BHA Regulations – Informal Comments & Responses	November 19, 2014
[bookmark: _GoBack]The Behavioral Health Administration appreciates the comments received for the proposed Community Behavioral Health Program regulations.  While all questions have been responded to, BHA did not include responses to all of the comments received, but did take them under consideration.

Any questions received after the October 3, 2014 deadline will be reviewed during a second informal comment period to occur later this year.

In addition, comments and questions regarding billing for services were not addressed directly, but will be shared with the appropriate agencies, including the Office of Health Services.


Comment 1: 

Questions:

According to:

.03	License Required.

	A.	Except as provided in Regulation .04 of this chapter, all community 				behavioral health programs must have a valid and current license issued by the 			Department in order to operate in Maryland.

However, integrated behavioral health programs are described as: 

.05	Program Descriptions and Criteria.

C.	Integrated behavioral health programs that: 

(1) Meet the requirements for an:

(a) Outpatient mental health center, as outlined in §A(3) of this regulation; and

(b) Outpatient services Level 1 program, as outlined in §B(2) of this regulation;

(2) Have the capacity to provide, as appropriate:

		(a)	Mental health evaluation and treatment services to individuals 				with a mental health diagnosis;

		(b)	Substance use evaluation and treatment services to individuals 				with a substance use disorder; and
		
(c)	Integrated mental health and substance use evaluation and treatment services to individuals with both a substance use disorder and a mental health diagnosis.

The proposed regulation at c (2) (c) does not mention if whether an Integrated Behavioral Health Program needs a specific license or if it needs two licenses-one for mental health and one for substance use disorder.  

Could this be clarified?

If part of the treatment program for substance use order requires some mental health treatment, does that program need both licenses or just one and which one,  or does it need an “Integrated Behavioral Health license”?  
Response 1: 

· Providers will only be required to get one license for an Integrated Behavioral Health program when they meet the criteria for both mental health and substance-related disorder treatment programs.  
· A substance-related disorder treatment program that provides mental health services will not be required to be licensed as an integrated program. 



































Comment 2: 

Thank you for the opportunity to comment. I have been in the AOD field for 30 years as a licensed professional. Both in County government and private agencies.
 
Comments are underlined
 
B.         Community substance-related disorder programs that require a license under this Chapter include:

(1)        Early intervention Level 0.5 programs that: (a)  Provide services to an individual:

(i)         Who meets the American Society of Addiction Medicine
                        
(ASAM) Criteria for Level .05;
 
(ii)        For whom a substance-related disorder is not documented; and

(iii)       Who is, for a known reason, at risk for developing a substance-related disorder;

(b)        Complete a comprehensive assessment for each participant, unless the participant has received an assessment by a licensed or certified clinician, or licensed program within the past year, that assesses history and current status in the following areas:

This time period of one year is rather excessive. To rely on an assessment that can be 364 days old in the life of a drinker is dangerous. Please consider a period not to exceed 45 days.
 
(i)         Alcohol, tobacco, and other drug use (ATOD);
 
(ii)        Employment or financial support; 

(iii)       Gambling behavior;

(iv)       ATOD and gambling treatment history; 

(v)        Mental health;

(vi)       Legal involvement;

(vii)      Family and social systems; 

(viii)     Educational involvement; and
 
(ix)       Somatic health, including a review of medications; 

(c)  If the assessment determines that referral to a treatment program or other services as indicated, makes the referral to a treatment program or other services as indicated; and
(d)        Provides alcohol and drug education services.
 Having worked for several DWI programs I can attest that the primary goal is to “find” everyone a “social” drinker. 
 
(9)        DUI education programs that: Not sure as to why this level of service needs to be different from a Level .05 
 
(a)        Provide services to individuals convicted under Transportation Article, §21-902, Annotated Code of Maryland, and ordered under Criminal Procedure Article, §6-219, Annotated Code of Maryland, to attend an education program;

(b)        Complete a comprehensive assessment for each participant, unless the participant has received an assessment by a licensed or certified clinician, or licensed program within the past year, that assesses history and current status in the following areas:

This time period of one year is rather excessive. To rely on an assessment that can be 364 days old in the life of a drinker is dangerous. Please consider a period not to exceed 45 days.

(i)         Alcohol, tobacco, and other drug use (ATOD); 

(ii)        Employment or financial support;

(iii)       Gambling behavior;
 
(iv)       ATOD and gambling treatment history; 

(v)        Mental Health;

(vi)       Legal involvement;
 
(vii)      Family and social systems;
 
(viii)     Educational involvement; and
 
(ix)       Somatic health, including a review of medications;
 
(c)        If the assessment determines that referral to an ASAM level of care is indicated, makes the referral and notifies the court of the results of the assessment;

Will releases be needed? What if the client goes shopping for the “social drinker” status? 

(d)        Requires participants to successfully complete, at a minimum, six weekly, 2-hour sessions for a total of 12 hours;

What about those programs that currently offer Weekend DWI services? Or, those programs that offer 1.5 hours per week (to get 8 weeks of cash from clients)? I know of many programs that do this today.
 
(e)        Has instructors who, at a minimum, are certified as a Certified Supervised Counselor – Alcohol and Drug, as defined by Health Occupations Article, Title 17, Annotated Code of Maryland;
Instructors need to be at a higher level of professional standards. This population is one fraught with significant “denial and rationalizations- I am a social drinker”!. Unfortunately this is only about hiring the “cheapest” person. NOTE: if you want to professionalize the field, you need to have higher levels of professionals. 

(f)        Teaches the Administration’s curriculum or an equivalent curriculum approved by the Department, which covers:

(i)         Scope of drinking-driver problem;
 
(ii)        Drinking driver patterns and characteristics; 

(iii)       The pharmacology drugs and alcohol;

(iv)       The process of addiction to drugs and alcohol;
 
(v)        The relationship of substance-related to crime, health, family, and other social problems; and

(vi)       Treatment resources; and
 
Care must be taken in evaluating the standards presented in a program’s curriculum. I have seen shoddy and often outdated materials being presented. And more often than not, personalized experiences of addiction and recovery stories from instructors as the main focus of lessons. Again, it often devoleves into AA meetings and/or a bunch of videos. 
 
(g)        Reports to the court or probation agent, as specified by the court order.

How is this going to be done? By court order to the programs? Will clients need to present this paper work to the programs? Who calls who? What if the client goes to services before a court date?  What if they shopped for “social drinker status? No one will know.
 
.08       Additional Licensure Process for Non-Accredited Programs.
 
This section spells out that a program “meets building codes; is furnished, well lit, adequately ventilated, and easily accessible”, but has no language as to the efficacy, quality or other professional competencies of the “education or treatment being provided.

Response 2: 

· BHA agrees to change “the past year” to “the preceding 45 days” for completing assessments under 0.5 early intervention and DUI education programs.
· All programs will be required by regulations to assess using the ASAM criteria.











Response 2 continued:

· With regard to DUI education programs, time does not permit BHA to consider comments on underlying substantive policies and program changes at this time.  Please feel free to submit your comments or requests for regulatory changes after these proposed regulations have been adopted, when all interested parties will be able to give them the attention they deserve.  
· Provider reports to the courts for DUI education programs requires a release of information from the client.  Otherwise, the reporting protocol is to be determined by each program.




































Comment 3: 

ASSESSMENTS:	By Regulation or Accreditation

… respectfully requests that the Behavioral Health Administration consider including clinical assessments in the regulations now being prepared for behavioral health services and not requiring agencies / health departments to pursue accreditation if this is the only clinical service to be offered.  This request is made with a particular view toward the smaller, rural jurisdictions.

The potential benefits of this approach include:

1)	Would be of significant benefit to the patient population, allowing the health department to provide care coordination while connecting individuals with the right provider in the right level of care and, as well, directly with Peer Recovery Support Services.  

2)	Item 1) above would be particularly valuable in consideration of the increasing demand 	for services from opiate addicted individuals who present in search of Medication Assisted Treatment (Buprenorphine or Vivitrol) and/or are in need of residential care.  This is of significant value in light of the Condition of Award placed on jurisdictions over the past couple of years to “pre-authorize all admissions purchased with ADAA funds to levels III.7, III.5, III.3, III.1 and recovery housing”.

3)	Would remove a significant (most likely prohibitive) financial and administrative burden 	by not requiring accreditation for just this service;

4)	Would allow the jurisdiction to plan, manage, and monitor the development of the service 	delivery system which is not now in place especially for rural jurisdictions;

5)	Most significantly, especially for Queen Anne’s County (see below *), retaining staff required for completion of the current 500 – 600 assessments per year (related to the historical relationship with our district court) would allow for service delivery to be re-	constituted should the current single private provider pull out of the jurisdiction, close 	one its current locations, and/or decide to stop serving public behavioral health patients.  Should the jurisdiction not have even a “skeleton staff” available to do this, starting from the ground up would be impossible.

This request is made recognizing that a “sunset” provision may be needed allowing for the above over the next 3 – 5 years while all of the pieces of the fee-for-service / integrated model fall into place or while additional providers come to the jurisdiction.

*MENTAL HEALTH TRANSITION ISSUE
During the Mental Health System’s transition to fee-for-service, when … Health Department was no longer going to provide mental health services, a local (regional) provider indicated their willingness to step in and set up shop in QA County.  This plan lasted approximately 2 weeks (yes, weeks) before the provider changed its mind and advised they would not be coming into the jurisdiction to provide mental health services.  What followed was approximately 2 – 3 years of no public mental health provider in Queen Anne’s County.  It goes without saying this created a substantial hardship for patients in need of services.

