10-144 Chapter 270     page 8

10-144

DEPARTMENT OF HEALTH AND HUMAN SERVICES



MAINE CENTER FOR DISEASE CONTROL AND PREVENTION
Chapter 270:
RULES FOR SAMPLE COLLECTION AND DRUG TESTING IN SUSPECTED OPERATING UNDER THE INFLUENCE CASES

Summary: The Department of Health and Human Services has prescribed these rules and regulations for Law Enforcement Agencies and laboratories involved in testing of persons suspected of operating under the influence of intoxicating liquor or drugs. The rules are intended to assure that subjects are afforded accurate and reliable testing, and that results of such testing will be in compliance with legal requirements for forensic purposes.

A.
Definitions

As used in this chapter, unless otherwise indicated, the following terms have the following meanings.


1.
“Negative” or “None Detected” test result means a test result that indicates:



(a)
Particular substance(s) was/were absent within the limitations of the test(s) performed; or


(b)
A substance of abuse is present in the tested sample in a concentration below the detection level.


2.
“Positive” test result indicates that a particular substance has been identified in accordance with the laboratory protocols.

3.
Substance abuse test. "Substance abuse test" means any test procedure designed to take and analyze body fluids or materials from the body for the purpose of detecting the presence of substances of abuse. The term does not include tests designed to determine alcohol concentration levels from a sample of an individual's breath.


4.
Substance of abuse. "Substance of abuse" means any scheduled drug, alcohol or other drug, or any of their metabolites.



(a)
"Drug" has the same meaning as found 29-A M.R.S.A.§2401(4).


(b)
“Scheduled drug” means any drug named or described in 17-A M.R.S.A §1102 as a Schedule W, X, Y or Z drug.

5.
Analytical Testing

(a)
Screening Tests means a test designed to provide a quick insight into the likelihood that a specimen contains a drug substance.  Any positive results are considered to be tentative and must be verified with a confirmatory test.


(b)
Confirmatory test means a second analytical test performed through the use of gas chromatography/mass spectrometry or liquid chromatography/mass spectrometry that is used to verify the presence of a substance of abuse indicated by an initial positive screening test result.
B.
Collection and storage of samples


For all testing allowed under these rules, the specimen to be collected shall be the subject's urine or blood. The collection of any sample for use in a substance abuse test should be conducted in a law enforcement facility or health care facility.
1.
Specimen Collection and Labeling

(a)
The proper selection, collection, and submission of specimens for toxicological analyses is of paramount importance if analytical results are to be accurate and their subsequent interpretation is to be scientifically sound and therefore useful in the adjudication of forensic cases.
(b)
The collection area for urine shall be a toilet facility equipped with a toilet and a sink, for washing after specimen collection.  The facility shall be enclosed in such a way as to assure the subject privacy from observation except as provided in paragraph d, below. Except in the case of emergency, no other person, other than a law enforcement officer or law enforcement representative as required by 29A-M.R.S.A. §2527(2) provided for in subsection B(1)(d), shall be permitted to enter the toilet facility during collection.

(c1)
Urine samples shall be collected in new, clean containers manufactured for the purpose of urine collection. The container shall be sealed and labeled immediately after collection and specimen assessment in a manner which will prevent or reveal tampering with the specimen. The specimen container shall be clearly and indelibly labeled with the date and time of collection and the name or other identifier associated with the subject from whom the specimen was obtained. The time and date for each specimen should be initialed or signed by a responsible person who performed or witnessed the collection and who assumes responsibility for the chain of custody.


(c2)
Blood specimens shall be collected in new vacuum-activated blood collection tubes, with such preservatives as may be specified by the testing laboratory, and shall be sealed with tamperproof seals. Blood samples shall be taken by a qualified individual as defined in 29-A M.R.S.A. §2524(1). Each specimen container should be clearly and indelibly labeled with the date and time of collection and the name or other identifier associated with the person from whom the specimen was obtained. The time and date for each specimen should be initialed or signed by a responsible person who performed or witnessed the collection and who assumes responsibility for the chain of custody.


(d)
To assure the integrity of the sample, the subject may be observed during voiding by an officer or law enforcement representative of the same sex. Such observation shall be conducted in such a manner as to minimize the violation of the subject's privacy.

(e)
Whenever possible, the amount of specimen collected should be sufficient to ensure that enough remains for subsequent re-analysis if required.

(f)
Instructions should include specific requirements for the type and size of specimen containers.

(g)
The Health and Environmental Testing Laboratory (HETL) will provide approved specimen containers, and establish acceptable conditions for packing and transportation of urine samples.


2.
Specimen Handling
(a)
A chain-of-custody form compliant with 29-A M.R.S.A. § 2431 (2)(J) should be designed and used to accompany specimens from the place of collection to the laboratory. This document may be incorporated in the laboratory-request form.
(b)
Handling and transportation of a specimen from one individual or place to another should always be properly documented.

(c)
The chain-of-custody section should be properly completed by responsible personnel at the time the specimen(s) is collected.

(d)
Every effort should be made to minimize the number of persons handling a specimen.

(e)
Individual specimens should be transported and stored in such a manner as to minimize the possibility of degradation, contamination, tampering and/or damage in shipment.

