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IntroductionñThe Federal Transit Administration (FTA) published its revised rule on prohibited drug use and 

the prevention of alcohol misuse (49 CFR Part 655) on August 1, 2001.  The FTA published the revised Implementa-

tion Guidelines for Drug and Alcohol Regulations in Mass Transit to provide a comprehensive overview of the regula-

tions. 

Since the Guidelines were published, there have been numerous amendments, interpretations, and clarifica-

tions to the Drug and Alcohol testing procedures and program requirements. 

This publication is being provided to update the Guidelines and inform your transit system of these changes.  

This update is the thirty-ninth in a series. 

The United States Court of Appeals for the District of Colum-

bia Circuit decided on May 15, 2009 (Case Number 08-1264) 

that the 2008 Department of Transportation (DOT) regulation 

requiring transportation industry employers to use direct ob-

servation for all return-to-duty and follow-up testing will stand 

as written.  On July 1, 2009, the court made its final decision 

and lifted the stay on this issue.  The Department of Transpor-

tation will issue a Final Rule in the Federal Register at a later 

date to place a starting date on this rule.  

 

On June 25, 2008 the DOT published an amendment that 

modified the drug and alcohol testing procedures (49 CFR Part 

40) for collectors, laboratories, medical review officers, and 

employers regarding adulterated, substituted, diluted, and inva-

lid urine specimen results (See FTA Drug and Alcohol Regula-

tion Updates, Issue 37).   §40.67(b) was modified to state that 

observed collections for return-to-duty and follow-up testing 

would no longer be optional, but would be a required compo-

nent.  Originally, the rule was to become effective on August 

25, 2008. 

 

 In response to petitions from certain transportation industry 

and labor groups, the Department of Transportation changed 

the effective date of §40.67(b) from August 25, 2008, to No-

vember 1, 2008 and solicited comments.  After carefully con-
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62918) on October 22, 2008.  The rule requires that specimens 

be collected under direct observation any time there is specific 

reason to believe that any employee may be attempting to 

thwart the rule or has sufficient reason to evade the testing 

process, including return-to-duty and follow-up testing.   

 

The U.S. Court of Appeals for the D.C. Circuit temporarily 

delayed the Direct Observation (DO) requirement for DOT 

return-to-duty and follow-up tests pending the court decision 

on the merits of the petitioners' challenge to the provisions of 

§40.67(b). The U.S. Court of Appeals heard oral arguments on 

March 26, 2009. The DOT argued that even though it had no 

statistics on the rates of actual use of cheating devices, the 

DOT inferred their use from the growing number of products 

on the market (e.g., products would not be on the market if 

there was no demand and these products have no other use 

than to beat a drug test).  The DOT also argued that employ-

ees returning to duty following a positive test result have a 

heightened incentive to cheat due to the heavy sanctions 

(usually termination) reserved for repeat offenders.  Its position 

was further substantiated by testimony from several Substance 

Abuse Professionals who testified that employees who have 

tested positive in the past and continue to use are more likely 

to try to beat the drug test.  In summary, the DOT concluded 

that returning employees have a heightened incentive to cheat, 

and that this incentive, coupled with the increased availability 

of cheating devices, creates a high risk justifying the need to 

perform direct observations.   

 

Against claims that §40.67(b) violates the Fourth Amendment, 

CNS `qftdc sg`s sgd fnudqmldmsƍr hmsdqdrs hm bnmctbshmf sgd

rd`qbg ntsvdhfgr sgd hmchuhct`kƍr oqhu`bx hmsdqdrs- Etqsgdq,

more, employees returning to work following a positive test 

qdrtks Əg`ud kdrr ne ` kdfhshl`sd hmsdqdrs hm qdrhrshmf ` rd`qbg hm,

tended to prevent future violations of that regulation than do 

dloknxddr vgn mdudq uhnk`sdc sgd qtkd-Ɛ 

 

The Court agreed and on May 15, 2009, the U.S. Court of Ap-

peals ruled that the mandatory Direct Observation (DO) re-

quirement for DOT return-to-duty and follow-up testing is 

bnmrshstshnm`k- Sgd bntqs entmc sg`s Əsgd Cdo`qsldmsƍr bnm,

sidered justification for its policy neither arbitrary nor capri-

cious, and although we recognize the highly intrusive nature of 

direct observation testing, we conclude that the regulation 

bnlokhdr vhsg sgd Entqsg @ldmcldms-Ɛ 

Court RulesñDirect Observation Rule Stands as Written 

We Need Your Help! 