Response 3: 

· BHA will consider the request to include clinical assessments in the regulations and not require agencies or health departments to pursue accreditation if this is the only clinical service offered.
















































Comment 4: 

1. I am very concerned with regulation 03,c,2 (page 2) that requires programs to have a written agreement with a government agency.  These agencies should have no power to stop a program from offering services at any location if an agency sees fit to offer services.  Clients should have choice of programs.  Health Departments, CSA’s, LAA’s, or LBHA should have no power to stop or hinder a program from offering services provided those services are appropriately licensed.  These agencies should have no provision to stall or limit a provider from offering services.   I encourage this regulation to only require a program seeking license or being licensed to show proof of attempts to coordinate with these agencies.  I can tell you in Montgomery County currently, the MC Health Department will not coordinate with providers unless providers accept a contract from the health department to be controlled and paid for services.  Regulation 1 of this paragraph should be all that is required.  This type of limited effect cannot be institutionalized!  These government agencies can be made up of people that are biased, petty, and closed minded and should have no part in stopping or hindering program development.

2. The regulations on page 11 and 12 require all programs that provide level 0.5 and 1.0 who provide substance related services to be licensed even if those services are offered within the scope of services of my license: LCPC, LCADC, LCSW-C, etc.  It is within my scope of practice to form a “program” utilizing licensed practitioners that provide more comprehensive and inclusive services than a group or solo practice.  I understand such a program may not call itself a State of Maryland Licensed program, but it should be allowed to provide community substance related services and advertise it’s services appropriately.

3. It makes little sense to require that 0.5 programs (p 11) be licensed.  All that should be required is that these services be provided by a licensed or certified addictions provider as outlined by the board of professional counselors.
Response 4: 

· The written agreement under .03C(2) only confirms that the health department is aware of the program being in the jurisdiction, provides that the program will cooperate with the local agency during complaint investigations and allows the local agency to facilitate the transition of services if a program closes.  The agreement does not give local agencies the power to stop a program from offering services at any location.
· BHA agrees that independently licensed professionals do not need to be accredited in order to be licensed, if it is only conducting 0.5 early intervention services.  Independently licensed professionals will also have the ability to provide Level 1.0 services without having to be accredited.  
· BHA believes that 0.5 programs should be licensed under regulations.





















Comment 5: 

I am submitting the following comments to the draft regulations at COMAR 10.21.11.  As a general comment, we applaud DHMH for fulfilling its commitment to lessen the volume and detail of requirements in light of the new requirement of national accreditation.  With two exceptions (.07 and .09), the draft regulations list only the necessities in terms of requirements.  

.05A(1)(b)(ii).  Delete (i) and (ii) as the statute defines the differences in Small Group Homes and Large 	Group Homes.  

Reason:  The current language suggests that either new Large Group Homes don’t need to be licensed or that they are not going to be allowed. 

.05A(2) (c).  Add two clauses in (i):

1. When an individual no longer wishes to participate either as expressed verbally or through continued and persistent resistance to meet with MTS staff despite repeated and assertive outreach efforts, has progressed to other less intensive services, is relocating, is inpatient, or presents a danger to MTS staff; and   
	
Reason:  The regulations for other services do not specify reasons for discharge.  If MTS is the only one to list those reasons, then these two reasons should be added:  repeated resistance to meet with MTS staff or danger to staff.   There are situations in which individuals can be so so resistant despite assertive, creative outreach that they evidence with their behavior they no longer wish to participate and the MTS cannot bill for the service.  Similarly, there are situations in which the individual is dangerous to staff and yet a hospital may not agree that the individual meets the criteria for involuntary commitment (a clear example would be if the individual is only dangerous to MTS staff).  

.05A(3).	 This is a great example of simplifying the requirements, and we greatly appreciate it.  We interpret this as wisely agreeing that because the program is nationally accredited as an OMHC, there is no need to burden the program with additional specific requirements other than the 
	few listed in .03 and that those requirements apply at the provider level. Therefore, a provider that operates one or more satellite sites of its OMHC does not need to meet these regulations for each site (e.g. medical director on-site 20 hours per week).   It would be impractical and unnecessarily burdensome to have to do that, especially now in light of required national accreditation.  

.06	We don’t have the wording yet, but this would be the place for the staged grandfathering for currently licensed programs.  We support a timeline that would require all such programs to secure a letter of intent from the accrediting body within 18 months of the effective date of the new regulations, and full accreditation within 24 months of the effective date of the new regulations.  Assuming the new regulations become effective in the Spring of 2015, this would mean the outside date for accreditation for all programs would be Spring of 2017.

.05A(8)(c).  Delete.   

Reason:  Either .04 should exempt RRP Programs (and any other type of programs) that do not receive BHA or state funding, or .05A(8)(c) should be deleted.  Otherwise, non-state funded programs that provide RRP-like services will be required to seek a license, and yet then can’t get approved for a license.  
.07A.    

Add the following sentence at the end of .07A:

	However, if the RRP or RCS program submits to the CSA written evidence that the accrediting body reviewed that specific site, then the program does not need to submit the application described in A below or to have a CSA inspection.  The program does, however, still need to comply with the requirements listed in C-F below.   

Reason:  The national accreditation bodies review around housing facility standards as well.  We understand the fact that they don’t review all houses, but for the ones they do review, the conceptual framework of the regulations would allow the accreditation to suffice.

.07.	As a general comment, we assume that the zoning protections for group homes listed in the current regulations (i.e. small group homes permissible as single-family and large group homes permissible as multi-family) were omitted only because they are not necessary given that they are in the group home statute.  However, it might be helpful to the field to keep them in COMAR as well.  

.09	Change (b) to:  

Attestation of compliance with the program description requirements.
	
Reason:  In light of mandatory accreditation, it is unnecessary to ask the program to prove in narrative form that they meet the requirements –attestation should be sufficient.  
	
Delete (e)
	
Reason:   the accrediting body requires and reviews fire, safety and health inspection reports of all facilities.  

I don’t see a section for license renewal.  I assume that it would be a shorter list of documents that is requested for the initial license. For example, there would be no need to provide the collaborating agreement in (c).

In order to give final comments on these draft regulations, we would like to see the draft reimbursement regulations as the two sets go hand-in-hand.   All that said, we are extremely encouraged by this impressive start.  Please call me if you need further information. Thank you for considering our input.  

Additional Comment:

We urge that the phase-in period for the new regs only be part of the grandfathering in of agencies not accredited.  For those agencies that are accredited at the time of the effective date of the new regs, those new regs should be fully applicable for those agencies. Otherwise, those agencies will not benefit from the relaxed requirements for 2 years.  Continuation of deemed status is not nearly as advantageous as implementation of the new regs because under deemed status, the agencies still need to comply with all of detailed regs.  This is one significant way to reward the agencies that got accredited when they didn't have to.  We would like to discuss this comment at our call, as well.

It would really help if we could review any language you will be adding to what we have reviewed, such as the grandfather reg.  Issues like this one could come up, depending upon the specific wording.

Response 5: 

· The regulations will not be repealing the existing regulations for large group homes for adults with mental illness. 
· .05A(2)(c) is being removed from the regulations.
· Under .05A(3), the program must meet the requirement to have a medical director who is a psychiatrist and on site at least 20 hours per week.  The psychiatrist requirement would be for the entire program, not every site.  
· A timeline for the effective dates for accreditation has been shared with the Stakeholder Workgroup, with a revised version posted to the workgroup website.  The language for the regulations implementing the timeline will be posted for informal comment.
· .04 does not include RRPs. which will be required to be licensed and accredited.
· BHA has decided that additional site requirements under .07A will still be required regardless of a site visit from an accrediting entity.
· BHA is proposing amendments to the statute to add additional zoning requirements.  If that bill passes, BHA will consider adding that language to the regulations.
· Under .09A(3)(b) and (e), BHA will still require programs to meet these requirements.
· While the process for a license renewal will be streamlined, the requirement for a collaboration agreement will remain.










































Comment 6: 

Comments are underlined

Page 2
Under .04 Exempt Entities Section B:  Include Gamblers Anonymous along with Alcoholics Anonymous and Narcotics Anonymous

Page 11
Under .05 Program Descriptions and Criteria, Section B – Change to Community substance-related and addictive disorders programs…

In this same Section B(1) (a)(ii) For whom a substance –related or addictive disorder…
And in B (1)(a)(iii)  Who is, for a known reason, at risk for developing a substance-related or addictive disorder

Page 12
In this same Section B(1)(d) Provides alcohol, drug and gambling education services

Section B(2) Outpatient Services Level 1 programs that provide outpatient substance use and addictive (or gambling) disorder evaluation ….

Section B(3)  Intensive outpatient services Level 2.1 programs that provide structured outpatient substance-related and addictive (or gambling) disorder evaluation….

Section B(4) Partial hospitalization services Level 2.5 programs that provide structured outpatient substance-related and addictive (or gambling) disorder evaluation and treatment…

Page 13
Section B(5)   Residential service – Large and small halfway houses, as defined in Health-General Article 8-101, ….that provide low-intensity treatment Level 3.1 substance use and addictive (or gambling) disorder services…

Section B(6)  Residential services – clinically-managed , medium-intensity treatment Level 3.3 programs that provide substance-related and addictive (or gambling) disorder…

Section B(6)(ii)  Are chronic alcohol, other drug dependent, or chronic, severe gambling disordered

Page 14
Section B(6)(iv)  May have a history of multiple admissions to substance use or gambling disorder programs…

Section B(6)(v)  May have physical or mental disabilities resulting from a prolonged substance-related or addictive disorder…

SectionB(7)  Residential services – Clinically-managed high-intensity treatment Level 3.5 programs that provide residential substance-related and addictive disorder….