(f)
The condition of the external package (sealed/unsealed) should be documented upon receipt at the laboratory, either on the requisition form that accompanies the specimen(s), in the log book, on the external chain-of custody form, or on other documents that constitute normal laboratory records.

(g)
Acceptable means of transporting specimens to the laboratory may include hand-delivery, national postal service, or a private or government courier service.

3.
Specimen Receipt

a)
The means of delivery of specimens shall be recorded by the receiving laboratory.

b)
Shipping containers should be opened only in a secure area and only by an individual designated to record receipt of specimens. A "secure area" may be defined as an area to which unauthorized individuals do not have access without escort by authorized personnel.

c)
A hard copy of the specimen-receipt record shall be permanently maintained; this record may be computer-generated, typed, or hand-written.
d)
Whenever possible, specimens shall be logged-in immediately upon receipt.

e)
The integrity of the individual specimen container should be checked as should the condition of each specimen. Discrepancies should be recorded.
C.
Substances for which testing is permitted

Testing is permitted for the substances and groups of substances set forth below. The Drug Recognition Technician shall specify to the testing laboratory which substances are to be tested for in each specimen or group of specimens.


1.
Substances or groups of substances shall include central nervous system stimulants, central nervous system depressants, inhalants, narcotic-analgesics, hallucinogens, dissociate anesthetics, cannabinoids, and alcohol.

D.
Analytical Procedures

1.
Standard Operating Procedures


The laboratory shall have a standard operating procedure manual (SOP) that is complete, up-to-date, and available to all personnel who are performing tests.


The SOP manual shall include detailed descriptions of procedures for sample receiving, chain-of-custody, analysis, quality assurance and quality control, review of data, and reporting.


The SOP manual shall include administrative procedures as well as analytical methods and be reviewed, signed, and dated whenever it is first placed into use or changed.


The SOP manual shall include following:
· Control and maintenance of documentation of case records and procedure manuals

· The laboratory’s procedures for ensuring that measurements are traceable to appropriate standards, where available

· The type and extent of examinations conducted by the laboratory

· Validation of test procedures used

· Handling evidence

· The use of standards and controls in laboratory procedures

· Calibration and maintenance of equipment 

· Practices for ensuring continued competence of examiners including interlaboratory comparisons, proficiency testing programs, and internal quality control schemes (e.g. technical review)

· Corrective action taken whenever analytical discrepancies are detected

· Laboratory protocol permitting departures from documented policies and procedures

· Audits and quality system review


When the required documentation is not available for infrequently performed assays, it should be added as each is performed for the first time. The laboratory should maintain out-dated copies of the SOP manual and provide a means for their retrieval from archival storage.


2.
Confirming the presence of a drug

As a general matter of scientific and forensic principle, the analytical scheme will begin with a screening test. All positive screening results will be subject to confirmation (see Section A (5)(a) above). Only those results confirmed via GC/MS or LC/MS will be reported as detected or confirmed in the sample.
E.
Testing Laboratories
Persons conducting chemical tests for drugs other than alcohol shall comply with the following:


1.
Certification.

(a)
Analysts testing for substances of abuse under these rules must be certified by the Department of Health and Human Services for such testing. Application for certification shall be made by the analyst on forms prescribed by the Department. Analysts seeking certification must demonstrate that they are under the control and supervision of an adequate, qualified laboratory, as defined herein.

(b)
The term of the certificate shall be six months (blood alcohol analysis) and one year (urine drug analysis) from the date of issue. Application for renewal must be received by the Department of Health and Human Services at least one month before the expiration date of the current certificate.

(c)
Laboratories and analysts shall document compliance with all of the provisions of these rules, and shall be subject to inspection by representatives of the Department of Health and Human Services. Initial inspection of a laboratory or the credentials of an analyst applying for certification shall be conducted by the Department of Health and Human Services within 60 days of the Department's receipt of the application and confirmation of necessary documentation. If the laboratory and analyst are found to be in compliance with these rules, certification shall be effective the date of the inspection. If the laboratory or analyst is not in compliance, certification shall be effective on submission and completion of a satisfactory plan of correction, or such other action as shall be needed to bring the facility into compliance. Repeat inspection may be required by the Department.

(d)
Laboratories and analysts shall notify the Department of any changes in personnel, procedures, or other factors material to the quality of testing, within 10 days of occurrence.


2.
Personnel


Laboratory Technical Director

(a)
The forensic toxicology laboratory should be directed by a person who is qualified by reason of appropriate education and experience to assume the required professional, organizational, educational, managerial and administrative responsibilities.

(b)
Alternative acceptable qualifications include a doctoral degree in one of the natural or physical sciences and at least three years of full-time laboratory experience in forensic toxicology; or a Master's degree in one of the natural or physical sciences and at least five years of full-time laboratory experience in forensic toxicology; or a Bachelor's degree in one of the natural sciences and at least seven years of full-time laboratory experience in forensic toxicology.