 

Sgd ES@ƍr Oqdrbqhoshnm `mc Nudq-the-Counter Accident 

surveys are still live and accepting results.  If you have not 

`kqd`cx cnmd rn+ okd`rd rsno ax sgd ES@ƍr vdarhsd `mc ehkk

out both surveys, which can be found at http://transit -

safety.volpe.dot.gov/survey1 and http://transit -

safety.volpe.dot.gov/survey2. 

http://transit-safety.volpe.dot.gov/survey1
http://transit-safety.volpe.dot.gov/survey1
http://transit-safety.volpe.dot.gov/survey2
http://transit-safety.volpe.dot.gov/survey2
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Medical Review Officers (MRO) 

serve as the independent, impar-

tial gatekeeper responsible for the 

accuracy and integrity of the drug testing process. The 

majority of the changes that were made to the June 25, 

2008 amendments to 49 CFR Part 40 have direct impact 

on MROs and the procedures they use to verify test 

results.  FTA auditors have found that several MROs are 

confused by the latest changes and are unaware of the 

procedures they must follow.  The following paragraphs 

clarify these issues. 

 

No Contact Positives:  Prior to verifying a confirmed 

positive test result or test refusal, the MRO must inter-

view the employee to determine if there is a legitimate 

medical explanation for the test result.  However, there 

are three circumstances when an MRO may verify a 

result without an interview--if the employee expressly 

declines the opportunity to discuss the result with the 

MRO; the employee fails to contact the MRO after the 

employer has instructed the employee to do so and 72 

hours have passed; and, after ten days when neither the 

MRO or employer have been able to contact the em-

oknxdd- Rhlhk`qkx+ sgd r`ld Əmn bnms`bsƐ oqnbdctqdr

must be followed before an 

MRO can verify an invalid test 

result as cancelled without an 

interview. 

 

MROs must follow the required 

timelines for no contact positives 

and invalids as specified in 

§40.133.  The test results must 

also be communicated to the 

Designated Employer Represen-

tative (DER) using the methods 

outlined in §40.163, §40.165, and 

§40.167.   The MRO or Third 

Party Administrator (TPA) must 

report all positive test results and 

any other results that require 

immediate action by the em-

ployer to the DER on the same or next business day the 

MRO verifies the result.  The report must be made in a 

confidential manner.  The preferred method of immedi-

ate reporting is by direct telephone contact followed up 

with the appropriate documentation specified in 

§40.163. The electronic transmission of test results must 

be done in a manner that ensures the security of the 

transmission and limits access to any transmission, stor-

age, or retrieval systems. 

 

Unavailability of Split Specimen:    The DOT drug 

testing process requires that the urine specimen be split 

and poured into two specimen bottles.  The split speci-

men process provides the employee with the option of 

having an analysis of the split specimen performed at a 

separate DHHS-certified laboratory should the em-

ployee question the result of the primary specimen test 

result.  Even though it is extremely unlikely, the MRO 

must know what to do in the rare event where the split 

specimen is unavailable for testing.  

 

In the first circumstance where the split specimen is not 

available for testing (e.g., specimen leaked or was lost in 

transport) or there is no laboratory qualified to perform 

the split analysis, the MRO must cancel the test; report 

the result to the DER and the employee; and direct the 

DER to immediately send the employee to the collec-

tion site for another specimen collected under direct 

observation without any advanced notification. The 

MRO must also notify the Office of Drug and Alcohol 

Policy and Compliance (ODAPC) of the failure to re-

confirm. 

  

Split Specimen Fails To Confirm Primary Result: In 

instances where the second laboratory fails to confirm 

all of the primary specimen test results because the drug 

or its metabolite were not detected and there is no evi-

dence of adulteration or substitution,  the MRO must 

cancel the test and report the 

result to the DER and the em-

ployee.  In this case, the em-

ployee should only be sent for a 

retest under direct observation if 

the specimen was invalid or the 

specimen was severely diluted 

with a specimen creatinine con-

centration equal to or greater 

than 2 mg/dL, but less than or 

equal to 5mg/dL.  The MRO 

must also notify ODAPC of the 

failure to reconfirm.   

