
A Potential Regulatory Solution to the Analogue problem inherent in the Controlled Substance Approach when dealing with new synthetic materials such as “bath salts”: Several states employ a regulatory solution, providing a specific agency with the criteria for adding new substances to the list via administrative rule. This is more efficient than waiting for legislative action each time a new substance arrives on the scene.  The legislature can always alter the list by statute if it disagrees with the administrative action, including deleting substances listed by rule in the following legislative session. Given the proper criteria for the administrative action, such revision should rarely be necessary.

Two examples are Alabama and Oregon. The Alabama Board of Health has the power to amend the drug schedules as follows:

a) The State Board of Health, unless otherwise specified, shall administer this chapter and may add substances to or delete or reschedule all substances enumerated in the schedules in Sections 20-2-23, 20-2-25, 20-2-27, 20-2-29, or 20-2-31 pursuant to the procedures of the State Board of Health. In making a determination regarding a substance, the State Board of Health shall consider all of the following:

(1) The actual or relative potential for abuse.

(2) The scientific evidence of its pharmacological effect, if known.

(3) The state of current scientific knowledge regarding the substance.

(4) The history and current pattern of abuse.

(5) The scope, duration, and significance of abuse.

(6) The risk to the public health.

(7) The potential of the substance to produce psychic or physiological dependence liability.

(8) Whether the substance is an immediate precursor of a substance already controlled under this chapter.

(b) After considering the factors enumerated in subsection (a), the State Board of Health shall make findings with respect thereto and issue a rule controlling the substance if it finds the substance has a potential for abuse.

(c) If any substance is designated, rescheduled, or deleted as a controlled substance under federal law and notice thereof is given to the State Board of Health, the State Board of Health shall similarly control the substance under this chapter after the expiration of 30 days from publication in the federal register of a final order designating a substance as a controlled substance or rescheduling or deleting a substance, unless within that 30-day period, the State Board of Health objects to inclusion, rescheduling, or deletion. In that case, the State Board of Health shall publish the reasons for objection and afford all interested parties an opportunity to be heard. At the conclusion of the hearing, the State Board of Health shall publish its decision, which shall be final unless altered by statute. Upon publication of objection to inclusion, rescheduling, or deletion under this chapter by the State Board of Health, control under this chapter is stayed until the State Board of Health publishes its decision.

(d) Authority to control under this section does not extend to distilled spirits, wine, malt, beverages, or tobacco.

(e) The State Board of Health shall exclude any nonnarcotic substance from a schedule if such substance, under the federal Food, Drug and Cosmetic Act, the federal Comprehensive Drug Abuse Prevention and Control Act of 1970, and the law of this state may be lawfully sold over the counter without a prescription. The Code of Alabama 1975 Section 20-2-20. 

Effectively, the Alabama Board of Health has been given the additional ability to list these newly discovered chemicals as controlled substances through an administrative rule, with the caveat that the legislature may, within a given period of time, either ratify or nullify the rule in statute in the following session. While the rulemaking process contains its own time frames relating to public notice and so forth in this process, the legislature reserves the right to overrule the agency. Furthermore, the legislature has specifically developed criterion that are to be taken into consideration for the rulemaking, adding further safeguards to protect against abuses of the authority. 

The Oregon statutes give the Board of Pharmacy the ability to amend the controlled substances list:

