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August 1, 2001, 

effective date for the revised Part 40. During this 

period, the Department expects to develop and issue guidance (e.g., a 

revised medical review officer (MRO) manual) and make presentations at 

a significant number of conferences and training sessions. In addition, 

August 1 is the date on which use of the new Federal Drug Testing 

Custody and Control Form (CCF), to which the text of the revised Part 

40 refers, becomes mandatory.

 However, 

it is important to begin implementing some new 

provisions sooner, 

To do so, we must amend the existing

Part 40 to include these provisions, so that they are in effect during 

the period before the August 1 effective date of the entire new version 

of the regulation. Come August 1, the existing Part 40 (including the 

amendments we are issuing today) will be replaced, in its entirety, by 

the new Part 40. Since the substance of today's amendments will be the 

same in both versions of the document, there will be no change in how 

we implement them after August 1.

    The provisions requiring MRO review and split specimen testing 

following adulteration and substitution findings will go into effect in 

30 days. 

To the extent that the Department's September 1998 guidance memorandum concerning adulterated, substituted, dilute, and unsuitable tests is inconsistent 

with any provisions of these amendments, we regard that guidance as 

having been superseded on the effective date of the amendments.

    HHS is currently working mandatory requirements for validity 

testing. HHS is projecting completion of this project by August 1, 

2001. 

    Another provision that we are including in the amendments to the 

existing Part 40, and that will go into effect in 30 days, is the 

public interest exclusion system. These provisions are very important 

to ensuring accountability in the provision of drug and alcohol 

testing. In addition, we are making the provisions of Sec. 40.5 

effective in 30 days as Sec. 40.203, since the Department expects to be 

issuing guidance materials on the new Part 40 before August 1, 2001.

    For readers' convenience, here is a table of the relationship 

between the section numbers in the amendments to current Part 40 that 

go into effect in 30 days and the section numbers of the corresponding 

sections of the new, revised Part 40 that goes into effect on August 1, 

2001:

Amended current part 40           New revised part 40

------------------------------------------------------------------------

40.201....................................    40.3

40.203....................................    40.5

40.205....................................    40.89

40.206....................................    40.91

40.209....................................    40.93

40.211....................................    40.95

40.213....................................    40.99

40.215....................................    40.145

40.217....................................    40.179

40.219....................................    40.181

40.221....................................    40.183

40.223....................................    40.187

40.225....................................    40.191

Subpart F (same section numbers)..........    Subpart R

------------------------------------------------------------------------

Stand-Down

we are not aware of any case in which an employee has had a drug-related accident 

while verification of a confirmed positive drug test was pending.

Consequently, the Department is taking a middle-ground position on this difficult issue.The general rule will remain that stand-down is prohibited. 

However, 

Department will establish a waiver mechanism that permits employers, on 

a case-by-case basis, to request DOT agency approval for a specific, 

well-founded stand-down plan that effectively protect the interests of 

employees.
    The Department intends to grant waivers only to employers who 

present a sound factual basis for their request and will have in place 

a number of provisions to protect employees' legitimate interests
As a condition for receiving a waiver, the rule requires the 

employer to submit its proposed written stand-down policy. 
employer must continue to pay a worker who is in stand-down status, in 

the same way it would have in the absence of stand-down. 

 should not be a major burden for employers, given the 

usually short interval before verification is completed. 

Public Interest Exclusions (PIE)

    The NPRM proposed that service agents--persons and organizations 

that provide drug and alcohol testing services to employers, such as 

laboratories, MROs, substance abuse professionals (SAPs), collectors, 

breath alcohol technicians (BATs), screening test technicians (STTs), 

consortia and third-party administrators (C/TPAs)--should be 

accountable for serious noncompliance with Part 40. 

DOT Response

1. Basic Rationale for the PIE Provisions

 Yet an employer's compliance with DOT 

regulations is largely dependent on its service agents' performance. 