 

In instances where the second 

laboratory fails to confirm all of 

the primary specimen results, but 

the split specimen had an adulter-

ated, or substituted result, and the MRO determines that 

there is no legitimate medical explanation for the result, 

the MRO must report the result as a test refusal to the 

DER, and the employee and notify the employee that 

he/she has 72 hours  to request a retest of the primary 

specimen.  If the primary confirms the split result, the 

MRO should verify the test refusal.  If the primary does 

not confirm the split result, the MRO should cancel the 

test.  If the split was reported as invalid, the MRO 

should cancel the test and tell the DER to send the em-

ployee for a retest under direct observation.  If the test of 

the split confirms one or more, but not all of the pri-

mary specimen results, the MRO should instruct the 

DER to take action only on the confirmed results.  

MRO Procedures Clarified  
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On January 21, 2009, Cindy Ingrao was named the new Senior Policy Advisor for the 

Office of Drug and Alcohol Policy and Compliance (ODAPC).  Ms. Ingrao has held 

several positions within the U.S. Department of Transportation including being the 

Drug and Alcohol Program Manager for the Pipeline and Hazardous Materials Safety Administration and as 

a Drug and Alcohol Compliance Enforcement Inspector for the Federal Aviation Administration.  Ms. In-

grao joins Jim L. Swart, ODAPC Director, Patrice M. Kelly, Deputy Director, Mark Snider, Senior Policy 

Advisor, and Bohdan Baczara, Senior Policy Advisor. 
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The Federal Transit Administration hosted the 4
th

 Annual Drug and Alcohol Program Na-

tional Conference on April 7
th

Ɗ9
th

 in Nashville, Tennessee.  Over five hundred people were 

in attendance representing transit systems of all sizes, service agents, industry experts and 

representatives from State Departments of Transportation.  The Conference has become so 

popular, that a number of individuals representing agencies that fall under the control of 

other DOT modes were also in attendance. 

 

Presentations were made by representatives from the Federal Transit Administration (FTA), the Office of Drug and 

Alcohol Policy and Compliance (ODAPC), FTA auditors, FTA Drug and Alcohol MIS Program and Newsletter 

staff, the Transportation Safety Institute, and professionals from the drug testing industry.  Presentations from the 

Conference listed below can be viewed at the FTA website:  http://transit -safety.volpe.dot.gov/

DrugAndAlcohol/Training/NatConf/2009 .  

 

The FTA Drug & Alcohol Audit Process by George Gilpatrick Jr. & John Morrison 

Best Practices by Rod Sams 

How to Review your Collection Site for Compliance by Joseph Lofgren 

Mock Collection and EBT Demonstration by Manny Chavez 

Evaluation of FTA Drug Abuse Testing Program: Cost/Benefit Analysis by Jerry Powers 

FTA vs. FMCSA: A Regulatory Comparison by John Morrison 

How to Develop your FTA Drug and Alcohol Policy by Leila Procopio-Makuh 

How to Save Money on your Drug and Alcohol Program by Michael Redington 

Beginner Drug and Alcohol Program Manager (DAPM) 

Training by George Gilpatrick & Joe Lofgren 

Post-Accident Thresholds by Rod Sams 

Reasonable Suspicion Training by Robbie Sarles 

The Role of the Medical Review Officer by Michelle 

Alexander, M.D. 

The Role of a Substance Abuse Professional (SAP) by 

William Mock 

Developing Tools for the Random Selection Process by 

Mike Redington & Brian Baker 

U.S. DOT/ODAPC Interpretations and Regulations by 

Mark Snider 

What Happens at the Lab by Barry Sample 

Prescription and Over-the-Counter Medications by  

Robbie Sarles 

For Your Information 

4
th
 Annual Drug and Alcohol 

Program National Conference 

Biggest Yet  

ODAPC Names New Senior 

Policy Advisor  

http://transity-safety.volpe.dot.gov/DrugAndAlcohol/Training/NatConf/2009
http://transity-safety.volpe.dot.gov/DrugAndAlcohol/Training/NatConf/2009
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Transit agencies must use a sci-

entifically valid random number 

selection method to select safety-

sensitive employees for a random test.  Valid methods 

include the use of a random-number table or a computer

-based random number generator that is matched with 

safety-rdmrhshud dloknxddrƍ hcdmshehb`shnm mtladqr- D`bg

covered employee must have an equal chance of being 

tested each time selections are made. 

