One Source Toxicology Laboratory, Inc.

1209 Genoa Red Bluff

Pasadena, TX 77504

(713) 929-1335

February 16, 2004

US Food and Drug Administration

Division of Dockets Management (HFZ-401)

9200 Corporate Blvd.

Rockville, MD 20852

Re:
Docket No. 2003D-0522

Dear FDA Staff:

The management and staff of One Source Toxicology Laboratories, Inc., a wholly owned subsidiary of Employer Support Services, Inc. (ESSI), a privately held corporation located in Houston, TX, wishes to express our comments concerning the above mentioned Docket regarding Over the Counter (OTC) Screening Tests for Drugs of Abuse.

As a SAMHSA certified laboratory, acquired four years ago from the University of Texas Medical Branch (UTMB) Galveston and relocated to Houston, TX, we perform an average of 2,000 drug screens per day (two shifts) for detection of drugs of abuse and are approaching 500,000 screens per year.    

Nationwide, approximately 5,000 clients contract with our laboratory to perform urine drug screens and confirmation of positives.   Our customers include large corporations, government agencies, small business owners, industry consortiums, schools, and concerned parents.   

Additionally, our laboratory performs drug tests for a number of Third Party Administration (TPA) companies that administer Substance Abuse Programs for an even greater number of their clients in the workplace.  

The management and staff of our laboratory, whose combined personal years of experience in the drug testing industry would easily exceed 50 years, wish to express our “real world” opinions and observations with regards to OTC On-site drug testing kits.

Please consider the following matters of record and observation:

1) Many of our clients use OTC On-site Kits and forward positive specimens only to our laboratory for a confirmation.   Our Responsible Person (RP) and certifying scientist can document that just under 40% of these positive kit specimens are false-positive based on our SAMHSA certified confirmations.   One can only speculate as to the massive number of false-negatives that occur in the workplace based on the errors found on positive results.   We direct you to an evaluation performed by SAMHSA of non-instrumental drug test devices (copy of which is attached to this writing) that has documented results showing as high as 65% false positive and false negative results from a sampling of OTC drug test kits purchased in the market place.   Kits with such a diversion of results and margin-of-error becomes an absolute mockery of science and an embarrassment to our industry.

2) As a laboratory we track positive rates on submitted specimens.   In the opinion of our staff, the positive rate found using “kits” in the field rarely, if ever, approached the rate found using a laboratory, especially with kits showing a 40% false-positives rate.   Further, in many cases the cut-off levels for drugs using the kits may not meet contractual specifications (cut-off levels) of the client, the government agency, or the bid specifications for the job. 

3) The State of Nevada, as well as a number of other States, has basically “outlawed” the use of on-site kits in the workplace; instead, requiring all drug tests performed by employers to be conducted by a laboratory.    This ruling was based on sound reasoning, we can be sure, and the FDA should take note.

4) By using OTC On-site kits the due process of a Medical Review Officer (MRO) is minimized.   The kit generally reduces the privacy/confidentiality of the donor.   The dependability of a forensic chain-of-custody documentation is greatly diminished, in that the paperwork cannot be depended upon, thereby greatly reducing accurate record keeping.  

5) In our efforts to procure business, often we are confronted with business owners or heads of government agencies who believe they operate proper drug testing programs simply because they’ve purchased a few kits and stocked them on their shelves in a personnel office somewhere.    In too many cases these kits haven’t been used for years.   When used, the kits are administered by untrained personnel, i.e. construction supervisors, office staff, owner’s wives, secretarial help, etc.    In effect, the kits become an inappropriate excuse for claiming a responsible Drug-testing Program, and in the process, proper protocols and measures taken to ensure a drug-free workplace are totally disregarded.   As professionals, we’ve developed a general mistrust of these on-site kits and view them as a liability of massive proportions for all parties concerned.   In other words, most of the industry’s so-called “short-cuts”, missed offenders, oversights, inside bribes, and inefficiencies found in substance abuse testing seem to be surrounded around these on-site kits.  A Medical Technician is required to perform the test (tests are rated as moderately difficult), but, as a rule, test kits are not performed by someone qualified, let alone someone protected through a Hepatitis B Vaccination (OSHA requirement).   Individuals performing these tests are required little or no training or educational experience. 