Section B(8)  Residential Services – Medically monitored intensive inpatient treatment level 3.7 programs that provide residential substance-related and addictive disorder…

Page 16

Section B(9)(e)  Can we add a requirement that instructors have a minimum of 15 hours of gambling disorder training?

Section B(9)(f)  Can we to the curriculum the relationship of gambling disorder to substance use disorders, crime, health and other social problems?

Page 17
Section C(2) Add a subsection stating: Gambling behavior evaluation and treatment services to individuals with a gambling disorder

Section c(2)(c)  Integrated mental health, substance use and/or gambling behavior evaluation and treatment services to individuals with a substance use and/or gambling disorder and a mental health diagnosis.

Response 6: 

· BHA does not agree that addictive (gambling) disorder treatment should be required in substance-related disorder treatment programs.  
· BHA does not agree that it is necessary to require that instructors have a minimum of 15 hours of gambling training under B(9)(e) as the accrediting entities address staff training and competency for this.
· While it is an important topic, BHA does not think it is appropriate at this time to include gambling in the DUI curriculum under B(9)(f).
· The regulations require assessing for gambling addiction, but BHA does not agree that all programs should be required at this time to treat gambling addiction.































Comment 7: 

I have some questions relating to .04 A under Exempt Entities and .05 C 1 (Integrated Behavioral Health Program). The Mental Health Clinic at … Health Department has chosen to operate under the "group practice" exemption. One question I have is will this then prevent them from being an OMHC? And, if so, does that prevent Calvert County Health Department from having an Integrated Behavioral Health Program, as, while we have an outpatient Level 1 substance abuse program, we would no longer have an OMHC?
Response 7: 

· A program with a “group practice” exemption would not be able to be licensed as an OMHC.
· An integrated program would need to meet the requirements for both an OMHC and an Outpatient Services Level 1 program but would only receive one license, as an Integrated Behavioral Health program.










































Comment 8: 

Questions regarding the draft regulations for COMAR 10.21.11

1. Because 10.21.11.02 Definitions are not included in the draft, it is necessary to clearly  understand the definition of “community behavioral health program.”  Providers will need to understand the differences between a “group practice” and a “community behavioral health program.”  In past meetings and presentations, it has been proposed that these will be distinguished by staffing (e.g., programs employ non-licensed staff) and by payer (you have to be a program to accept Medicaid).  

Some considerations are that CAC-ADs (non-licensed staff) are permitted to work under the supervision of a board-approved supervisor in a setting that is not state certified or accredited (e.g., group practice).

I have also been told that on the mental health side of things, licensed counselors from my organization can apply for individual NPI numbers and bill for Medicaid reimbursement as a group for mental health diagnoses if the group is approved by DHMH.   If SUD providers that operate as a “group practice” are not permitted to bill for Medicaid reimbursement, this would be an inconsistency.

The cost and administrative burden of becoming accredited and maintaining accreditation will definitely lead smaller organizations to pursue the exemption in 10.21.04(A) and operate as a “group practice.”  Will group practices providing SUD treatment services be allowed to bill for Medicaid reimbursement?  What about for grant funded services provided to approved uninsured patients after 7/1/15?

1.  At a recent meeting of SUD providers …, Kathy Rebbert-Franklin stated that the soonest these regulations would be finalized is March 2015.  She went on to say that providers would have approximately 18 months from that point to become accredited.  This timeframe seemed reasonable to give providers time needed to prepare for accreditation and then have their first survey.  Subsequently at another providers’ meeting, another representative of the BHA announced that the accreditation requirement would take effect “no later than 1/1/16.”  If the regulations are not final until March 2015, this would give providers less than one year to prepare and become accredited.  	

While SUD providers have been told that the state was moving away from state certification toward accreditation for the last few years, we have had mixed messages about what specific accreditation organizations would be acceptable to the state.  Many of us have been researching our options and beginning the preparation process but were waiting to have accurate and definite direction before making a final decision.

Will the regulations clearly state what the implementation date is and will the state consider giving programs the 18 months or possibly consider allowing existing state certified programs to become accredited by their next renewal after 1/1/16?

It should be taken into account that we will be undergoing a significant change in our funding structure in the next 6-12 months which will coincide with the timeframe that we are also expected to make this change to accreditation.   

1.  COMAR 10.21.11.06 refers to accreditation organizations approved by the state.  We know the two main ones that are going to be allowed but a few others were also discussed as possibilities.  What are the accreditation bodies that the state will accept for this implementation?

1. (Received after the deadline) For Level 0.5 DUI Education, there has always been a requirement that the staff providing the services hold an alcohol and drug credential from the board of professional counselors and therapists (credential would not include trainees).  The person would have to hold at least a CSC-AD which is the associates level of certification.  As substance use treatment programs move toward hiring fully licensed staff, many of whom are LCPCs, requiring an alcohol and drug certification can make it difficult to offer these services.  In my opinion, because the curriculum for DUI Education is fairly specific and this is education as opposed to treatment, it would seem reasonable that someone with a full license (LCPC, LCADC, LCMFT, LCPAT, LSCW-C, PHD) should be able to provide the DUI Education services.  Even those with a graduate license (LGPC, LGADC, LGMFT, LGPAT) would be able to provide those services.

Since this program does generally relate to individuals who have been charged with a DUI, if there was concern about the provider having certain expertise with substance use education and treatment, you might consider stating that staff have to either hold at least a CSC-AD or have a license (as I specified) and 2 years of work experience as a counselor in a state certified substance use treatment program.  

Response 8: 

· Definitions will be provided to distinguish community behavioral health programs.
· As you know, Medicaid is drafting regulations that will address reimbursement issues, including rates and process.  The draft proposed regulations to which comments are currently being solicited do not include these issues.  Please feel free to resubmit your comments to Medicaid when the proposed reimbursement regulations are posted.  
· The regulations will state when various regulations are effective.  It is the BHA’s intention to allow at least 18 months to allow existing certified and approved programs to become accredited.
· OHCQ, after consulting with BHA, will be approving additional accrediting entities for behavioral health programs.
· The regulations identify the minimum credentials for professionals conducting DUI programs.  The regulations do not restrict those with professional licenses from being DUI education providers.  This language does not change existing regulations.

























Comment 9: 

… believes the review of regulations cannot be complete without two other components. First, the lack of definitions has created some confusion with parts of the review and the definitions themselves will be important to review. We strongly urge the definitions be shared prior to formal publication of the regulations in the Maryland Register.  

Second, while we trust the providers who are familiar with the accreditation standards of the Joint Commission and CARF, we believe it is important to this inclusive, transparent process that these accreditation organizations’ behavioral health standards be available publicly. Stakeholders, especially consumers and their families, should be allowed to compare these standards to the existing regulations in order to decide if the state should maintain regulations in any specific area.  

… understands that there are numerous sections in COMAR 10.21 and 10.47 that will be repealed. We are unclear where the newly proposed regulations will be placed in COMAR. The public draft identifies 10.21.11, but that is not one of the sections being repealed. Will all the new regulations be placed in 10.21? Will the two sections not being repealed in 10.47 be moved into 10.21? Related to this, if these new regulations are being placed in 10.21, will the name of the subtitle be changed to “Behavioral Health Regulations?”  

Finally, … strongly recommends that the proposed regulations include explicit standards that govern the use and disclosure of patient records and make clear that the 42 C.F.R. Part 2 regulations apply to all covered programs and the operation of the Administrative Services Organization.  

.02 – Definitions  

 As mentioned above, … urges the public review of draft definitions prior to publication in the Maryland Register.  

.03 – License Required  

… believes more detail needs to be made available about the proposed collaboration agreements. What will the components of these agreements be? Will the Department review each of these agreements for content or simply acknowledge they have been completed? How much discretion will a local authority have in entering into agreements? Will their decisions be transparent and will there be an appeal process if a provider is denied an agreement?  

.05 – Program Descriptions and Criteria  

There are concerns and questions about how some of the various kinds of services are divided among three categories. Describing sections A and B as mental health programs and substance use disorder programs respectively, perpetuates the existence of two separate systems, not one integrated “behavioral health” system. It also may inadvertently bar people with certain diagnoses from accessing needed services.  

… understands the intent of Section C is to create a new indication for programs that have integrated services. The requirement, however, that an integrated program have a psychiatrist as its medical director will ensure that all “integrated” programs are based on a mental health model of services. Any integrated program should have to have a psychiatrist’s services available, just as it should have other specialists based on the clients’ needs. But the medical director could, for example, be a physician who specializes in addiction medicine. … is not suggesting that there be changes to requirements of outpatient mental health centers. We are urging that integrated programs be able to have various models that do not require the medical director be a psychiatrist.  

.06 – Accreditation Required  

… is generally supportive of the state moving to a process whereby behavioral health programs must be accredited by state-approved accrediting organizations. There are a number of concerns and questions about how this process appears to be proposed in the draft regulations.  

As drafted, the regulations seem to indicate that a new program would need to receive initial accreditation from a national accreditation organization prior to obtaining a state licensure. As a policy matter, … questions if the state has carefully considered whether or not it should be the state that gives an initial approval for operation to a new program. We recognize if the state were to retain that authority, more regulations would have to be promulgated – those regulations by which the state could base its decision about a new program beginning its operations. While one of the reasons to move to an accreditation process is to reduce the amount of regulations that exist, this may not be a good enough reason for the state to relinquish its authority when it comes to allowing new programs to operate.  

