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C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Alcohol, Drug Abuse and
Mental Health Administration
Rackyille MD 20857

Robert L. Steout, Ph.D.

clinical Reference Lab . [T
11850 West 85th Street IR (R
Lenexa, Kansas 66214

Dear Dr. Stout:

I am pleased to inform you that Clinical Reference Lab,

Lenexa Kansas, has successfully met all of the requirements for
laboratory certification as specified in the Department of Health
and Human Services!' (HHS) Mandatory Guidelines for Federal
Workplace Drug Testing Programs (53 FR 11370).

Cclinical Reference Lab will be placed on the list of laboratories
certified as eligible to bid on contracts to perform drug testing
for Federal Drug-Free Workplace Programs. The list of
laboratories certified by the National Institute on Drug Abuse
(NIDA) on behalf of the Department will be sent to all Federal
Agencies. Bi-monthly updates to this list will be published in
the Federal Register, and made available to the general public
upon request.

To maintain certification from HHS, Clinical Reference Lab must
continue to meet all the requirements of the Federal Guidelines
as specified in Subpart C--Certification of Laboratories Engaged
in Urine Drug Testing for Federal Agencies. Maintenance of
certification requires participation in an every-other-month
performance testing program plus periedic, on-site inspections
(see Sections 3.2(b), 3.17, 3.19 and 3.20}.

If you have any questions concerning NIDA's National Laboratory
certification Program, please contact the Division of Applied
Research (formerly the Office of Workplace Initiatives), at
(301) 443-6780,

The HHS laboratary standards for urine drug testing certification
were designed to assure Federal Agencies and their employees that
the laboratories and the scientific and methodological procedures
used are of the highest quality. Your laboratory is to be
congratulated for meeting all the requirements of the

department's program.

Sincerely,

Uarder  Lederd

Charles R. Schuster, Ph.D.
Director
National Institute on Drug Abuse
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ABOUT CRL

Certifications, Licenses & Accreditations

Certification / Certifying Body

American Board of Forensic Toxicology (ABFT)
www.abft.org

California - Department of Public Health
www.cdph.ca.gov

Centers for Disease Control and Prevention (CDC})

National Heart, Lung and Blood Institute Lipid Standardization

Program

www.cde.gov
Clinical Laboratory Improvement Amendments (CLIA)

www.phppo.cde.gov/clia/

College of American Pathologists (CAP)
WWW.Cap.org

Drug Enforcement Agency (DEA)
www.usdoj.gov/dea

Florida - Health Care Administration (AHCA)
ahca.myflorida.com

Forensic Toxicologist Certification Board (FTCB)
home.usit.net

Hawaii - Department of Health

hawaii.gov/health

Department of Health & Human Services (HHS)

Substance Abuse and Menial Health Services Administration

(SAMHSA)

www.samhsa. gov

www,hhs.gov

Iowa - Department of Health (IDPH}
www.idph.state.ja.us

Kansas Department of Health & Environment (KDHE)
Laboratory Improvement Program

www.kdheks.gov

Kansas State Board of Pharmacy
www.accesskansas.org/pharmacy

Maine Center for Disease Control and Prevention
Office of the Department of Health and Human Services
www.maine.gov/dhhs/boh

Marvland Department of Health and Mental Hygiene
Office of Health Care Quality

www.dhmh.state. md.us

Document
(Toxicology)

{General Testing Lab)

{Clinical Trials)

(Climcal Trials # 17D1021310)
(Gen Lab # 17D0667123)
(Toxicology # 17DD0667123)
(Clinical Trials # 7185553)
{Gen Lab # 3021101)
{Toxicology # 3021103)
{Toxicology - Analvtical Lab)
(Toxicology - Researcher)

(Toxicology)
(General Testing Lab)
{(Toxicology)
(Toxicology)

(Toxicology)

Approved Laboratonies List

{Clinical Trials)
(Toxicology)

{General Testing [ab)
(Toxicology)
(Toxicology)

{General Testing Lab)
(Toxicology)
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National Glycohemoglobin Standardization Program (NGSP)
Level I Laboratory

WWW.NZSP.OrE
Nevada Department of Health and Human Services

dhhs.nv.gov/
New York State Department of Health
www.health.state.nv.us

Oklahoma State Department of Health (OSDH)
www.ok.gov/health

OSHA Blood Lead Certified Laboratory List
www.osha.gov/SL.TC/bloodlead/

Pennsylvania - Department of Health

www.dsf health.state.pa.us

(Clinical Trials)

(Toxicology)

{(C.R.L. - Perrmit)
{General Testing Lab - C.Q.)
{(Toxicology - C.0.)

(Toxicology)

Blood Lead Laboratory List

(General Testing Lab)

Texas Department of Public Safety (Toxicology)
www.ixdps.state. tx.us

University of Washington - Cholesterol Reference Laboratory  (General Testing Lab)
Vermont - Department of Health (General Testing Lab)
healthvermont.cov {Toxicology)

West Virginia Department of Health and Human Resources {General Testing Lah)

(WVDHHR)
www.wvdhhr.org
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Mr. John Irving

Clinicat Reference Lab
8433 Quivira Road
Lenexa, KS B66215-2802

Dear Mr. Irving:

The Naticnal Laboratory Certification Program (NLCF) staff at RT} has reviewed the
acceptability of Dr. David Kuntz as a Responsible Person (RP) for Clinical Reference Lab in
Lenexa, KS. After review of submitted docum entation and the inspectars’ comments from the
laboratory's 33 maintenance inspection on April 26-28, 2006, Dr. Kuntz has been found
acceptable to serve as a Responsible P erson for the laboratory.

The NLCP must be apprised of and approve all changes in the RP status of the
laboratory. Guidance for effecting changes in the RP for a laboratory may be found in NLCP

Program Document 12 (PD 012). If there are any guestions concerning this matter, please
contact me at (919) 541-7043.

Sincarely,
Michael R. Baylor, Ph.D.
Co-Director, NLCF
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Mr. Randal Clouette
Clinical Reference Lab
8433 Quivira Road
Lenexa, KS 66215-2802

Dear Mr. Clouette:

The National Laboratory Certification Program (NLCP) staff at RT| has reviewed
the acceptability of Dr. Daniel Kolbow as an alternate (temporary) Responsible Person
(altRP) for Clinical Reference Lab in Lenexa, KS. After review of submitted
documentation and the inspectors’ comments from the laboratory’s 31 maintenance
inspection on April 27-29, 2006, Dr. Kolbow has been found acceptable to serve as an
alternate Responsible Person for the laboratory.

The NLCP must be apprised of and approve all changes in the RP status of the
laboratory. Guidance outlining the conditions under which Dr. Kolbow may assume
responsibility for the laboratory's operations under the Mandatory Guidelines is found in
NLCP Program Document number twelve (PD 12).

If there are any questions concerning this matter, please contact me at (919)
541-7043.

Sincerely,

Michael R. Baylor, Ph.D.
Co-Director, NLCP
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