    The experience of DOT agencies, which are responsible for reviewing 

employers' compliance, is that the vast majority of employer 

noncompliance results from service agent errors. 

.

    Attempting to deal with service agent problems one employer at a 

time is both inefficient and potentially unfair. It is inefficient 

because service agents work for many employers. It is potentially 

unfair because employers may be unwitting victims of service agent 

misconduct. Conducting civil penalty proceedings against several 

employers because of the actions of one service agent, moreover, does 

little if anything to correct the conduct of the service agent or 

protect other employers from the consequences of its noncompliance. 

    The Department believes that, in this situation, an accountability 

mechanism that protects the public interest, employers, and employees 

is appropriate and necessary. 
It makes use of the Department's long-standing authority to direct transportation employers not to use products and services that do not meet Federal standards. 

2. Legal Authority

Section 322 of the DOT Act provides general rulemaking 

authority to the Secretary of Transportation. 

'' Further, the 1991 Omnibus Act 

authorizes the Secretary of Transportation to continue in effect, 

amend, or further supplement regulations governing the use of alcohol 

or a controlled substance. 

.

3. Alternatives

4. How Does a PIE Proceeding Begin?

we do not think it is a good idea to have a definitive 

list of offenses that would trigger a proceeding. The Department's 

experience with this program suggests that new situations will always 

arise. We cannot possibly specify them all at this time. A list that 

appeared definitive could lead to arguments that the Department was 

precluded from starting a PIE proceeding because the underlying conduct 

was not on a regulatory list.

    Nevertheless, 

. We provide several examples of the kind of noncompliance that would, as a policy matter, have a level of seriousness sufficient to warrant starting a PIE 

proceeding. This regulatory text provision also states that the list is 

not exclusive or exhaustive: 

Only certain officials, such as 

DOT agency drug and alcohol program managers, are authorized to do so. 

The Department does not believe 

that it is possible to keep a PIE proceeding, or the events leading up 

to it (e.g., a factual inquiry, a correction notice) secret. 

On the other hand, the Department will not affirmatively seek to make pending 

proceedings public knowledge, prior to the issuance of a NOPE. For 

example, we do not intend to issue a press release or make other kinds 

of public announcements at the time that we send a correction notice to 

a service agent. 
5. Scope of PIE Proceedings

 Under some circumstances, affiliates and individuals 

could also be subject to a PIE. 

Department believes that it is appropriate to decide, on a case-by-case 

basis, whether a compliance problem is limited to one facet of a 

service agent's activities or pervades the service agent's 

organization. The Department is therefore making a procedural change 

from the NPRM. Instead of saying that a PIE would apply to everything a 

service agent does, the final rule makes the scope of the PIE an issue 

in the proceeding.
6. Procedural Issues

    Like the NPRM, the final rule requires initiating officials to send 

a correction notice to a service agent before starting a PIE 

proceeding. This notice gives the service agent 60 days to fix a 

problem or change its procedures before a more adversarial process 

begins. 

  the ODAPC Director is the appropriate person to 

make decisions in PIE cases. The ODAPC Director is someone who is 

knowledgeable about the DOT program and regulations but who is not 

directly involved in their enforcement by the DOT agencies. 

    The standard of proof in a PIE proceeding will remain ``the 

preponderance of the evidence.'' 

there is no ``presumption 

of guilt'' on the part of a service agent in a PIE proceeding. The 

initiating official bears the burden of proof.  

the Director will generally make a decision within 60 days of the completion of the 

record in the case, though the Director can extend this period for good 

cause.

Nine months after the Director issues a PIE, the service 

agent can apply to the Director in writing to terminate or reduce a 

PIE. The rule spells out the grounds for such a request.

    As noted in the Effective Dates section of the preamble, the 

Department is making the PIE provisions of the rule 30 days from the 

date of publication. 