Further, the state may need to have such regulations for purposes of evaluating new accrediting organizations in the future. Accrediting organizations that are seeking approval now in Maryland can use the existing regulations. When the new regulations are in place – and most existing regulations repealed – how will the state be able to evaluate any new accrediting organization that would like to participate in Maryland’s market? This could artificially limit the choices providers have in the future when it comes to accreditation.  

Finally, this process could cost new programs thousands of dollars. The process for obtaining preliminary accreditation in order to obtain a license and begin operations is an additional cost to the thousands required for the full accreditation process. This would be a financial boon to accrediting organizations at the expense of health care providers who are creating new opportunities for access to behavioral health services. … believes this will create an additional barrier to providers who are trying to open new services.  

Another significant concern … has is the state’s lack of financial support to community-based providers to help them afford the significant cost of accreditation. While local authorities have been given permission to use state funds to provide assistance, we believe that taking direct service funds away from treatment is harmful and short-sighted. While the cost to an individual program can be significant, the impact financial assistance would have on the state’s budget is not. It is also an allocation that would not necessarily need to be built into the baseline of the budget, as the greatest need for this funding is short-term. … has grave concerns about the myriad changes happening in the behavioral health system resulting in smaller, community-based programs closing. 

While stakeholders have been told verbally that services provided in correctional settings will need to be accredited, there is no reference to this anywhere in the draft regulations. A regulation that states these services will need to be accredited is necessary.  

.08 - Additional Licensure Process for Non-Accredited Programs  

There needs to be clarification that this section applies to those described earlier (.04) as “exempt entities.” This highlights the need for the definition section to be reviewed. In addition, do standards exist for the components of site review requirements? Providers will have to know what is specifically expected of their physical plants.  

.09 – License Application Process  

There are several questions about the license application process. Will a program be required to have separate licenses for multiple sites of operation? Will a site-specific license allow a provider to deliver services off-site? For example, will the provider be able to deliver services in a school setting? Does “most recent BH accreditation survey report” in .09A(3)(a)(i) include a preliminary or temporary approval in order to begin operating? Will there be fees associated with applying for licensure? If so, should an amount be specified? Also, … believes it is important that the state provide notice to an applicant if the application is incomplete in order to allow for timely follow up.  

Related to the issue raised earlier regarding the accreditation process and whether the state or a national accrediting organization should be given the authority to allow initial operation, if OHCQ is given the authority to do a site visit prior to licensure (in C(1)), why not have OHCQ conduct the site visits for new programs prior to accreditation? If there is a concern about OHCQ having the capacity for these reviews, … would be interested in any available data about how many new behavioral health programs open in any given month in the state.  

.10 – Issuance and Duration of Licensure  

 Regarding this section, should its title include “renewal” as it seems C(d) and € refer to license renewals. Also, is the three month addition to the accreditation period a sufficient amount of time for providers to meet the renewal requirement?  

.20 – Intermediate Sanctions    Should the penalty be defined?  

.24 – Civil Money Penalties  

There needs to be clarity around “operating without a license” in regards to the licensure and accreditation processes. If a license cannot be obtained until a program is accredited and a program cannot be accredited until it is operating, how will new programs be able to open without violating this section? Also, should the penalty be defined?  

Regulations to be Repealed:  

Regarding the regulations to be repealed, … iterates the need to reference the requirement that services provided in correctional facilities need to be accredited. Also, is there a proposal to repeal the STOP program from statute? And again, will sections .07 (Prescription Drug Monitoring Program) and .08 (Overdose Prevention Program) be moved to the new behavioral health section?  



Response 9: 

· The regulations number at the beginning of the draft is incorrect and 10.21 has been used as a placeholder.  It has not yet been determined where the new regulations will be placed but BHA will consider the subtitle “Behavioral Health Regulations.”
· BHA is considering including references to federal regulations including 42 CFR Part 2.
· BHA has provided a draft of the proposed definitions and plans to share an updated version when they become available prior to publication in the Maryland Register.
· An “agreement to cooperate” confirms that the health department is aware of a program in the jurisdiction.  In addition, the program to agrees to cooperate with the local agency during complaint investigations and allows the local agency facilitate the transition of services if a program closes.  The agreement does not allow local agencies to stop a program from offering services at any location.
· The program descriptions and criteria in .05 will be redrafted in alphabetical order instead of being listed separated under mental health, substance-related and integrated.
· With regard to the requirement that a psychiatrist serve as the medical director for programs licensed as integrated behavioral health programs, time does not permit BHA and Medicaid to consider comments on underlying substantive policies and programs that exist in the current regulations, as opposed to comments on how those existing policies and programs are being transferred to the new BHA regulations.  Please feel free to submit your comments or requests for regulatory changes after these proposed regulations have been adopted, when all interested parties will be able to give them the attention they deserve.  
· BHA is requiring programs be accredited prior to licensure under .06.
· BHA will work with OHCQ to use existing ADAA and MHA regulations as criteria through 2016.  Beyond 2016, BHA and OHCQ will need to determine what criteria to use if additional accrediting entities apply.
· BHA is reviewing the actual costs of accreditation, including preliminary accreditation.  The cost of the preliminary accreditation will only apply for new, non-approved or certified programs.
· Correctional services – Language will be added clarifying that the regulations apply to correctional facilities which will also need to be licensed regardless of staffing.
· Under .08, non-accredited programs are not the same as exempt entities under .04.  This will be clarified in the definitions sections.
· Each program will have a license that covers all of the program sites and services.  BHA is working with OHCQ to streamline the licensure process but it does not need to be in regulations.
















































Response 9 continued: 

· BHA is not changing the existing requirements for services provided off site.
· The license issued by BHA will match the accreditation and extend three additional months.  The preliminary accreditation period is treated in the same way.
· There will not be fees for licensure at this time.  The regulation is included in case DHMH decides to impose fees at some point in the future.
· The regulations will clarify that applicants will be notified when an application is incomplete.
· OHCQ will not conduct site visits for new programs prior to accreditation as it has been decided that accreditation will be required before a program can apply for licensure.
· The section does not need to include “renewal” in the title and BHA and OHCQ believe that three months added to the accreditation period for licenses is sufficient.  DHMH has the capacity to grant exceptions if it determines that more time is needed.
· Under .20, the intermediate sanctions listed in the regulation are the penalties so no additional list of penalties is needed.
· A program can be accredited prior to operating, and a license can be obtained following the accreditation. 
· Under .24, BHA will not be determining an amount at this time, as this regulation was included in the event DHMH wanted to issue civil money penalties, but there is no intention to impose these penalties as of now.
· BHA will not be repealing the regulations for the STOP program (10.47.06), Prescription Drug Monitoring Program (10.47.07) or the Overdose Response Program (10.47.08).  The three regulations will not require renumbering.  















































Comment 10: 
I am writing…to submit comments to the adoption of newly proposed regulations related to governing the new Behavioral Health Administration. In keeping with the statute created by HB 1510, which governs these regulations, these proposed changes do not capture the vision of genuine integration that had been set out by the Department on numerous occasions during the integration process beginning in the fall of 2011. In general, we believe that the creation of a new administration requiring governing statutes and regulations was an opportunity to create a whole new system informed by the need to integrate somatic health and behavioral health. In contrast, the revised statute and regulations maintain disparities in standards and programing silos existing in the current system. We have further concerns that the lack of understanding surrounding substance use disorder (SUD) services by those implementing the regulations, will negatively impact patient outcomes.
We recognize the value of removing much of the regulations and requiring accreditation, however, unanswered questions remain regarding the expense of accreditation and what supports and accommodations the State will provide throughout the implementation process. Attached is a comment letter submitted in October 6, 2011 that articulated many concerns that remain unanswered. The document also notes concern about the potential elimination of American Society of Addiction Medicine (ASAM) criteria. This issue was discussed at the September 26, 2014 stakeholders meeting. ASAM criteria is the most widely used and comprehensive set of guidelines for placement, continued stay and discharge of patients with addictive disorders and is required in over 30 states. If the ASAM levels of care are removed from the regulations, we believe there will be increased challenges for patients having access to the appropriate level of care to support their treatment needs. Any consideration of removal of ASAM criteria would be strongly opposed...

1. ASAM criteria must be maintained (see above.) 

1. Integrated programs should not require that the medical director be a psychiatrist. Such a requirement would limit the ability of SUD programs from being licensed as integrated programs.  It should be sufficient to have the medical director be an MD and require a psychiatrist for a set number of hours. SUD programs that serve co-occurring individuals have many medically needy individuals who benefit from integrated somatic health care as well as psychiatric care. The proposed requirement will make it likely that only mental health programs will be able to be certified as integrated programs. This will limit access to accredited, integrated programs for people with SUD. 

1. Licensed professionals who provide level .5 and level 1 should not be required to obtain a program license to provide these services. These individuals are licensed to practice through the professional boards and should be able to provide this service if it is within their scope of practice without further licensing.

1. Language should be modified throughout COMAR 10.21.11 to ensure that programs providing services for process disorders such as gambling, sexual addictions and technology addictions  are covered  in addition to programs for substance use disorders.

1. Behavioral health services provided at correctional facilities should be separately defined since these services require modifications to operate within the restrictions inherent in providing services in a correctional environment. 

1. The language regarding the standards for tapering and transferring a patient receiving opioid treatment (page 20 of draft) should be redrafted at the direction of experienced professionals who provide opioid treatment to ensure this complies with best clinical practices. 

