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March 10, 2008

Henry M. Bartlett, Executive Director

Committee of Methadone Program Administrators of New York State, Inc. 

One Columbia Place

Albany, NY 12207

Dear Mr. Bartlett:

Thank you for your letter on behalf of the Committee of Methadone Program Administrators of New York State (COMPA) and Ira Marion, its Public Policy Chair, requesting a legal opinion from the Legal Action Center to assist COMPA in understanding and evaluating the import and implications of the January 24, 2008 “Dear Colleague” letter which CSAT Director H. Westley Clark has sent to registered OTPs in New York and elsewhere around the country.  Dr. Clark explained that the purpose of this letter was to “restate the Substance Abuse and Mental Health Administration’s (SAMHSA) policy for unsupervised medication take-home doses when an Opioid Treatment Program (OTP) is closed for business on Sundays or Federal or State holidays.”  (Dear Colleague letter, at p. 1.)  

We understand that SAMHSA/CSAT has issued this policy “restatement” in order to inform OTPs and other affected parties, including accreditation entities and state methadone authorities, of SAMHSA’s current interpretation of certain provisions of 42 C.F.R Part 8 that govern the “unsupervised or ‘take-home’ use” of medication dispensed to patients in comprehensive maintenance treatment.  The provisions at issue are contained 42 C.F.R §§ 8.12(i)(1), (2) and (3) of the OTP regulations establishing the Federal opioid treatment standards set forth in section 8.12.   

It may be helpful first to frame the issues the Dear Colleague letter has raised for COMPA.  To summarize briefly, SAMHSA has announced that is interpreting the regulatory provisions governing take-home medication  to mean that “an assessment, and documentation of the assessment by the program’s medical director [made in accordance with the specifications set out in §§ 8.12(i) (2) and (i)(3), discussed below], is necessary for each take-home dose provided to a patient” – including when an OTP program provides any patient with a single take-home dose for a day when the OTP is closed for business on a Sunday or State or Federal holiday, as §§ 8.12(i)(1) allows.  

This newly articulated interpretation on SAMHSA’s part has precipitated a great deal of confusion and concern among OTPs and others within the treatment community, because it represents a significant departure from what we gather has been the longstanding, common understanding held by many members of this community: that the regulatory requirements contained in sections (i)(2) and (i)(3) do not apply to the 


dispensing of single take-home doses to patients when the OTP is closed for business on a Sunday or a legal holiday as is permitted by section (i)(1) specifically.  

While the immediate and longer term repercussions of the Dear Colleague letter are quite unclear, the basis for the very stark differences in opinion between SAMHSA and many in the OTP treatment community as to what the regulations’ take-home provisions actually mean (and how their requirements have historically been interpreted and applied), and how they will be interpreted and enforced in the future, is very clear.  The reason for the conflicting  readings of the requirements of the Sunday/holiday closure rule contained in section (i)(1) of the take-home provisions stems from what this specific sub-section of the regulation does – and does not – say.  

Section 8.12(i)(1) states in its entirety: “Any patient in comprehensive maintenance treatment may receive a single take-home dose for a day that the clinic is closed for business, including Sundays and State and Federal holidays.”  Section (i)(1) does not incorporate or refer in any way to the sub-sections that follow separately – §§ 8.12(i)(2) and (i)3) – both of which apply expressly (and, by their terms, exclusively) to treatment program decisions on dispensing take home medication “beyond that that of paragraph (i)(1) of this section.”  The “determinations” of individual patients’ responsibility for handling take-home medication referred to in these two sub-sections are required to be made by the program’s medical director using the eight criteria listed in § 8.12(i)(2) and then documented in the patient’s medical record, as required by § 8.12(i)(3).  

Given how these provisions are separately structured and what they respectively (and separately) say, it is not surprising for COMPA and its members – along with many other OTPs, as well as others within the treatment community – to “have interpreted this provision [42 C.F.R. § 8.12(i)(1)] to mean that the determination to provide a patient with a single take-home dose need not be made in conjunction with  the determination required in 8(1)(2)” when a single dose is being dispensed to accommodate patients of  programs that close on Sundays or legal holidays.  (Dear Colleague letter, at 2.)   