Return-to-Duty Process

DOT Response

    With respect to follow-up tests, the Department has decided that it 

is not necessary to increase the minimum number. 

 However, requiring a greater 

number of tests could be unnecessarily burdensome in those cases in 

which SAPs are satisfied that six tests are sufficient. 

 a minimum of six such tests in the first year of safety-sensitive work following the 

employee's return to duty. SAPs will continue to have discretion to 

require a greater number of tests over a period of up to 60 months, as 

in the current rule.

    The Department has become convinced that there is no basis for a 

SAP ever determining that an individual who has tested positive or 

otherwise violated the drug and alcohol rules does not need education 

or treatment as well as follow up testing. For someone who performs 

safety-sensitive transportation functions, the very fact of a violation 

indicates a disregard of safety that must be addressed, corrected, and 

monitored in order to ensure safe performance of those functions in the 

future. Therefore, the final rule will require the SAP to mandate some 

level of assistance in every case, as well as to prescribe at least the 

minimum number of follow-up tests for each employee who returns to duty 

following any violation of the rules. We also clarify that the SAP must 

present a copy of his or her written follow-up testing plan to the 

designated employer representative (DER). The rule text also cautions 

SAPs against basing any decisions, even in part, on employee claims of 

flaws in the testing process or any private opinions of the SAP about 

the validity or utility of the testing process.
    With respect to employer monitoring of aftercare, the Department is 

persuaded by the objections of employer commenters that we should not 

require employers to take on this task. SAPs have the obligation to 

make recommendations for aftercare where they believe such assistance 

is needed to maintain sobriety or abstinence from illegal drugs. 

The rule states the employee's obligation to comply with these recommendations.

    Rather than requiring employer monitoring, however, the rule 

provides the employer discretion to take a variety of steps. These 

could include putting compliance with SAP recommendations into return-

to-duty agreements, disciplining employees for noncompliance, and using 

the services of SAPs or employee assistance programs (EAPs) to assist 

and monitor employees' aftercare activities. 

We note that this discussion concerns employer 

discretion with respect to aftercare (e.g., treatment and education) 

activities only. Employers do not have discretion with respect to 

follow-up tests. Employers must carry out the follow-up test 

instructions they receive from SAPs.
    We want to emphasize that neither the rule nor the Department 

requires employers to fire employees who violate the Department's drug 

and alcohol testing rules. There is no national policy, and certainly 

no policy articulated by the Federal government, that commands this 

result. We would not have this detailed return-to-duty procedure if we 

believed that no one should be returned to duty after a violation.

 Nor can an arbitrator or an employer change the laboratory's findings about a 

specimen or an MRO's decision about whether there is a legitimate 

medical explanation for a test result.
Collector Training

Most commenters on the subject believed that collections were the weakest point of the testing process, though some argued that there was a low rate of collection 

errors in their experience. 

DOT Response

    The Department believes that making collector training more 

effective will be an important step in reducing errors in the drug 

testing process. 

We also agree that self-certification is inadequate. For these 

reasons, we will require additional training of collectors, compared to 

the present rule. We believe that this training should be provided in 

as flexible a manner as possible. Section 40.33 contains the 

Department's resolution of collector training issues.

We also believe that more formal training is needed to ensure that 

collectors understand and can carry out the requirements of this part. 

In-person involvement of a trainer is not required for this part of the 

training process.

collectors must conduct five consecutive error-free mock 

collections.

Another person must monitor and evaluate the mock 

collections to ensure that they are error-free. 

    The monitor must be someone who has demonstrated necessary 

knowledge, skills, and experience (1) by regularly conducting DOT drug 

test collections for a period of at least a year, (2) by having 

conducted collector training under this part for a year, or (3) by 

successfully having completed a ``train-the-trainer'' course. 

    All new collectors must meet these training requirements. In 

addition, current collectors must meet the requirement within 2\1/2\ 

years after the effective date of this rule (December 2003). 