1. Rather than requiring providers to obtain costly temporary accreditation, while awaiting final accreditation, DHMH should provide a temporary license that ensures a program meets minimum standards of safety. This is done for other types of programs that require licensing such as nursing homes and will reduce unnecessary expenses that could be used to provide treatment services.  Unnecessary financial burdens on treatment facilities could risk closure of programs. It is essential that patients in need of behavioral health services have access to treatment throughout the State. Regulations requiring temporary accreditation may lead to facility closures which will limit access to services to those seeking SUD treatment. 
Response 10: 

· BHA will retain ASAM criteria in the regulations.
· With regard to the requirement that a psychiatrist serve as the medical director for programs licensed as integrated behavioral health programs, time does not permit BHA and Medicaid to consider comments on underlying substantive policies and programs that exist in the current regulations, as opposed to comments on how those existing policies and programs are being transferred to the new BHA regulations.  Please feel free to submit your comments or requests for regulatory changes after these proposed regulations have been adopted, when all interested parties will be able to give them the attention they deserve.  
· BHA agrees that independently licensed professionals do not need to have a program accredited if they conduct a 0.5 early intervention program.  Independently licensed professionals will have the ability to provide Level 1.0 services without having to be accredited as a program under these regulations.
· As the DSM5 only recognizes gambling, BHA will not include additionally proposed addictive disorders.  If the DSM is updated to expand this list, the regulations can be amended.
· BHA will not be including correctional services as a program type, because they are covered under accreditation but it will clarify that services can be provided in correctional settings and must be accredited, as applicable. 






























Response 10 continued:

· Regarding developing a tapering schedule, time does not permit BHA and Medicaid to consider comments on underlying substantive policies and programs that exist in the current regulations, as opposed to comments on how those existing policies and programs are being transferred to the new BHA regulations.  Please feel free to submit your comments or requests for regulatory changes after these proposed regulations have been adopted, when all interested parties will be able to give them the attention they deserve.  
· BHA is reviewing the actual costs of accreditation, including preliminary accreditation.  The cost of the preliminary accreditation will only apply for new, non-approved or certified programs. 
















































Comment 11: 

In reviewing the draft regulations… We have used this opportunity to comment on the draft regulations as a whole with particular focus on §10.21.11.05 D. 
1. … understands that the accompanying definitions document is forthcoming. Of particular interest to … members is how “program” will be defined for purposes of these regulations (§10.21.11.02). 
1. The interest in this definition is tied to the requirement that a program seeking licensure under §10.21.11 must obtain a written collaborative agreement with the appropriate local authority (§10.21.11.03.C.). To ensure adequate service capacity and maximize quality of care, … recommends that the Department adopt a broad definition of “program” for the purpose of these agreements. This would provide invaluable information to local jurisdictions for planning and coordination activities. 
1. … also wonders how the Department will ensure that there is some standardization or uniformity to the collaborative agreements across jurisdictions to avoid 24 different sets of expectations for providers (§10.21.11.03.C(2)). 
1. … recommends clarifying the timeframe for providers to obtain the collaborative agreement with the local authority. Would it be required prior to the granting of licensure and is there a renewal requirement?
1. §10.21.11.03.B. mentions service entities that are exempt from licensure as long as they do not provide any type of treatment. Will the definitions document include a definition of treatment so it is clear how the Department defines non-treatment services?
1. Throughout the regulations, collaboration or notification of the CSA is mentioned. Sometimes the CSA is mentioned along with “the LAA, or the BHA, as appropriate” and sometimes the CSA stands alone. … recommends that anywhere the CSA is mentioned, the words “the LAA, or the BHA, as appropriate” be added. This ensures that all local authorities are included to further foster integration. 
1. The draft regulations describe withdrawal management services and an opioid treatment service as able to be provided under community substance use disorders described in §10.21.11.05.B(2) –(8) and C. Will there be a provision made for mental health treatment providers who also need to or would want to provide withdrawal management or opioid treatment services? Given the current opioid epidemic and the prevalence of other substance use disorders, … would support training and inclusion of these services in in all behavioral health settings. 
1. §10.21.11.05.D(a)(iii) describes Level 3.2-D as clinically managed residential withdrawal management. … strongly feels that non-medical withdrawal management is appropriate for only certain substance use disorders, such as cocaine and cannabis, but not for substance use disorders associated with potential morbidity and mortality and for which effective medications are available. This includes opioids, alcohol, and benzodiazepines. … recommends including a statement clarifying this nuance. 
1. The following comments and questions refer to §10.21.11.05.D(2):
8. (b) outlines the requirements for the Medical Director for opioid treatment services. While these primarily apply to federally designated Opioid Treatment Programs, opioid treatment services with buprenorphine can be provided in other settings. … suggests that this section be reworded to reflect 42CFR8 federal requirements for opioid treatment services that include methadone and DATA2000 federal requirements that guide the provision of buprenorphine. 
8. (c) describes the use of pharmacological interventions to “provide treatment, support, and recovery to an individual with an opioid addiction.” … recommends revising this language to “Uses pharmacological interventions……as part of treatment, support, and recovery services to an individual with an opioid addiction.” This would better reflect the evidence that medication-assisted treatment includes more than just the medication and emphasizes the holistic approach to opioid use disorder. … also understands that the inclusion of both full and partial opiate agonists in this section does not require the provision of both. 
8. … also understands that the majority of individuals with opioid use disorder entering treatment also have additional substance use disorders. While opioid agonist medications are specific for opioid use disorder, … recognizes that opioid treatment services should address all substance use disorders. … would therefore support clearly specifying this as follows: “(d)  Provides clinical services addressing any and all substance use disorders to each patient……”
8. (d) describes a specific patient-counselor-ratio not to exceed 50:1. Most … members have understood this regulation to mean that no counselor in an Opioid Treatment Program can exceed a patient caseload of 50, and have had experiences with auditors who have had a similar interpretation. While … appreciates that the intent is to ensure safe and effective care, this ratio is arbitrary and does not allow for sufficient clinical flexibility based on patient stability. … proposes the following revision: “(d)  Provides clinical services [addressing any and all substance use disorders] to each patient at a frequency based on the patient’s documented clinical stability, not to exceed a 50:1 patient-to-counselor ratio unless a counselor’s clinical supervisor documents the clinical rationale for each counselor above this ratio,  demonstrates at least monthly review of the higher caseload with the counselor, including patient stability, and ensures effective interventions are provided if a patient’s stability should change.”
8. (e) outlines the requirement for ensuring continuity of medications and retrieval of medications from different facilities. … urges the Department to review the new federal DEA regulations effective 10/9/14 that allow for particular facilities to serve as collectors of controlled medications. Please see attached copy of the DEA FRN for further information. 
8. … recommends adding “or buprenorphine, as applicable” to (g) (vi) Methadone;”
8. (i) relates to administrative tapers or transfers of patients. … members feel that this section is unnecessary as the clinical issues involved here are covered through the accreditation process. There is also no other similar language in the regulations for other providers, levels of service, or types of care. For example, if a psychiatrist in an OMHC abandons a patient, providing no taper off medications that have withdrawal potential, and for a reason that is not justifiable, it is poor practice, and something that accreditation agencies can cite them for or may be subject to an audit in response to a complaint. There is no specific regulation prohibiting this practice, though, or any number of other practices that might be considered poor or unethical practice. 

If  (i) must be included, MATOD members strongly feel it needs revising. First, the term “administrative taper” is vague and poorly defined. A more precise term would be “non-patient-requested taper off medication”. Second, the reasons for such a taper need to be simplified so to better align treatment services with the chronic, often relapsing nature of substance use disorders. Therefore, MATOD would suggest the following language:
“(i)  A program or provider may not complete a non-patient-requested taper off medication or transfer a patient unless the:
0. Patient’s behavior on program premises is abusive, violent, or illegal;
0. Patient fails to pay fees and has been informed in writing and counseled as to responsibility, payment options, and possible sanctions, including taper; or
0. Clinical staff documents clear clinical reasons for the taper or transfer, which may include consistent demonstration of ineffective substance use disorder treatment despite repeated interventions consistent with the patient’s stage of change. Continued use of alcohol or other substances by itself is not a sufficient reason for taper.” 
1. … shares concerns with other advocates that the timeline for having providers obtain accreditation and licensure seems to leave new providers and patients initially vulnerable if they are required to operate for at least 6 months prior to being able to undergo an initial accreditation survey but would be doing so in the absence of a license. MATOD suggests that a preliminary license be granted to new programs in response to a brief application that would include primarily financial information, types of services to be performed, and names and credentials of staff. The Department could potentially work with the local jurisdiction to conduct the application review and a brief site visit as part of the preliminary license. The components of the regulations that relate to denial of licensure and appeals process would apply to preliminary license applications as well. Such a system would incorporate the jurisdiction into the planning process, expand resources for site review, and establish a framework under which providers could then seek accreditation and full licensure. 
1. §10.21.11.07.C(1) describes storage areas in residential facilities. MATOD suggests clarifying whether this includes safe, locked storage areas for medications as well. 
1. … appreciates the multiple levels of actions the Department has laid out to respond to provider deficiencies. It is unclear, however, what happens to operations during an appeal process, if the action from the State involves cessation of any operations. 
1. One of the barriers patients on opioid agonist therapy often face is an inability to access residential or other treatment services because of the medication they take. MATOD would strongly urge the Department to include a statement in the regulations that clearly states that behavioral health programs are not allowed to base admission decisions on a patient’s medical conditions or any of their treatments thereof. Response 11:

