentration values of pamples for the
cukoff calibratar, negative control, 75% calibrator cutcff, and
125% calibrator cutoff, and 200% calibrator cutoff must be less
than 7.5%. '

{1.b.) The batch to batch coefficient of variation of the
mean concencration values of samples for the cutoff calibrator,
negative control, 75% calibrator cutoff, and 125% calibrator
cutoff, and 200% calibrator cutoff must be legs than 13%.

(1.¢.) 'The mean value of the negative control ust e less
than the mean value of the 20% calibration cutoff control for esach

batch.

{1.d4.) 80% of the 75% calibration cutoff control sarples
within each batch must screen negative.

(L.a.) 90% of the 125% calibration cutoff control gamples
within each batch must be identified as posltive,

Z, Carryover Check: ‘ ,
a) four batch run containing gpecimens in the following
Zagquence:

two nagative urine samples:
four 200% of calibrator cutoff samples
four 75% of calibrator cutoff samples

The carryover check is to monitor the degree of carryover, 1E
any, under the conditions of a high positive directly ahead of a
balow calibration cutcoff specimen.

Note: Please identify by property number or gserial number the
instrument for which data is being submitted.