    Collectors would have to get refresher training every five years. 

    One of the most important occasions for training is following a 

mistake that actually results in a test being cancelled. 

focus on the subject matter that was involved with the 

error, and would also involve three monitored error-free mock 

collections. This training would have to take place within 30 days of 

the collector's being notified of the error. The reason for this 

training is obvious: if someone makes a mistake once, we want to make 

sure he or she does not make a similar mistake again.

 we are requiring that collectors (like other service providers) keep their own 

training records, which would have to be made available to employers, 

other service agents (e.g., C/TPAs) involved with the collector's 

provision of services, and DOT. In addition, we specify in Sec. 40.209 

that a test is not invalidated because a collector has not fulfilled a 

training requirement. 

Transmission of Information Through Consortia and Third-Party 

Administrators
    Consequently, the final rule (see --40.345) gives employers the 

choice of receiving drug test results directly from the MRO or via a C/

TPA. We emphasize that it is up to the employer--not the C/TPA--to make 

this choice. 

The rule authorizes C/TPAs to act as intermediaries in the transmittal of 

information to employers only with respect to the specific provisions 

of the rule listed in Appendix F. C/TPAs are prohibited from acting as 

an intermediary in transmitting information not listed in Appendix F.

    For example, C/TPAs are not allowed to act as an intermediary who 

transmits laboratory test results to MROs , SAP reports to employers, 

or medical information from MROs to employers. In the case of the 

laboratory reports, we believe that the direct link between 

laboratories and MROs is critical to the timely and independent medical 

review of those results. 
we believe this is confidential medical data that should not pass through an additional hand on its way from the MRO to the employer.

A few commenters mentioned that similar considerations should apply to alcohol testing information. With respect to ``negative'' alcohol test results (i.e., 

results of less than 0.02), we agree. 

 we draw a distinction with respect to alcohol testing results of 0.02 or higher. These results--unlike positive drug test results or negative drug or alcohol test results--

mean that an employee is, to some extent, impaired by alcohol. As a 

safety matter, the employer must immediately remove the employee from 

performance of safety-sensitive functions. This is a situation where 

time is of the essence, and we therefore will continue to require BATs 

to transmit these results directly to employers. C/TPAs are not 

authorized to act as an intermediary in this situation.

    We believe that it is essential that someone employed by the actual 

transportation employer act as the DER. The DER's function is to 

receive information about certain kinds of test results and take 

required action, such as removing an employee from the performance of 

safety-sensitive functions. Someone who is an employee of a C/TPA, 

rather than of the actual transportation employer, is less well 

situated to perform these functions, especially since a C/TPA 

representative generally does not have line authority over a 

transportation employer's employees.

The DER is simply someone who can act immediately to remove 

an employee from safety-sensitive functions, or take other appropriate 

action, upon receipt of information that the employee has violated the 

rules or needs to be subject to certain testing requirements. 
    The one exception the final rule makes concerns owner-operators. 

Under the FMCSA rule, owner-operators are, in effect, required to get 

at least random testing services through a C/TPA. In an owner-operator, 

the driver is his or her own boss, so there is no one else in his or 

her own organization to direct him or her to stop performing safety-

sensitive functions. In this situation, we think it is probably better 

to permit the C/TPA to perform what otherwise would be a DER function.

Collection Process Issues

DOT Response

    With respect to the issue of negative dilute tests, the Department 

has decided to give employers discretion about how to handle these 

situations (see --40.197). 
In addition, employers would be limited to a total of two tests (the original 

negative dilute result and one recollection). 

    If an employer chooses to conduct another test, it could not be 

conducted under direct observation, unless one of the other 

circumstances permitting or requiring direct observation occurred. 

the rule requires employers 

to provide no advance notice of the recollection to employees.

    The bottom line in any ``shy bladder'' situation is that, if, by 

the end of the collection process, the employee has not produced a 

sufficient specimen, the employee must be evaluated by a physician. 