475.035 Authority to control schedule; rules. (1) In arriving at any decision on changes in or addition to classification when changes or additions are proposed by the federal Drug Enforcement Administration or by any other reliable source, the State Board of Pharmacy shall review the scientific knowledge available regarding the substance, its pharmacological effects, patterns of use and misuse, and potential consequences of abuse, and consider the judgment of individuals with training and experience with the substance.
      (2) Whenever the board determines that a change in or an addition to the schedule of a controlled substance is justified, the board by rule may order the change and fix the effective date thereof.
      (3) If a substance is an ingredient of a controlled substance, the ingredient shall be considered to be in the same schedule as that controlled substance. Substances which are precursors of the ingredient shall not be subject to control solely because they are precursors of the ingredient. The use of the term “precursor” in this subsection does not control and is not controlled by the use of the term “precursor” in ORS 475.840 to 475.980.
      (4) The board shall administer ORS 475.005 to 475.285 and 475.840 to 475.980 in accordance with ORS chapter 183.
      (5) Authority to control under this section does not extend to tobacco or to alcoholic beverages as defined in ORS 471.001. [1977 c.745 §5; 1981 c.666 §2; 1987 c.657 §9; 1995 c.301 §31; 1995 c.440 §23; 2001 c.615 §16]
Arizona’s Department of Health has no such administrative authority. However, like the Oregon arrangement, the Arizona Board of Pharmacy currently has the authority to write rules: 

A.R.S. §36-2521. Rules::the board may promulgate necessary and reasonable rules relating to the registration and control of the manufacture, distribution and dispensing of controlled substances within this state.

The problem is that there is no administrative access to expanding the controlled substances list for new illicit materials in the first place. Providing the authority to either DHS or the Board of Pharmacy, coupled with the appropriate guidance for making the determination, should speed the incorporation of these new materials thereby achieving the goal of public safety in a much more efficient manner, without impairing legitimate prescription drug uses. 

The Arizona Administrative Procedures Act proscribes time frames that can make rulemaking a lengthy process. However, the Act contains an emergency procedure that substantially curtails the time:

41-1026. Emergency rule making, amendment or repeal
A. If an agency makes a finding that a rule is necessary as an emergency measure, the rule may be made, amended or repealed as an emergency measure, without the notice prescribed by sections 41-1021 and 41-1022 and prior review by the council, if the rule is first approved by the attorney general and filed with the secretary of state. The attorney general may not approve the making, amendment or repeal of a rule as an emergency measure if the emergency situation is created due to the agency's delay or inaction and the emergency situation could have been averted by timely compliance with the notice and public participation provisions of this chapter, unless the agency submits substantial evidence that the rule is necessary as an emergency measure to do any of the following:

1. Protect the public health, safety or welfare.

2. Comply with deadlines in amendments to an agency's governing law or federal programs.

3. Avoid violation of federal law or regulation or other state law.

4. Avoid an imminent budget reduction.

5. Avoid serious prejudice to the public interest or the interest of the parties concerned.

Because addition of these substances is a public health and safety issue, the emergency criterion would be met.  This type of  statutory addition in ARS Title 36, Chapter 27, would provide the Pharmacy Board with the authority to adopt the rule:

ARS §36-2502: 

a) The Board [of Pharmacy], unless otherwise specified, may add substances in Sections 36-2512, 2513, 2514, 2515, 2516. In making a determination regarding a substance, the Board shall consider all of the following:

(1) The actual or relative potential for abuse.

(2) The scientific evidence of its pharmacological effect, if known.

(3) The state of current scientific knowledge regarding the substance.

(4) The history and current pattern of abuse.

(5) The scope, duration, and significance of abuse.

(6) The risk to the public health.

(7) The potential of the substance to produce psychic or physiological dependence liability.

(8) Whether the substance is an immediate precursor of a substance already controlled under this chapter.

(b) After considering the factors enumerated in subsection (a), the Board shall make findings with respect thereto and issue a rule controlling the substance if it finds the substance has a potential for abuse.

(c) Authority to control under this section does not extend to distilled spirits, wine, malt, beverages, or tobacco.


(d) The Board shall exclude any nonnarcotic substance from a schedule if 
such substance, 
under the federal Food, Drug and Cosmetic Act, the federal Comprehensive Drug Abuse   
Prevention and Control Act of 1970, and the law of this state may be lawfully 
sold over 
the counter without a prescription.

NOTE: Adopting standards by rule is not uncommon. For example, ADEQ is authorized to adopt various standards by rule: water quality §49-203, - 221 and  air quality 49-425; Dept. of Agriculture adopts rules on fertilizer § 3-264.B.2., and fruit and vegetables 3-487. 
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