6)  As for the “economics” of on-site kits, a case can easily be made that after the costs of the kits, the laboratory confirmations of positives only and the cost of an MRO divided by the number of tests a total price per test using on-site kits will exceed the cost of a certified laboratory cost per test.

7) Our laboratory carries product liability insurance in the amount of 2 million dollars with annual premiums approaching $100,000.   You might take note that insurance companies are not so quick, or at all likely for that matter, to provide product liability insurance for the OTC on-site “kits”.   Perhaps our actuary friends make a point for serious consideration, especially when some serious money is at risk, i.e. their insurance reserves.

8)  There exists little if any quality control of kit production, delivery or performance.  Quality control from the manufacturers does not address the drug test results of the kits themselves, rather the reagents.   Common adulterants can produce negative test results.   Most kits are not optimized for sensitivity and specificity resulting in gross inaccuracies, not to mention the time window requirements for optimal results.   Temperature extremes during storage reduce the ability to get accurate results, if any  (we’re from Houston with incredible heat and humidity).   Even ambient temperatures may affect the test result.  Many of the test kit systems do not test for methamphetamine specifically. 

9) Please consider what we’ll identify as the “credibility issue”.    We often joke about a drug test being an intelligence test.   If one knows he or she has taken drugs why would one agree to a test?   Perhaps (because of kits) the word is out in the workplace and in certain circles of gossip that you can “…beat a test”, that tests are not always right.    For example, ole Joe who is a big user, dope-head took a drug test and got a negative, or Sue, the avid church goer, tested positive and she’d never taken drugs in her life, except aspirin.    The unreliability of “kits” completely diminishes the credibility of the drug testing process and our industry.   This can further be illustrated in an academic setting among teen-agers who have “beat the test” administered by a parent or school official using an OTC on-site kit.  The word gets out pretty fast.

10) As for hair testing kits we make the following observation:  When two or more laboratories can not obtain the same results using the same hair specimen and do not measure cut off levels the same, how can this be any more accurate than OTC On-site urine kits?

11)  In the name of science can one imagine an AIDS tests, a pregnancy test, or even tests for cancer with the false reporting levels of OTC on-site drug testing kits being acceptable in the healthcare industry?    Yet we are asked to tolerate the inaccuracies of OTC On-site drug testing kits.   Irrespective of guidelines for “bundling with a confirmation”, or “costs of screening tests” and other inane efforts to “mitigate the risks of inaccurate results”, the fact remains that OTC kits should be eliminated from the marketplace until they can be documented to produce acceptable levels of accuracy.  Otherwise, why would we even be discussing “mitigation of risks” and “inaccurate results” in the first place?    SAMHSA certified laboratory urine results do not experience such issues. 

In conclusion, as a government agency charged with the responsibility of ruling on such matters we would strongly encourage the investigation of these OTC on-site kits.  For the protection of the consumer, the misinformed employer, the victimized employee, and the frustrated administrator of substance abuse programs please make a stand and take action. 

In good conscience, can you turn an eye and ignore the confusion caused by the manufacture of Over the Counter Screening Tests for Drugs of Abuse? 

Respectfully Yours, 

Romeo Laurel

CEO Employer Support Services, Inc. 

Mark Laurel 

President, One Source Toxicology Laboratories, Inc. 

Stan Gerlich

COO, One Source Toxicology Laboratories, Inc.

Craig Longhurst

Consultant/Shareholder

Steve Harris

Responsible Person, One Source Toxicology Laboratories, Inc.  

CPL/cpl

cc:

Mark B McClellan MD Phd, FDA Commissioner



DATIA (Drug and Alcohol Testing Industry Association)



Houston Area Safety Council 



Various State and Federal Legislature Representatives 
     