It is clear, however, that SAMHSA holds a contradictory view, and that its interpretation is in conflict with COMPA’s understanding of the regulations.  In your letter requesting the Legal Action Center’s opinion on the questions SAMHSA’s interpretation and policy “restatement” have raised, you note that “COMPA is of the opinion that the “Dear Colleague letter contradicts the OTP CSAT Regulations, 42 CFR Part 8, which state that OTPs may provide a single take home dose to all patients on Sundays and legal holidays” – without requiring the assessments the Dear Colleague letter advises are now necessary.  You ask for our advice as to whether COMPA is correct in holding this opinion, and also ask “whether a CSAT Director has the authority to supersede 42 CFR Part 2 by simply sending this letter.”  We hope the following summary of our legal analysis and opinion will assist you in clarifying those questions.   

In preparing this response, we have reviewed the relevant provisions of 42 C.F.R. Part 8, including the proposed and final rule adopted by SAMHSA in 2001 after the requisite notice and 


comment process was completed as required by the Federal Administrative Act (APA), 5 U.S.C. §§ 551 et seq., as well as precursor regulations (contained in 21 CFR Part 21, § 291.505) which were repealed in 2001 when SAMHSA issued the current final OTP regulations in 42 CFR Part 8, and other pertinent SAMHSA guidelines, and related regulatory materials and case law,   For ease of reference, we have compiled relevant selections from these materials in an Appendix to the Legal Action Center’s Opinion and will be pleased to forward the Appendix to interested persons who request it. 

Based on this analysis, we have reached the following conclusions:  

1. SAMHSA clearly appears to consider its “restatement” of Federal policy to be a non-binding advisory communication of its “current thinking” on the take-home provisions of the OTP regulations rather than an enforceable standard of practice.

First, SAMSHA clearly characterizes its Dear Colleague letter’s “restatement” of Federal policy with respect to the dispensing of take-home medication as a policy “guidance” that is simply advisory and non-binding in its nature and intended effect, and one that is not intended to effect any substantive revision or repeal of the Opiate Treatment Standards set forth in its existing rule, 42 C.F.R. Part 8.  

Accordingly, as is the case with the Guidelines for the Accreditation of Opioid Treatment Programs (July 19, 2007) which are cited and discussed in the Dear Colleague letter, SAMHSA evidently intends that OTPs and other affected parties, including accreditation bodies and state methadone authorities, should understand the legal effect of this advisory set forth in the Dear Colleague letter to be equivalent to (or perhaps more minimal than) that of  those Guidelines.  It is instructive to consider the following “Statement of Non Binding Effect” which accompanies the Guidelines, and which presumably pertains equally to SAMHSA’s view of the Dear Colleague letter’s legal impact, as well:

Statement of Non Binding Effect – This guidance document represents the Agency’s current thinking on the Federal Opioid Treatment Standards set forth under 42 CFR § 8.12.  It does not create or confer any rights for or on any person or program and does not operate to bind the Substance Abuse and Mental Health Services Administration (SAMHSA) or the public.  An alternative approach may be used if such an approach satisfies the requirements of applicable statutes and regulations.” (Guidelines, at p. 1)

Those seeking to assess the legal import and effect of the policy pronouncement set forth in the Dear Colleague letter may find some degree of relief from knowing that SAMHSA apparently also views the policy “restatement” it sets forth in the Dear Colleague letter as non-binding.  From all indications, it appears to consider the content of this letter as the equivalent of  an “interpretative rule or general statement of policy” (as those terms are defined in the Federal Administrative Procedure Act, 5 U.S.C. § 553(b)(A)).   For purposes of the APA, relevant case law makes it clear that the essential characteristic of such “interpretive rules/general statements 


of policy” is that they are explanatory and advisory only, and do not have the effect of changing existing regulations or prescribing legally enforceable standards of conduct.   Such a policy pronouncement on SAMHSA’s part, whose purpose and effect is simply to explain or clarify SAMHSA’s existing regulations, without altering any substantive rights or obligations of those subject to the agency’s regulations, would be permissible under the APA – provided that such a statement of policy and the regulatory interpretation it puts forth do not effectuate any substantive revision or repeal of the current regulations, and do not alter the rights of any affected parties within the agency’s regulatory scope.  If this is the appropriate way to characterize the purpose and intention of the Dear Colleague letter’s “restatement” of SAMHSA policy, then it would likely be considered a valid exercise of SAMHSA’s discretion and regulatory authority, but not an administrative act that would result in enforceable alterations in the regulatory standards to which OTPs might be held responsible for following. 

2. SAMHSMA does not have the authority to supersede 42 C.F.R. Part 8 simply by means of sending this Dear Colleague letter.

This leads directly to your inquiry as to “whether SAMHSA has the authority to supersede 42 CFR Part 8 simply by sending this [Dear Colleague] letter.”  The short answer to that question is no, for two reasons.  

