
This memorandum provides addi-
tional guidance regarding the cir-
cumstances when laboratories per-
forming drug or alcohol screening 
and/or testing must be CLIA certi-
fied, and should be considered an 
addendum to the attached February 
05, 1993 memorandum “Guidance 
on the Applicability of the Clinical 
Laboratory Improvement Amend-
ments of 1988 (CLIA) to Substance 
Abuse Testing.” 
	 We are restating our ongoing 
policy that laboratories performing 
drug or alcohol screening and/or 
testing followed by individual treat-
ment must be CLIA-certified. Fa-
cilities found to be performing such 
testing without CLIA certification are 
in violation of CLIA. 
	 As detailed in 42 CFR 493.2, 
a laboratory for CLIA purposes is a 
facility whose examinations of hu-
man specimens are “for the pur-
pose of providing information for the 
diagnosis, prevention, or treatment 
of any disease or impairment of, or 
assessment of the health of, human 
beings.” 
	 Exceptions are provided 
to this general rule of applicabil-
ity where: a “facility or component 
of a Facility” “only performs testing 
for forensic purposes” (emphasis 
added); for “research laboratories” 
that do not report out patient specif-
ic test results; and for “laboratories 

certified by the Substance Abuse 
and Mental Health Services Admin-
istration (SAMHSA), in which drug 
testing is performed which meets 
SAMHSA guidelines and regula-
tions. [42 CFR 493.3(b)1)-(3)] 
	 The preamble to the Febru-
ary 28, 1992 Federal Register no-
tice (HSQ-176FC) included an im-
portant discussion concerning this 
subject at 57 FR 7014, as follows: 
	 “In the forensic testing con-
text, laboratory results are gener-
ated purely for the purpose of de-
tecting illegal substances or illegal 
amounts of certain substances in 
the body that may be relevant to 
legal proceedings. There is no con-
cern in such testing for developing 
accurate and reliable data for use 
by health care professionals for the 
purpose of diagnosis or treatment, 
which we believe to be the focus of 
the CLIA legislation. However, if the 
entity conducts testing for the pur-
pose of providing information for the 
diagnosis, prevention or treatment 
of any disease, or impairment of, or 
the assessment of health of human 
beings, the entity would be subject 
to CLIA. The determining factor is 
not the test itself, but the purpose 
for which the test is conducted.” 

It Further States:
“Based on the CLIA law and its leg-
islative history, we have determined 
that forensic testing is excluded un-

der CLIA since forensic testing is 
conducted to determine if there has 
been a violation of the law and is 
not done for the purpose of provid-
ing remedial treatment. Urine drug 
testing that is conducted for non-fo-
rensic purposes is covered by this 
rule. [Webster’s defines treatment 
as “medical application of remedies 
so as to effect a cure: therapy.”
	 Although the February 05, 
1993 memorandum to the Regional 
Offices refers specifically to em-
ployment entities that perform drug 
and alcohol testing for the purpose 
of hiring and firing, when such test-
ing serves as the basis for treat-
ment, entity is considered a labo-
ratory subject to CLIA. This policy 
applies to all entities (facilities), not 
just those performing employment-
related drug and/or alcohol testing. 
	 Therefore, any entity or facil-
ity performing drug or alcohol test-
ing and/or screening where the test 
results are used for the purpose of 
referring, offering, or making avail-
able to the test subjects treatment, 
must either obtain an appropriate 
CLIA certificate and meet the appli-
cable CLIA standards or cease test-
ing. 
	 If you have any questions re-
garding this guidance, please con-
tact Judy Yost in the Division of Lab-
oratory Services at Judith.Yost@
cms.hhs.gov or 410-786-3407. 
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One Source Toxicology Laboratory will offer a Metals Testing Pro-
gram in 2009. These are the metals commonly associated with 
occupational hazards and their toxic effects on humans:

Silver - Argyria is a rare condition associated with chronic expo-
sure to silver-containing products; it involves the deposition of sil-
ver granules in the skin, mucous membranes, and internal organs 
including the central nervous system. In skin, silver is mostly de-
posited around adnexal structures in the dermis; it is associated 
with a bluish-gray to slate-gray hue.1

Arsenic - The remaining non-excreted arsenic (≤ 10%) accumu-
lates in cells, which over time may lead to skin, bladder, kidney, 
liver, lung, and prostate cancers. Other forms of arsenic toxicity 
in humans have been observed in blood, bone marrow, cardiac, 
central nervous system, gastrointestinal, gonadal, kidney, liver, 
pancreatic, and skin tissue.2

Beryllium - According to the International Agency for Research 
on Cancer (IARC), beryllium and beryllium compounds are Cat-
egory 1 carcinogens; they are carcinogenic to both animals and 
humans.3

Cadmium - Inhalation of cadmium-containing fumes can result ini-
tially in metal fume fever but may progress to chemical pneumoni-
tis, pulmonary edema, and death.4

Chromium - Most chromium (VI) compounds are irritating to eyes, 
skin and mucous membranes. Chronic exposure to chromium 
(VI) compounds can cause permanent eye injury, unless properly 
treated.5

Copper - Copper toxicity can occur from eating acid food that had 
been cooked in Copper cookware. Cirrhosis of the liver in children 
(Indian Childhood Cirrhosis) has been linked to boiling milk in cop-
per cookware. The Merck Manual states that recent studies sug-
gest that a genetic defect is associated with this cirrhosis, but this 
should not be regarded as an endorsement of the practice since 
other toxicity besides cirrhosis can occur as in adults.6

Lead - Lead may cause irreversible neurological damage as well 
as renal disease, cardiovascular effects, and reproductive toxic-
ity.10

Mercury - Acute exposure to mercury vapor has been shown to re-
sult in profound central nervous system effects, including psychot-
ic reactions characterized by delirium, hallucinations, and suicidal 
tendency. Occupational exposure has resulted in broad-ranging 
functional disturbance, including erethism, irritability, excitability, 
excessive shyness, and insomnia.7

Manganese - Manganese poses a particular risk for children due 
to its propensity to bind to CH-7 receptors. Manganese poisoning 
has been linked to impaired motor skills and cognitive disorders.8

Nickel - Sensitized individuals may show an allergy to nickel af-
fecting their skin, also known as dermatitis. Nickel is an important 
cause of contact allergy, partly due to its use in jewelry intended 
for pierced ears.9

Selenium - Symptoms of selenosis include a garlic odor on the 
breath, gastrointestinal disorders, hair loss, sloughing of nails, fa-
tigue, irritability and neurological damage. Extreme cases of sele-
nosis can result in cirrhosis of the liver, pulmonary edema and 
death.11

Thallium - Among the distinctive effects of thallium poisoning are 
loss of hair (which led it to its initial use as a depilatory before 
its toxicity was properly appreciated) and damage to peripheral 
nerves (victims may experience a sensation of walking on hot 
coals). Thallium was once an effective murder weapon before its 
effects became understood, and an antidote (Prussian blue) dis-
covered.12 

Zinc - Excessive absorption of zinc can also suppress copper and 
iron absorption.13

For additional information regarding Metals Testing with One 
Source Toxicology Laboratory contact the sales department (713) 
920-1335.
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