Unless the physician finds that a medical condition resulted, or could 

have resulted, in the inability to provide a sufficient specimen, the 

employee is regarded as having refused to test (see --40.193). 

. 

Part 40 requires all collections to be split specimen 

collections, and RSPA and Coast Guard will amend their rules 

accordingly. 
    We are persuaded by commenters that we should not go forward with 

the proposal to have collectors remove and inspect boots. The problems 

of this approach likely outweigh the benefits. Therefore, we have 

booted this provision out of the final rule.

Information Release Issues

 of release of information in legal 

proceedings. 

DOT Response

    The Department has decided to drop the proposal to permit or 

require MROs to pass on to third party employers information about the 

results of tests the employee took at the direction of another 

employer.

, as under the current rule, MROs will be prohibited from passing such 

information on to third party employers without the employee's consent. 

    Another alternative to the proposal would be to create a Federal 

data base that would include all test results, which authorized 

employers could search to learn authorized information about current or 

prospective employees. This is a significant issue, but not one we are 

able to resolve at this time. We do believe that, in order to be 

effective, a data base of this sort would have to be national in scope 

under Federal supervision, rather than a mixture of state, local, and 

private data bases. It would also have to successfully solve security, 

access, due process, and updating issues. Creation of such a data base 

remains a matter for further study.
We have added a provision (see Sec. 40.323) that would permit employers to release test information in a criminal or civil court proceeding resulting from an 

employee's performance of safety-sensitive duties, if the court orders 

it. 

    The Department has decided against requiring service agents to 

report apparent violations of the rules to the DOT agencies. Service 

agents can do so in any situation in which DOT agency rules already 

permit them to do so. 

Service Agent Contract Language

We have replaced the proposed written contract clause requirement with a regulatory statement (see Sec. 40.11(c)). It provides that all agreements and 

arrangements, written or unwritten, between employers and service 

agents are deemed, as a matter of law, to require compliance with all 

applicable provisions of this part and DOT agency drug and alcohol 

testing regulations. 

Combined with the PIE provisions of Subpart R, this provision ensures 

that when a service agent is in noncompliance, DOT (through a PIE) or 

an employer (through a contract action) can respond effectively to 

service agent noncompliance.

Electronic Technology Applications

DOT Response

 the Department, in cooperation with HHS and the Office and 

Management and Budget (OMB), intend to form an advisory committee under 

the Federal Advisory Committee Act. Many of the interested parties 

began meeting this past summer to discuss the issues under the auspices 

of an OMB information technology initiative.

MRO/Laboratory Conflicts of Interest

DOT Response

 we believe the program is best served by avoiding MRO/laboratory conflicts of interest or their appearance. We believe that a clear separation of their 

respective roles is necessary for this purpose. We have maintained this 

separation under the current rule, and we do not have evidence that 

this has unduly hampered the efficiency of the program.

we have added list of actions that we view 

as creating the reality or appearance of a conflict of interest.

This list of examples is not exclusive or exhaustive: other situations may arise 

that would constitute conflicts. The list is the following:

    (1) The laboratory employs an MRO who reviews test results produced 

by the laboratory.

    (2) The laboratory has a contract or retainer with the MRO for the 

review of test results produced by the laboratory.

    (3) The laboratory designates which MRO the employer is to use, 

recommends certain MROs, or gives the employer a slate of MROs from 

which to choose. We do not interpret this provision to prohibit 

laboratories from referring employers to a large, global list of MROs 

(e.g., a list of all MROs who have been certified by one of the
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national MRO training organizations), so long as the laboratory does 

not edit the list or express a preference or recommendation among the 

MROs on the list.

    (4) The laboratory gives the employer a discount or other incentive 

to use a particular MRO.