First, SAMHSA says that this was not its intent in issuing the Dear Colleague letter.  Rather than suggesting that its newly reiterated regulatory interpretation was intended to “supersede” the existing regulations in any respect, the stated purpose of letter indicates SAMHSA’s intention was simply to “represent its current thinking on the Federal Opioid Treatment Standards set forth under 42 C.F.R § 8.12,” to quote from the above “Statement of Non Binding Effect” which accompanies the OTP Accreditation Guidelines discussed in the preceding section.   

In addition, SAMSHA clearly seems to consider it its newly articulated interpretation of the regulatory provisions at issue here as the sort of “interpretive rule or general statement of policy” which is exempt from the notice and comment requirements of the APA.  (5 U.S.C. § 553(b)(A) provides: “Except when notice or hearing is required by statute, this subsection does not apply . . . to interpretive rules, general statements of policy, or rules of agency organization, procedure, or practice. . . .)  The fact that SAMHSA issued the Dear Colleague letter without apparently perceiving any need to engage first in the notice and comment processes that would be required if SAMHSA viewed the policy restatement as akin to the promulgation of a new or revised rule speaks to SAMHSA’s own view of its nature and effect.   

Second, neither SAMHSA nor any other Federal administrative agency has authority to act to “supersede” its existing regulations by sheer fiat.  No agency may validly engage in rule making (which the APA defines as “the process of formulating, amending or repealing a rule,” such as 42 C.F.R. Part 8; 5 U.S.C. 551(4) ) without first providing affected parties and the public fair notice and an opportunity to comment on the proposed new rule or revision to an existing regulation.  5 U.S.C. § 552.  To attempt to rewrite a current rule or establish a new rule – which the APA defines to mean “the whole or a part of an agency statement of general or particular applicability and future effect designed to implement, interpret or prescribe law or policy . . . ,” 


5 U.S.C. § 551(4), without first following the notice and comment requirements of the law, is explicitly forbidden by the Administrative Procedure Act.  Such an administrative action would subject SAMSHA to the immediate risk of being challenged in court for violating the clear terms of that Act.  

As the huge volume of cases litigated under the APA testifies to, there are countless instances in which an administrative agency’s action does – despite the agency’s representation that it does not – amount in reality to rule making that is subject to the APA requirements for formulating, amending or repealing a rule.  When that happens, the rule-making process must be followed in accordance with the notice and comment requirements of the APA.  The bedrock principle underlying these requirements is that administrative agencies which are authorized to adopt and implement rules “of general applicability and future effect . . . designed to implement, interpret or prescribe law or policy”  in the course of carrying out their statutorily designated responsibilities must, at a minimum, give all affected parties and the public fair notice of their proposed rule or revision, a fair opportunity to participate in the rule-making process and comment on the proposed changes before any proposed or revised rule is adopted, and again fair notice of when the rule will go into effect.   

This implicates one of the most problematic aspects of the Dear Colleague letter, in our view.  Although the letter seeks to assure COMPA members and many similarly situated OTPs in other states around the country that the newly “restated” take-home policy represents no change from previous policy and prior OTP regulations, it in fact is being perceived in many quarters as representing a major change in policy, with immediate and profound repercussions.  

There is no doubt that this policy statement effectively demands that OTPs begin considering whether they must make major changes from past practices and program policies which OTPs have lived by for many years, based on their wholly justifiable understanding that the OTP regulations clearly authorize such policies and practices – including those which allow patients to be provided single take-home doses when a program is closed for business for a Sunday or legal holiday.  The widespread confusion that has followed in the wake of the Dear Colleague letter also leaves no doubt that the regulatory interpretation it sets forth represents a major departure from previously held and commonly understood views of the take-home rule’s requirements.  Some might fairly argue that an agency action that bodes to bring about substantive changes of such significant proportions rises to the level of rule-making that is occurring without affording those who are most affected the requisite sort of fair notice and opportunity to comment the APA calls for in such circumstances. 

Yet there are appropriate ways, other than dwelling on the potential legal deficiencies of the process that has unfolded to date, for concerned OTPs to consider as they work to resolve the challenges posed by the Dear Colleague letter.  Among them are the productive, consensus-building steps that AATOD is urging SAMHSA and CSAT to consider, including its request that they issue clarifying advisories which are responsive to the concerns and questions that have arisen as a result of the Dear Colleague letter; and consider convening working groups or 


engaging in other inclusive and consultative processes which will enable all concerned to proceed more judiciously to plan for the future, and work together to improve every aspect of opioid treatment.    