 

Most employers covered by the FTA drug and alcohol 

regulations contract out the random selection process to 

their Consortium, Third Party Administrator (TPA), or 

other vendor.  This method has the advantage of having 

the random selections performed by an outside, objec-

shud udmcnq sg`s hr `m `qlƍr kdmfsg `v`x eqnl rxrsdl

management.  For many employees and bargaining 

units, this approach provides additional security from 

perceived company biases or potential impropriety.   

 

Many transit systems also have the perception that out-

side vendors use very sophisticated, scientifically valid 

means of selection that are designed and operated by 

statisticians. The reality is that most vendors use fairly 

basic random number generator software that is inex-

pensive, easy to use and readily available to transit sys-

tems to use themselves.  The software does not require 

any special expertise or training and is usually adminis-

tered by agency office personnel.   

 

In some cases, contracting out this service has lead to 

problems with maintaining up-to-date employee lists, 

potential confidentiality leaks, untimely selection no-

tices, billing issues, and compromised compliance.  Con-

sortium pools with multiple employers have also been 

known to compromise member agency compliance 

when not managed correctly.  Contracting out the ran-

dom selection process can be expensive and, for many, is 

unnecessary. 

 

Transit systems may choose to administer their random 

number selection process in-house by using a random 

number table or a computer-based random number gen-

erator.  Most entry level statistics books that can be pur-

chased on-line or from commercial or college bookstores 

have random number generator tables and directions for 

their use.  The process includes assigning employees 

numbers, selecting a starting point on the table, and then 

using a previously chosen systematic rule for choosing 

successive numbers (e.g., selecting every eighth number 

moving vertically across the table).  There are also sev-

eral free or low cost online random number generators.  

Examples include, but are not limited to:  http://

stattrek.com/Tables/Random.aspx; http://

www.randomizer.org. ; http://www.random.org/ ; 

http://graphpad.com/quickcalcs/randomN1.cfm .   

 

Whether the random selections are made manually, via 

an online computer generator or contracted out, the 

transit system Drug and Alcohol Program Manager 

(DAPM) must ensure that the random pool is updated 

prior to every draw.  The transit system may choose to 

select numbers for drug and alcohol random tests sepa-

q`sdkx nq l`x bgnnrd sn Əohffxa`bjƐ `kbngnk sdrsr nm

select drug tests.  Piggy backing is acceptable as long as 

the decision about which tests are going to be piggy-

backed is made prior to the number selection.  For ex-

ample, if ten drug tests and two alcohol tests are going to 

be performed in a testing period, the system need only 

pick ten numbers, as long as the system predetermines 

which of the ten will be drug and alcohol tests (e.g., the 

second and eighth number chosen)  prior to the number 

selection. 

 

The random selection process must be scientifically valid 

with employees having an equal chance of selection each 

time numbers are picked.   Most random number selec-

tion methodologies select all of the numbers for the test-

ing period at once and replace the selected numbers back 

in the pool for the next testing period selection.  Using 

this procedure, individuals may only be selected once 

during a testing period.  Other pool managers, replace 

the number back in the pool after every number draw 

within the testing period.  This practice results in the 

potential for one person to be selected more than once 

during a testing period.  Either of these options is accept-

able. 

Random Selection Methods  
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George Wills and Robert Catalano recently pleaded guilty in a U.S. District Court in 

Pittsburgh.  Their company, Puck Technologies, manufactured a range of prosthetic 

devices (such as the Whizzinator and Number 1) designed to defeat drug and alcohol 

tests.  These devices typically took the form of a false penis connected to a hidden blad-

der, allowing the user to provide a known clean urine sample from the device.  Their company website included 

mtldqntr `mnmxlntr sdrshlnmh`kr oqnbk`hlhmf sgdrd cduhbdrƍ trd hm bgd`shmf cqtf `mc `kbngnk sdrsr- Sgd bnl,

o`mxƍr cdrbqhoshnmr ne sgdrd cduhbdr `krn g`hkdc sgdhq trd `r sgd Ətmchrotsdc kd`cdq hm rxmsgdshb tqhmd-Ɛ 