1. “Program” will be defined as a generic term that could include licensed and non-licensed programs.
2. CSAs and LAAs that are not required to obtain a program license will not be required to have a collaboration agreement.  All practitioners, including private practitioners, will be overseen by billing entities and occupational boards as applicable.  
3. BHA agrees to work with local entities on the process for “agreements to cooperate” moving forward.  This will be addressed through procedural policy.  
4. An “agreement to cooperate” with local entities will be required prior to granting the initial license and at the time of renewal. 
5. BHA will consider defining “treatment” and will have a definition of “exempt services” to clarify services that are exempt from licensure.
6. At a minimum, the LBHA is included everywhere CSA is referenced.  LAA was added in sections where it was determined appropriate.
7. With regard to the request to allow mental health providers who would need or want to provide withdrawal or opioid treatment services, time does not permit BHA and Medicaid to consider comments on underlying substantive policies and programs that exist in the current regulations, as opposed to comments on how those existing policies and programs are being transferred to the new BHA regulations.  Please feel free to submit your comments or requests for regulatory changes after these proposed regulations have been adopted, when all interested parties will be able to give them the attention they deserve.  
8. Because clinical protocols should be developed by the physician, the clarification of when non-medical and medical withdrawal management is appropriate will not be added to the regulations.
9. a) BHA has agreed to add the appropriate federal requirements where necessary, including 42 CRF Part 2.  
b) Agree to proposed edits under .05D(2)(c).
c) This section only applies to Opioid Treatment Programs.
d) Within an OTP, there is flexibility with individual caseloads.  To clarify this, the requirement will be changed to “the program shall not exceed a 50:1 patient-to-counselor program average.”
e) BHA has agreed to add the appropriate federal requirements where necessary, including DEA regulations on disposal of medications.  A new (iv) will be added under .05D(2)(e)(iii): to “arrange transportation from or confirms the disposal of medication when a patient leave residential levels of care.”
f) BHA has agreed to add “or buprenorphine” after “methadone” under .05D(2)(g).





Response 11 continued:

g) Regarding developing a tapering schedule, time does not permit BHA and Medicaid to consider comments on underlying substantive policies and programs that exist in the current regulations, as opposed to comments on how those existing policies and programs are being transferred to the new BHA regulations.  Please feel free to submit your comments or requests for regulatory changes after these proposed regulations have been adopted, when all interested parties will be able to give them the attention they deserve. 
10. Programs will not be required to operate for six months prior to being accredited.
11. .07 only sets requirements for psychiatric residential programs.  BHA believes the proposed language is appropriate for this program type.
12. During an appeal process, a program would continue to operate unless the Department orders that it cease operations, under emergency procedures.
13. With regard to the inability to access services because an individual is taking medication, time does not permit BHA to consider comments on underlying substantive policies and programs that exist in the current regulations, as opposed to comments on how those existing policies and programs are being transferred to the new BHA regulations.  Please feel free to submit your comments or requests for regulatory changes after these proposed regulations have been adopted, when all interested parties will be able to give them the attention they deserve.  























Comment 12: 

1. … understands that the definitions document associated with the current draft is forthcoming. We are eager to review the definitions included as … recently proposed new language for the Department to use to identify substance-related and addictive disorders to include gambling disorder.  
2. … wonders how the Department will ensure some standardization or uniformity to the written collaborative agreements described in §10.21.11.03.C(2)).  Having 24 different sets of collaborative agreements and expectations would introduce significant confusion and difficulties for providers. 
3. … recommends clarifying the timeframe for providers to obtain the collaborative agreement with the local authority. Is a completed agreement required prior to the granting of licensure and will there be a renewal requirement?
4. §10.21.11.03.B. mentions service entities that are exempt from licensure as long as they do not provide any type of treatment. Does the Department intend to define “treatment” so it is clear how these are distinct from non-treatment services?
5. Throughout the regulations, collaboration or notification of the CSA is mentioned. On several occasions, the CSA is mentioned along with “the LAA, or the BHA, as appropriate” and in other parts other document the CSA stands alone. … recommends that anywhere the CSA is mentioned, the words “the LAA, or the BHA, as appropriate” be added to foster integration. 
6. … supports recommendations that §10.21.11.05.A(10) Supported Employment Program (SEP) be moved into the integrated services section, if that is to remain. SEP is a program that should be available not only to individuals with mental health disorders but also those with substance use disorders. 
7. … recommends that §10.21.11.05.B(1)(a)(ii) identify that Early Intervention Level 0.5 programs provide services to individuals for whom a diagnosable substance use disorder is not documented as the key distinction between Level 0.5 and other ASAM levels of care is the lack of a diagnosis for Early Intervention. 
8. Throughout §10.21.11.05.B, the document references ASAM levels of care that “provide substance use disorder evaluation and treatment for an individual who:…..” … recommends that this phrase be reworded to read “provide substance use disorder treatment based on a comprehensive assessment for an individual who:…..” The current wording implies that there is a separate evaluation for each ASAM level of care which is inaccurate. 
9. In §10.21.11.05.B, there is mention of the number of hours per week that defines particular ASAM levels of care. … recommends clarifying broadly how these hours are to be spent (e.g. treatment services, therapeutic activities, recovery activities, a combination?). 
10. … appreciates §10.21.11.05.C that specifically acknowledges integrated behavioral health programs. However, the section seems to limit this category to outpatient mental health centers and outpatient services ASAM Level 1. What about integrated behavioral health programs that provide more intensive levels of care, such as Integrated Dual Disorders Treatment (IDDT) programs that are based in Assertive Community Treatment (ACT) programs or Intensive Outpatient Programs (IOP) that integrate mental health and substance use disorder treatment or residential facilities that provide co-occurring services? The proposed wording in this section seems to imply that there is only one possible model of integrated care that would be recognized for licensure. 
11. In addition, requiring that integrated behavioral health programs meet regulations for outpatient mental health centers effectively excludes non-psychiatrist addiction medicine physicians from being able to serve as medical directors. This has two ramifications. First, it significantly limits the development of integrated programs as the workforce of psychiatrists is currently insufficient to meet the need. In addition, it effectively ignores the trained and skilled workforce of ASAM/ABAM certified addiction medicine specialists who already serve as medical directors in a variety of behavioral health treatment settings. … understands the need for psychiatric involvement in the treatment of individuals with severe and persistent mental illness but there are multiple ways of achieving this goal in integrated treatment settings, including having a psychiatrist on staff, tele-psychiatry, and the use of psychiatric Nurse Practitioners. … urges the Department to rethink the requirements for what constitutes integrated behavioral health programs and maximize the use of a ready and able physician workforce in Maryland to serve as Medical Directors.   
12. §10.21.11.05.D(a)(iii) describes Level 3.2-D as clinically managed residential withdrawal management. … strongly feels that for substance use disorders for which there is withdrawal-associated morbidity and mortality, withdrawal management is best done with medical monitoring. This includes alcohol, opioids, and benzodiazepines. ,,, supports making this clear in the proposed regulations. 
13.  §10.21.11.05.D(2)(b) outlines the requirements for the Medical Director for opioid treatment services. These primarily apply to federally designated Opioid Treatment Programs, but opioid treatment services with buprenorphine can be provided in other settings. … supports the suggestion that this section be reworded to reflect 42CFR8 federal requirements for opioid treatment services that include methadone and DATA2000 federal requirements that guide the provision of buprenorphine. 
14. … notes that substance use disorder treatment programs that provide opioid treatment services are subject to once a year reviews by OHCQ and BHA. This seems reasonable given the medications that are provided as part of opioid treatment services but … strongly feels that any behavioral health provider that employs medications as part of their treatment should undergo an annual review. Medications such as benzodiazepines, lithium, and many anti-psychotic medications have either addictive potential, narrow therapeutic margins, or significant side effects that can cause serious adverse events for patients. … understands that it may not be feasible to incorporate this major change in the current regulations but would urge the Department to consider how to broaden their review process. 
15. …also recognizes that patients receiving medication-assisted therapy, particularly opioid agonist therapy, often face significant barriers and stigma.  … would therefore support inclusion of a statement or language that prohibits discrimination in accessing any behavioral health service on the basis of any particular medical condition or its treatment.
 
Response 12:

1. BHA plans to share an updated version of the definitions for informal comment prior to publication in the Maryland Register.
2. BHA agrees to work with local entities on the process for “agreements to cooperate” moving forward.  This will be addressed through procedural policy.  
3. An “agreement to cooperate” with local entities will be required prior to granting the initial license and at the time of renewal.  
4. BHA will consider defining “treatment” and will have a definition of “exempt services” to clarify services that are exempt from licensure.
5. At a minimum, the LBHA is included everywhere CSA is referenced.  LAA was added in sections where it was determined appropriate.  
6. The program descriptions and criteria in .05 will be redrafted in alphabetical order so supported employment will no longer be listed under Community Mental Health Programs.  
7. Under .05B(1)(a)(ii), BHA agrees to change “for whom a substance use disorder is not documented” to for whom a diagnosable substance-related disorder is not documented.”
8. Under .05B(2), (3) and (4), BHA agrees to change “provide substance use disorder evaluation and treatment for an individual who” to “provide substance-related disorder treatment based on a comprehensive assessment for an individual who.”
9. Under .05B as currently proposed, specified hours are to be spent receiving treatment services.  Questions of whether activities can constitute treatment will continue to  be determined as they have in the past. 
10. Integrated Dual Disorders Treatment (IDDT) and Assertive Community Treatment (ACT) are evidence based practices that any program that becomes licensed can adopt without being an integrated program.  While BHA plans to begin with an OMHC/Level 1 program as the first integrated licensed program, it will continue to explore additional integrated program models in the future. 
11. With regard to the requirement that a psychiatrist serve as the medical director for programs licensed as integrated behavioral health programs, time does not permit BHA and Medicaid to consider comments on underlying substantive policies and programs that exist in the current regulations, as opposed to comments on how those existing policies and programs are being transferred to the new BHA regulations.  Please feel free to submit your comments or requests for regulatory changes after these proposed regulations have been adopted, when all interested parties will be able to give them the attention they deserve.  
12. For clinically managed residential withdrawal under .05D(a)(iii), the ASAM descriptions require medically determined detox protocols.
13. BHA has agreed to add the appropriate federal requirements where necessary. 

