10-144 Chapter 266     page 1

10

DEPARTMENT OF HUMAN SERVICES



BUREAU OF HEALTH, PUBLIC HEALTH DEPARTMENT

Chapter 266
CERTIFICATION STANDARDS FOR PERSONS CONDUCTING CHEMICAL ANALYSES FOR THE DETECTION AND IDENTIFICATION OF DRUGS

SUMMARY:  These rules set forth the technical qualifications necessary for an individual to be certified by the Department of Human Services to detect and identify drugs.  Included in the rules are criteria pertaining to necessary laboratory facilities and equipment, reference standards, record keeping, security and proficiency testing.

1.
APPLICATION FOR CERTIFICATION:


Application for certification as an analyst must be initiated by qualified personnel meeting the technical qualification requirements of these rules and regulations.

2.
TECHNICAL QUALIFICATIONS FOR LABORATORY ANALYST:


A.
Successful completion in an accredited college or university of a course of study which meets all academic requirements for a bachelor’s degree in one of the chemical, physical, biological or pharmaceutical sciences and at least 24 semester hours in chemistry which shall include at least 8 semester hours of analytical chemistry.  In addition, the analyst must have had experience in drug identification or have successfully completed special training approved by the department.


B.
For those individuals who do not qualify under (A) but have been testing drugs for identification and have been qualified to testify as an expert witness in superior court at least 1 year prior to May 1, 1976, an exception shall be made in the qualifications listed above, provided they have successfully completed a course of study in an accredited college or university which meets all academic requirements for a bachelor’s degree, and have at least 24 semester hours in chemistry, biology or physics courses of which not less than 16 hours must have been in chemistry.

3.
EVALUATION OF THE LABORATORY AND PERSONNEL:


A.
No person shall be certified unless his work is done in a well organized laboratory which has been inspected and approved by the Department of Human Services.  Said Laboratory shall have adequate space, facilities and equipment necessary to assure that competent, professional service is performed.  Such equipment shall be maintained in good working order, routinely checked and properly calibrated.  Adequacy of equipment and proper maintenance thereof may be checked as deemed necessary by visits by the certifying authority or agent appointed by him.


B.
Laboratories shall possess a Controlled Substance Registration Certificate as issued by the Drug Enforcement Administration, U.S. Department of Justice.


C.
For each drug which will be identified, a laboratory shall stock a reference standard sample, if commercially available; reference standards may be prepared by synthesis or by extraction and purification of a drug in dosage form, and checking identity by comparison of its infrared absorption spectrum, mass spectra, or x-ray diffraction pattern with those published in the appropriate scientific literature which shall include but not be limited to:



1.
Association of Official Analytical Chemists “Infrared and Ultraviolet  Spectra of Some Compounds of Pharmaceutical Interest”



2.
Bureau of Narcotics, United States Dept. of Justice, “Analytical Manual,  Analysis of Drugs”



3.
E.G.C. Clarke, “Isolation and Identification of Drugs”, the Pharmaceutical  Press, London



4.
Sunshine and Gerber, “Spectrophotometric Analysis of Drugs”, Thomas



5.
Sadtler Standard Spectra, Philadelphia



6.
Journal of Forensic Sciences



7.
Microgram



8.
The Journals of the American Chemical Society


D.
Certification shall also require satisfactory performance on proficiency testing.



In proficiency testing results returned shall include complete data of all tests used to establish proof of identity, such as Rf of controls and samples if TLC is used, retention times in gas chromatography, mass spectra, ultraviolet, infrared or fluorescence spectrophotometer curves if applicable, or such other scientific information as may be required for the identification of the particular scheduled drug involved.



Failure to perform satisfactorily on proficiency test samples shall result in denial or revocation of certification.



If certification is denied because of incorrectly identifying a particular drug, applicant may reapply after 6 months.  If denied or revoked because a drug is not identified or because proof of identity is deemed insufficient, applicant may reapply immediately.


E.
Proficiency testing shall be made annually.

4.
MAINTAINING RECORDS AND REPORTING FOR STATISTICAL PURPOSES:


Identification of scheduled drug in samples submitted for analysis shall be supported by details of physical and chemical characteristics determined by appropriate tests.  Complete data of each test result shall be preserved for a period of at least two years after the date of submittal of the report and shall be available for inspection if required by the certifying agent.  Records of laboratory reports shall be filed in a manner which permits ready accessibility and identification.  A semiannual report shall be made to the Department of Human Services, listing totals of samples received and drugs identified on a form provided by the department.

5.
ADDITIONAL REQUIREMENTS - CONTINUITY AND SECURITY:


Assurance of continuity is of prime importance in forensic work.  Each certified analyst will accept and take possession of samples being submitted.  If work is not undertaken immediately, sample shall be stored in an area to which the analyst alone has access.  Like precautions shall be used to safeguard remaining evidence after test is completed.  Records shall also be safeguarded in such a way that results are available only to agencies to which reports may be lawfully submitted.

6.
CERTIFICATION FOR ANALYST ONLY:


Certification is granted only to the analyst who personally does the work and shall in no way provide for the analyst to make use of or himself certify the work of any other person.

7.
FAILURE TO COMPLY WITH THESE STANDARDS:


Failure to comply with the standards set forth in these rules and regulations shall constitute grounds for refusing to certify any person as an analyst or for revoking the certification of any person as an analyst.

8.
CERTIFICATION GOOD FOR FIVE YEARS:


Certificates will be granted to cover a period of five years, but may be sooner revoked for cause as specified.  Application must be made for renewal.

STATUTORY AUTHORITY:  17-A M.R.S.A. §1112 (1) and 22 M.R.S.A. §42(1)

EFFECTIVE DATE:
November 15, 1978

EFFECTIVE DATE (ELECTRONIC CONVERSION):
May 5, 1996