    (5) The laboratory has its place of business co-located with that 

of an MRO or MRO staff who review test results produced by the 

laboratory;

    (6) The laboratory derives a financial or other benefit from having 

an employer use a particular MRO; or

    (7) The laboratory permits an MRO, or an MRO's organization, to 

have a significant financial interest in the laboratory.

Validity Testing

The two most important categories of tampering are adulterating a specimen (e.g., putting a substance into a specimen designed to mask or destroy the drug or drug 

metabolite that the specimen may contain) or substituting a specimen 

(e.g., supplying water or some other substance in place of urine). 

1. Adulteration

2. Substitution

3. Split Specimen Testing

4. MRO Review
DOT Response

    The Department consequently will make validity testing mandatory. 

Laboratories will test all incoming primary specimens for dilution, 

substitution, and adulteration. 

It is very significant that even the most vocal 

opponents of the substitution criteria were unable to provide a single 

documented instance of an individual meeting both substitution criteria 

through natural means in a controlled setting.

the Department conducted its own study. The text of this study is available on the 

ODAPC web site (www.dot.gov/ost/dapc). 

The DOT study made paired measurements of 

urine creatinine and specific gravity in a predominately female (40 of 

56) group of subjects.

    Not one of the 500 specimens was identified as ``substituted'' 

based on the HHS criteria. 

We do note that 113 of the specimens did meet the criteria for 

``dilute'' specimens, as defined by HHS. Under Part 40, a dilute 

specimen does not constitute a refusal to test.

    In the case of substitution, the specific gravity test corroborates 

the creatinine result. This provides a level of forensic certainty 

equivalent to immunoassay followed by GC/MS in the drug testing case. 

Although the specific gravity tests appear to be based on simple 

technology, they have been established as reliable through extensive 

use over the many years in many clinical settings.

    The Department, in short, has a rational and sound scientific basis 

for using the adulteration and substitution criteria we have chosen. 

Nonetheless, to ensure fairness and to provide safeguards parallel to 

those available in cases of positive drug tests, the Department will 

add split specimen testing and MRO review to its procedures in these 

cases.

In the case of substitution, the split specimen must meet the 

same regulatory criteria as for the primary specimen in order to be 

reconfirmed. As with drug positives, the consequence of a failure to 

reconfirm is a cancelled test.

The employee will have the opportunity to present a legitimate medical explanation. 

the employee will have to demonstrate that the adulterant 

entered his or her specimen through physiological means. 

where there is no reasonable apparent legitimate medical 

explanation, the MRO would verify the adulterated result. However, if 

an employee presents what the MRO believes could be a legitimate 

medical explanation, the MRO will tell the employee he or she may 

obtain additional evaluation from another physician, acceptable to the 

MRO, who has expertise relevant to the explanation. This would ensure 

that the MRO, standing alone, would not be called on to make a decision 

for which he or she lacked the needed expertise. 
Nevertheless, the Department emphasizes that it is the employee's burden to prove that such an explanation exists. The MRO is not responsible for disproving 

an employee's assertions.

Laboratory Problems

    In addition to these problems, HHS also discovered that in some 

cases, laboratories had reported tests as substituted that did not meet 

both HHS substitution criteria. That is, the laboratories reported 

tests as substituted that met the creatinine criterion, even though 

they did not also meet the specific gravity criterion.

    HHS has examined each individual substitution and adulteration test 

result that a laboratory has reported since September 1998, when 

Program Document 35 took effect. In any case in which a substitution 

result was based on a creatinine reading of 5 at a laboratory that was 

truncating results at the time, or in which a substitution result was 

reported that did not meet all HHS criteria, HHS and DOT are working to 

remedy the problem as it may have affected individual employees. HHS is 

in the process of sending a letter to each MRO involved with one of the 

approximately 300 specimens involved informing the MRO that the test 

must be cancelled. The letter directs the MRO to inform the employer of 

the cancellation and to tell the employer to attempt to contact the 

employee with this information. The employer is also told to take any 

appropriate personnel action in light of the .