Response 12 continued:

14. The Department reserves the right to review any provider or provider group when evidence is received that indicates the need for such a review.  This would include behavioral health providers that employ medications as part of their treatment.
15. With regard to the inability to access services because an individual is taking medication, time does not permit BHA to consider comments on underlying substantive policies and programs that exist in the current regulations, as opposed to comments on how those existing policies and programs are being transferred to the new BHA regulations.  Please feel free to submit your comments or requests for regulatory changes after these proposed regulations have been adopted, when all interested parties will be able to give them the attention they deserve.  





























Comment 13: 

The following comments are divided into three sections: comments on the proposed standards, recommendations for additional provisions and suggested technical changes to clarify the draft language. 

I. Questions and Concerns About the Proposed Regulations

A.    Definitions Section .02 

The … is aware that the Administration is drafting the definition section, and we request an opportunity to review the proposed definitions when the Administration has completed that section. In addition, we have highlighted several terms that have been used throughout the draft proposed regulations and require definitions to clarify the intended application of the requirements to treatment programs and other affected entities.  We have provided proposed definitions where appropriate. 

Administrative Services Organization  

The … recommends that the regulations define this term and incorporate Substance Abuse Disorder Services into the definition. The current definition of an Administrative Services Organization, COMAR § 10.09.62.01(6)(a)-(b),  speaks directly to the organization’s role as a contractor for the Mental Hygiene Administration and Core Service Agencies to assist in the management of the specialty mental health system. The definition must now address how Substance Abuse Disorder Services will be incorporated into the ASO’s services and the roles of the Behavioral Health Administration and the Local Addiction Authority or Local Behavioral Health Authority. 

CSA/LAA/LBHA  

The … recommends that the regulations define these three terms to clarify the delineation of responsibilities and services that each entity will perform. 

Community Behavioral Health Program 
The … recommends the inclusion of a definition for Community Behavioral Health Program to clarify the scope of programs that are subject to accreditation and licensure and those that are exempt from this standard.  This can be accomplished by referencing the programs and services set out in § .05A and B of the regulations.

Non-Accredited Programs

Section .08 establishes the licensure process for “non-accredited programs,” but the draft regulation does not define or identify the programs that fall under this designation. We understand that this term is intended to apply to Early Intervention, Level 0.5 and DUI programs alone.  A definition is needed to provide guidance to programs and consumers as to the services that are subject to the Section .08 standards.  




Peer-related Services.  

The following three peer-related services are exempt from the accreditation standards, under 
§ .04B, and definitions of these terms are necessary to guide entities in determining if they qualify for an exemption. The … recommends that the regulations adopt the definitions that will be proposed in the Behavioral Health Administration’s 2015 bill, but also set out those definitions in the regulations, as the governing legislation may not be enacted prior to the adoption of the regulations. 

Family support services. “A set of non-clinical activities provided by family members of individuals with mental health or substance-related and addictive disorders to support individuals with mental health or substance-related and addictive disorders or their families.” 

Peer support services. “A set of non-clinical activities provided by individuals in recovery from mental health or substance-related and addictive disorders who use their personal, lived experiences and training to support other individuals with mental health or substance-related and addictive disorders.” 

Recovery residence - A service that provides alcohol-free and drug-free housing to individuals with substance-related or addictive disorders or co-occurring mental health and substance-related or additive disorders, and that does not include clinical treatment services.” 

Withdrawal Management Service

The draft regulation defines “withdrawal management services” in § .05D(1) as having the same definition as the term in Health-Gen. § 8-101(8). ”Withdrawal management services” is not defined, however, in statute currently. A definition is, therefore, required in regulations. 

Written Collaboration Agreement 

The … recommends that the regulations define the term “written collaboration agreement” and identify the components of that agreement. Securing a collaboration agreement is an essential component of licensure under § .03C(2), and all parties must be informed of the parameters and requirements with which they must comply. While a “written collaboration agreement” is not clearly defined in the existing mental health or substance use regulations, COMAR 10.21.17.06 outlines items that must be included in mental health program’s   collaboration materials with a Core Service Agency, including financial data, wage information, and any other information that the CSA deems necessary. The program must also collaborate with the CSA regarding service development and delivery and follow CSA protocol for conflicts and conflict prevention. The Administration should identify whether these or other elements will be required for community behavioral health programs and the precise entities – CSA, LAA or LBHA – with which the program must enter an agreement. 

The … is also aware that disputes may arise between programs and the respective CSA, LAA and LBHA regarding the adequacy of the collaborative agreement. To prevent delays in licensure, we recommend that the regulations set out standards for resolving any disputes between the program and the relevant county authority.   


B.	Effective Date of the Accreditation Requirement and Accreditation-Licensure          Transition Provisions

The … recommends that the regulations identify an effective date by which community-based programs must comply with the accreditation requirement and identify the State’s role in approving program operation pending accreditation.  Under the proposed regulations, programs must be accredited before they may be licensed. The proposed regulations do not set out  the time frame by which previously licensed programs must  complete the new accreditation process, and do not identify a process by which an existing or new program would be authorized to operate during the accreditation process.  From our reading of the proposed regulations, no program would be authorized to operate until the accreditation process has been completed because licensure is predicated on accreditation under Section .06.  It also appears that already established entities that wish to add new services would have to endure the long process of accreditation prior to offering these services. While we understand that the Administration has developed proposals to address these issues, the public has not been given an opportunity to review them. We request an opportunity to provide comments on those standards when they become available. 
	 
C.	Exempt Entities Section .04 D

The … recommends the deletion of “psychiatric day treatment services” to avoid confusion about the applicability of this provision to the many other behavioral health services that may be provided in regulated space. 

D.	OMHC Medical Director Standard – Section .05(A)(3) 

The … recommends that the Administration revise §.05(A)(3)(b) to permit the Outpatient Mental Health Center (OMHC) medical director to be either a psychiatrist, as currently provided, or, alternatively, a physician with responsibility for clinical services as long as the program has a psychiatrist who is on-site for at least 20 hours per week.  The current clinical director qualification is not an accreditation standard, based on our reading of the CARF and Joint Commission standards, and, therefore, can be modified without constituting a waiver of an accreditation standard. The current OHMC Medical Director standard poses a barrier to substance use disorder treatment programs that may have the requisite staff to meet all programmatic requirements for providing outpatient mental health services but do not employ a psychiatrist as the medical director.  Some outpatient substance use programs with opioid treatment services, for example, are well positioned to provide outpatient mental health services with the requisite psychiatric services, but will not have a medical director who is a licensed psychiatrist. We suggest that this revision is important to ensure the broadest access possible to integrated behavioral health services. 

E.	Integrated Behavioral Health Program Model – Section .05C

In addition to the revision to the OMHC medical director standard, the … recommends that the Administration revise the Integrated Behavioral Health Program standard, §.05C, to authorize a model that is aligned with and based on a substance use treatment program model. The proposed integrated behavioral health program model is based on a mental health program model and requires the program to satisfy the OMHC standard.  The … is concerned that this model will limit the ability of substance use treatment programs to develop and provide integrated services for their patients even though many are currently providing mental health services or referring patients to the public mental health system. 
The need for a substance use program-centric integrated behavioral health model is demonstrated by the Administration’s data. According to the BHA’s analysis of people served in the State’s substance use disorder and public mental health system (PMHS) in FY13, nearly 25% of the persons who received substance use disorder treatment also received a PMHS service. (Maryland Department of Health and Mental Hygiene, Mental Health Administration, Data Shorts, Vol. 3, Issue 6, June 2014).  This reflects not only a high level of need among substance use disorder patients for mental health services, but also a significant level of referrals by substance use providers to the PMHS.  These patients should be able to access integrated services from a substance use disorder provider that obtains accreditation for this service.  

Interestingly, this same BHA data reflect that only 11% of persons served in the PMHS received substance use disorder services.  This stark disparity could reflect gaps in assessments by some mental health providers.  If mental health programs are not facilitating access to substance use treatment services, it is important to authorize a substance use program-centric model. 

F.	Additional Site Requirements for Group Homes, Residential Rehabilitation Programs and Residential Crisis Centers – Section .07

The … requests clarification that the requirements in Section .07 do not apply to substance use disorder residential services outlined in Sections .05B(5)(6)(7) and (8).  Although the section name reflects that Section .07 requirements apply only to specific mental health services, the inclusion of an explicit statement regarding substance use residential services would avoid all confusion.   

G.	Substance Abuse Treatment Outcome Partnerships (STOP)

The … requests additional information regarding the status of the Substance Abuse Treatment Outcome Partnership Fund, which is not referenced in the draft regulations. While it appears that the current regulations, COMAR § 10.47.06, will be repealed, those funds have been identified in the Joint Chairmen’s report as a funding source for FY15.  Will this program continue to exist beyond the current fiscal year, and, if so, what are the programmatic standards for the program?  

II. Suggested Additional Standards

A.       Patient Admission Standards to Community Mental Health Programs

The proposed regulations make clear that the American Society of Addiction Medicine (ASAM) criteria govern medical necessity determinations for patient admission to community substance use disorder programs, but the regulations do not contain comparable standards for community mental health programs. The … recommends that the current mental health standards for patient admission be identified in the regulations so that consumers can reference the relevant standards and, if necessary, access those standards in the case of a denial of care.  