 

Sentencing could result in prison time of up to eight years and fines of as much as $500,000.  In addition, prosecu-

snqr `qd rddjhmf sn rdhyd sgd bnlo`mxƍr a`mj `bbntmsr `mc vda cnl`hmr- 

Makers of òWhizzinatoró 

Plead Guilty in Federal Court  

http://stattrek.com/Tables/Random.aspx
http://stattrek.com/Tables/Random.aspx
http://www.randomizer.org.htm
http://www.randomizer.org.htm
http://www.random.org/
http://graphpad.com/quickcalcs/randomN1.cfm


Blanket Travel Allowances Not Permitted  

 

Once employees are notified that they have been selected for a random test, they must proceed immediately to the collection site for testing.  

Failure to appear for any test within a reasonable time, as determined by the employer, is considered to be a test refusal (§40.191).  The em-

oknxdq ltrs cdehmd vg`s bnmrshstsdr ` Əqd`rnm`akd shldƐ enq d`bg dloknxdd nm ` b`rd-by-case basis taking into consideration the location of the 

employee, proximity of the collections facility, weather conditions, traffic congestion, parking proximity and other circumstances unique to 

the time, day, and location of the testing event.  Transit systems that use a blanket travel time allowance for all employees are in violation of 

the intent of this provision and may be compromising the integrity of the testing process.  By providing all employees the same amount of 

time to get to a collection site regardless of the actual time needed, some employees will have excess time that could be used to attempt to beat 

a test or excess time for alcohol to metabolize. 

 

An industry best practice is to provide employees with a form that tells the employee they must go to the collection site for a test immediately.  

The form clearly states when the employee is required to arrive at the site and notifies the employee of the consequence for being late.  The 

qdpthqdc `qqhu`k shld hr drshl`sdc ax sgd `fdmbxƍr Cqtf `mc @kbngnk Oqnfq`l L`m`fdq 'C@OL( nq nsgdq dloknxdd rtodquhrnq a`rdc on the 

circumstances of the testing event.  The supervisor should emphasize that the employee should go immediately to the site without any delay 

or detour.  If the collection site is ten minutes away, a reasonable arrival time might be 15 to 20 minutes.  If the collection facility is 30 minutes 

away, a reasonable arrival time might be 40 to 45 minutes.  Upon arriving at the collection site, the receptionist can record the arrival time on 

the form providing documentation of the travel time.  By controlling the amount of time given the employee to arrive at the collection site, 

the transit system minimizes the opportunity to obtain a substitute specimen, adulterant, or masking agent.   
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QUESTIONS 

If an employee uses hand sanitizer after they provide a urine 

specimen as part of a drug test, will the alcohol in the hand sani-

tizer result in a positive test on a subsequent alcohol test?   

 

No, unless the employee drinks the hand sanitizer.  Any alco-

hol that is present on the hands will quickly evaporate into the 

air.  In the extremely unlikely event that alcohol in the air 

would be concentrated enough to register a reading, the air 

blank test would register the amount and the test could not go for-

ward until the air blank registered 0.00.  The alcohol test should 

also be performed prior to the drug test further reducing the possi-

bility of hand sanitizer impacting the alcohol test.   

 

What should a Breath Alcohol Technician (BAT) do if the em-

ployee is unable to provide a sufficient breath specimen?  

 

 

The BAT must instruct the employee to try again.  At least 

two additional attempts should be provided.  Additional at-

tempts can be made if the BAT believes there is a good chance 

that a subsequent attempt will be successful.  If the Evidential 

Breath Testing device (EBT) has the capability of operating 

manually, the BAT should attempt to conduct the test in man-

ual mode.  In most cases, use of an EBT in manual mode will 

result in a successful breath specimen collection.  If the BAT is 

a qualified Screen Test Technician (STT) or an STT is avail-

able, the initial screen can be conducted using a saliva alcohol 

screening device.  This option is not available for the confirma-

tion test should the screen test indicate a test result of 0.02 or 

higher.  BATs may also choose to conduct the test at a differ-

ent site using a different EBT that might be easier to obtain a 

breath specimen.  In this case, the BAT must follow the steps 

defined in §40.27(b(3).  
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