3. SAMHSA/CSAT’s Interpretation of the Take-Home Provisions is Inconsistent with the Regulation. 

Last but by no means least, our analysis has led the Legal Action Center to agree with those who have concluded that SAMHSA’s current interpretation of the take-home provisions of the OTP regulations is not well-founded.  

As COMPA is aware, this interpretation prompted SAMHSA to advise recipients of the Dear Colleague letter that it is necessary for all OTPs to conduct and document an assessment by the medical director “in determining patient eligibility for any take-home medication, including a single dose for a day that the clinic is closed for business, such as State and Federal holidays.”  (Dear Colleague letter, at p. 2, quoting from SAMHSA’s Guidelines for the Accreditation of Opioid Treatment Programs (July 19. 2007), Chapter 2, Section V.)

As is discussed above, this reading represents a significant departure from what many OTPs in New York and elsewhere have long understood the take-home provisions to require – and not to require.  We understand that it is the commonly-held view of COMPA and many other interested parties that the OTP regulations do not require that the individualized assessments referred to by the Dear Colleague letter be conducted in conjunction with the provision of a single take-home dose to patients for their use on a day when their OTP is closed for business on a Sunday or a State or Federal holiday, as is specifically allowed by section 8.12(i)(1).  

Our legal analysis supports these OTP’s, rather than SAMHSA’s, construction of these regulatory provisions.  A straightforward, common sense reading of the text of sections (i)(1), (i)(2), and (i)(3)) supports the conclusion that the regulation establishes two separate and distinct standards to govern decisions regarding the provision of take home-does to patients in comprehensive maintenance treatment:

· One standard, set out in subsection (i)(1),  governs take-homes for Sunday/holiday closing purposes.  This states that a single take-home dose may be provided to any patient when an OTP is closed for business on a Sunday or a State or Federal holiday.  (The medical director’s consideration and documentation of the 8-point criteria by subsections (i)(2) and (3) is not required in these circumstances). 

· The second, wholly separate standard governs “determinations” about take-homes in all other circumstances “beyond “ the Sunday/holiday-closure provision.  Under this standard, set out in subsections (i)(2) and (i)(3), responsibility determinations must be made by the medical director, based on individual consideration of the 8 listed take-home 

      criteria; and the basis for such determinations must be documented in individual patient’s   

      chart.


· No connection or linkage is made in the regulation itself between these two separately articulated standards: they are independent of one another, and the first (the Sunday/holiday closure rule) makes no reference to and does not incorporate by reference any provision of the second rule, governing medical director determinations based on the 8-point criteria.

We understand that New York State has long accepted the validity of this construction of the pertinent regulatory provisions.  The clinical appropriateness and safety of this approach would also seem to be borne out by the very long history of opioid treatment programs operating in New York State – 94 of which are closed on Sundays and to observe Federal and State holidays – without any documented problems associated with Sunday and holiday closures.  

Basic tenets of administrative law and procedure, as set forth in the federal Administrative Procedure Act and relevant case law, require that Federal agency regulations be reasonable (not arbitrary, capricious, an abuse of discretion or otherwise inconsistent with the law those regulations are issued to implement).  These principles apply equally to an agency’s interpretations of its own regulations.

SAMHSA’s reading of the regulatory provisions governing the provision of take-home medication for unsupervised use by patients in comprehensive maintenance treatment, 42 CRF § 8.12(i) (1) – (3) does not, in our view, withstand the sort of common sense scrutiny the APA invites.  Its interpretation is inconsistent with the plain language and the clear structure of the regulatory text.  It conflates the requirements of what seem clearly to be two distinct regulatory standards, standards that are set out in two separate sub-parts of the regulation which contain no reference to one another.  The text of the regulation does not appear to offer a reasonable basis for SAMHSA/CSAT’s incorporation of the requirements of one part into another, separate, clearly differentiated part of the regulation’s take-home provisions.  

We will leave it at that.  These differences in opinion are fully resolvable and, we are convinced, can and will be productively resolved through respectful dialogue and consultations among all those, from SAMHSA and CSAT to all of those on the state and local levels who are dedicated to both improving individuals’ access to, and the quality of care provided by, opioid treatment programs across the country.  

We hope this analysis and opinion will be productive and useful.

Sincerely, 

Catherine H. O’Neill

Senior V. P. and Director of HIV/AIDS Projects
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