(c)
The technical director should also have documented training and/or experience in the forensic applications of analytical toxicology (such as court testimony, research, participation in continuing education programs, and/or peer review of appropriate manuscripts in the field), including a knowledge of evidentiary procedures that apply when toxicological specimens are acquired, processed, and stored and when toxicological data are submitted as part of a legal proceeding.

(d)
The laboratory technical director should be responsible for ensuring that the laboratory personnel are adequately trained and experienced to conduct the work of the laboratory 

(e)
The laboratory technical director should be responsible for maintaining the competency of laboratory personnel by monitoring their work performance and verifying their skills. This training and experience should be documented.

(f)
The laboratory technical director should be responsible for the development of complete, up-to-date procedures and quality assurance manuals that are available to and followed by all personnel performing tests. 

(g)
Since forensic toxicology laboratories handle controlled substances and generate results essential to the integrity of the criminal justice system, the director, to the extent practical or permitted by law, should exert reasonable efforts to ensure that all personnel meet high ethical and moral standards.



Analyst

(a)
Analysts must possess at least a baccalaureate degree in chemistry, biochemistry, or other physical or biological science, and have received at least 20 semester hours of training in chemistry, and have experience comparable to that required by the American Society of Crime Laboratory Director’s – Laboratory Accreditation Board (ASCLD-LAB) or the Society of Forensic Toxicologists (SOFT).
(b)
The analyst must have training in the theory and practice of the procedures used, and understanding of quality control concepts. In addition, the analyst must have had at least one year of experience in analytical chemistry, or have completed successfully special training provided or approved by the Department. Periodic verification of skills must be documented 


3.
Quality Assurance

(a)
 The laboratory must have clear written procedures describing the chain of custody of all samples, the security requirements for all sections of the laboratory, including the security of record keeping, and for all laboratory testing procedures and quality assurance procedures. Screening and confirmatory methods of testing shall be as provided in section A(5) , except that generally accepted scientific alternative screening methodologies may be approved by the Department upon written application by the laboratory. The Department shall respond to such application within 30 days.

(b)
The laboratory analyst must demonstrate satisfactory performance in the proficiency testing program of the College of American Pathologists, the American Association for Clinical Chemistry, or an ASCLD/LAB or S.O.F.T approved vendor for each substance of abuse for which testing services are offered.

Satisfactory performance is defined as follows:




(1)
For each survey, no false positives.




(2)
Ability to identify and confirm the presence of a substance (in the approved proficiency sample) at a concentrations above the laboratory’s established cut-off levels.

i)
Documentation of enrollment in an approved proficiency testing program and copies of results must be provided to the Department of Health and Human Services, Public Health Laboratory by the proficiency testing service, or by submission to the Department of Health and Human Services of certified copies of such documents by the laboratory.

ii)
All unsatisfactory results must be investigated to determine the cause of the unsatisfactory result. In those instances where a false positive result was reported, a retrospective investigation of subject specimen records must take place to determine if similar errors had occurred. This investigation must be documented and a copy of that documentation, along with a plan of corrective action shall be submitted to the Department of Health and Human Services within 10 working days of the laboratory's receipt of the survey results.

(c)
Records shall be maintained indicating that proficiency samples are processed as routine specimens, shall identify the analyst performing the test, and indicate supervisory review and corrective action for unsatisfactory results. All records are subject to review by the department.

(d)
At the discretion of the Department of Health and Human Services, all laboratories are subject to on-site proficiency testing at any time tests are normally performed. Performance criteria shall be as specified in Subsection E3(b) above.

(e)
If an analyst does not perform satisfactorily as defined in Subsection E3(b) above, he/she shall be subject to loss of certification to perform testing for drugs of abuse in general, or for the unsatisfactory analyte, pursuant to Title29-A, section 2524 and or 2527, until two successive surveys have been satisfactorily tested.

(f)
If a laboratory fails to comply with Subsection E3(b) above, it may be required to file a documented plan of correction within 10 days, may be subject to conditional certification, may lose its certificate to test for specific analytes, or may lose its certificate to perform testing for substances of abuse, pursuant to Title 29-A, section 2524 and or 2527.

(g)
The laboratory shall have a quality assurance program which encompasses all aspects of the testing process: specimen acquisition, chain of custody, security, and reporting of results, in addition to the screening and confirmation analytical procedures.

i)
Quality control procedures will be designed, implemented, and reviewed to monitor the conduct of each step of the process. These records shall be made available for review at the time of laboratory inspections.

ii)
Quality control procedures must include validation of the performance of all automated sample processing and data processing equipment. Records shall be maintained concerning the repair and maintenance of all equipment.

(h)
All positive specimens shall be retained in the original containers in secure storage for at least 6 months. It is the burden of the party requesting longer retention of the sample(s) to make prior arrangements with the laboratory for the return of the sample to an appropriate agent.

(i)
All laboratory reports, including the screening, confirmation and quality control data shall be reviewed before being certified as accurate. The report shall identify the drugs confirmed in the sample.

(j)
A laboratory or analyst aggrieved by any decision of the Department of Health and Human Services regarding Certification shall have the rights of appeal specified in The Maine Administrative Procedure Act, Title 5, c. 375, and the Health and Human Services Administrative Hearings Regulations, 10-144 CMR. Ch.1.
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