B.	Non-Discrimination Protections for Persons Receiving Opioid Treatment Services.

The … remains concerned that individuals who participate in opioid treatment services and are prescribed methadone continue to face discrimination by some residential treatment programs be required to seeking to access Level 3 services and could face discrimination by community - based mental health programs.  To prevent such discrimination, the … recommends that programs be required to demonstrate, as a condition of licensure, that they do not discriminate in admission or the delivery of treatment against persons who use medications as part of their treatment for an opioid use disorder.  We recommend that the following provision be added to the licensure requirements in Section .03C. 
 
(3) Demonstrate that admission standards and treatment protocols do not exclude or discriminate against individuals who receive opioid treatment services pursuant to Section .05D(2)  

C.	Correctional Levels of Treatment Services and Insurance Enrollment for Persons At the Time of Release

The … understands that the Administration intends to have correctional institutions obtain accreditation for substance use and mental health services provided in correctional settings and, therefore, recommends that the proposed regulations set out that requirement. We recommend that, at a minimum, the regulations reference all services currently included under COMAR 10.47.03 and identify comparable standards for mental health services.  

In addition, the … recommends that the regulations require correctional institutions to ensure that individuals are enrolled in health insurance at the time of their release. Research has documented that individuals who are enrolled in treatment services at the time of their release have a lower recidivism rate, and our insurance-centric model now requires individuals to be enrolled in public or private insurance to obtain services.  The reduction in grant funds make it even more important to ensure that all persons are enrolled in insurance at the time that they leave the criminal justice system.   

D.	Peer Recovery Standards 

The … recommends that the Administration include a regulatory standard that identifies the various levels of Peer Recovery Services and adopts nationally-recognized program standards for peer services that are offered by programs seeking accreditation. Peer recovery services play a vital role in the recovery process for many individuals.  While the current COMAR standards provide information regarding peer recovery services, the available descriptions of those service do not address the full breadth of services that can be provided through peer support programs. As identified by the Substance Abuse and Mental Health Services Administration and other agencies, Peer Support Services can take a variety of forms.  Moreover, the proposed regulation exempts these services from the accreditation process, but does not recognize that accrediting bodies have developed standards that can serve as standards of care for these services in Maryland. The … recommends that the Administration review the CARF and Joint Commission program standards for Peer Support Services and determine how they should be applied in programs seeking accreditation. 
   
E.	Patient Rights and Complaint Process

To ensure that consumers are fully informed of their rights and can enforce those rights, through legal action, if necessary, the … recommends that  the proposed regulations include an explicit provision that afford patients all rights that are set out in the accreditation standard governing the program at which the individual is participating. The … is aware that the accreditation bodies (the Joint Commission and CARF) have standards that address patient rights, but the draft regulations do not include a provision that incorporates those standards for purposes of enforcement.

The … also recommends that the regulations set out an explicit process for filing complaints with the Administration.  While the accreditation standards include protocols for a patient complaint process, it is critical for patients to have access to State officials who retain authority to investigate and address individual problems and have ultimate licensing authority. Patients are often unaware of the proper procedures for filing complaints regarding program practices that directly affect their health care services.  

F.	Confidentiality of Patient Records  

The … strongly recommends that the proposed regulations include explicit standards that govern the use and disclosure of patient records and make clear that the 42 C.F.R. Part 2 regulations apply to all covered programs and the operation of the Administrative Services Organization. During the development of the integration model, the … requested guidance   about DHMH’s plans for ensuring compliance with the federal confidentiality standards for alcohol and drug treatment records specifically with regard to the use and disclosure of protected health information by the ASO.  DHMH officials stated “[t]he Department understands the federal confidentiality standards for the disclosure and use of alcohol and drug treatment information (42 U.S.C. §290dd-2 and 42 C.F.R. Part 2) and is working with its attorneys to ensure compliance.” (Letter from Charles Milligan, Jr. to Ellen Weber (Dec. 23, 2013)).  The draft regulations are silent on patient treatment record protections and make no mention of the application of Part 2. This is a serious omission that will invariably lead to confusion about the applicable health privacy standards and violations of patient privacy. 

The … is aware that John Hopkins Medicine has raised concerns about the potential problem in accessing patient treatment records under the carve-out model. It has also stated that  DHMH has been in conversations with officials at the Department of Health and Human Services regarding options that would allow the ASO to share protected health information with the Medicaid managed care organizations reportedly through a qualified services organization agreement and without patient consent.  (See Letter from Patricia Brown, President Johns Hopkins HealthCare, to Governor Martin O’Malley, Peter Franchot and Nancy Kopp (Sept. 11, 2014).  The … is very concerned that this “solution” would not comply with Part 2 and is, therefore, even more concerned about the lack of explicit guidance in the proposed regulations regarding the application of Part 2 to all ASO functions.
In addition to including a stand-alone provision that sets out the standards for obtaining, using and disclosing substance use disorder patient treatment information, the … recommends that the following references to Part 2 compliance be added in the following provisions.
Section .08A(2) (Additional Licensure Process for Non-Accredited Programs) should state:
(2) Inspect and copy all records, in compliance with applicable 42 C.F.R. Part 2 standards, including, but not limited to financial, treatment, and service records.

Section .16A(4) (Program Request for Discontinuation of Operations) should state:
(4) Storing and protecting all records, in compliance with applicable 42 C.F.R. Part 2 and HIPAA standards. 
     
G.	Outcome Evaluation 

The … recommends that the draft regulations identify the standards for the collection of outcome data for all Community Behavioral Health Programs. The Joint Chairmen’s report makes clear that the Administration will require the Administrative Services Organization to collect outcome data, and the current ADAA regulations, COMAR 10.47.01.08-1, require all publicly-funded programs to report outcome evaluation data. We are concerned that the regulations provide no standards for data collection. As it stands, it is unclear how the accrediting bodies, the Administration, and the other State agencies will work together to collect and utilize outcome data.  This information also has the potential to be used to inform patients about program quality as they select treatment services. If this data were made available to the public, patients and their families may have an increased level of autonomy in the selection process of treatment services. 

In addition, the proposed regulations must clarify that the collection, use and disclosure of data complies with federal confidentiality and privacy regulations, 42 C.F.R. Part 2, HIPAA and state health privacy standards. See item II.F. 

H.	Disciplinary Procedures for Treatment Programs

The … recommends that the proposed regulations identify standards by which the Administration would obtain information in real-time about disciplinary actions that the accreditation bodies have taken against programs. In addition, the … recommends that this information should be made available to the public. The proposed regulations contain various sections that detail the disciplinary process for programs, but they do not detail how communication occurs between the accreditation body, the state, and the patient regarding these disciplinary actions. Without such clarifying language, it is unclear how accrediting bodies are to communicate programmatic problems to the Administration and whether patients will have access to information about disciplinary actions that relate to their care. Patients should have access to information that will allow them to make an informed decision regarding the care they receive. 

III. Proposed Technical  Changes

The … suggests minor revisions to the proposed language in some sections to clarify the standard. The proposed revisions are identified in bold-face and underlined. 

A. Section .04 B Exempt Entities 

The … believes that the proposed language does not clearly encompass the variety of peer support services that are exempt from accreditation and recommends the following revision. 

Recommended language: Any organization, operated by peers or professionals, that holds meetings or provides support services but does not provide any type of treatment, including, but not limited to, Alcoholics Anonymous, Narcotics Anonymous, Recovery Residences, peer support services, and family support services.

B. Section .04C “An employee assistance program of a business entity.” The term is not in the possessive form.  

C. Section .05 B(1)(c) Program Descriptions and Criteria ASAM Level .05

i. Proposed language: If the assessment determines that referral to a treatment program or other services as indicated, makes the referral to a treatment program or other services as indicated.
ii. Recommended language: If the assessment determines that referral to a treatment program or other indicated service is necessary, then the program should make a referral to a treatment program or other service as indicated by the assessment. 

D. Section .05B(3)(a):  Program Descriptions and Criteria Level ASAM Level 2.1

The language should be conformed to the standard in § .05B(2)(c) to avoid confusion regarding the hours designated in the subsection. 

If an adult, requires services for 9 to 20 hours weekly, and, if an adolescent, requires services for 6 to 20 hours weekly. 

E. Section .05B(4)(b): Program Descriptions and Criteria Level ASAM Level 2.5

The language should be conformed to the standard in § .05B(2)(c) to avoid confusion regarding the hours designated in the subsection. 

Requires services from 20 to 35 hours weekly.
 
F. Section .05 B(5) Program Descriptions and Criteria  ASAM Level 3.1

Recommended Language to clarify the standard: Clinically-managed, low intensity treatment Level 3.1 programs that provide low-intensity treatment Level 3.1 substance use disorder services to individuals

We also recommend that the term “promoting personal responsibility” in (c)(iii) be deleted because that aspect of counseling would apply to all forms of treatment and should not be identified exclusively in this level of care.  


G. Section .05 B(6)(c) Program Descriptions and Criteria  ASAM Level3.3

The number of hours of service should be conformed to the description in § .05B(7), which identifies the services as “therapeutic activities.”  The language would read “From 20 to 35 hours of therapeutic activities per week.” 

H. Section .05 D(1) Program Descriptions and Criteria

We recommend that subsection (1)(d) be revised as follows to require referrals to services to ensure that patients are appropriated linked to a treatment program.
    
Recommended revision:  Motivates the individual to participate in an appropriate treatment program for alcohol or other drug dependence and provides referrals as necessary.




I. Section .08B. Additional Licensure Process for Non-Accredited Programs

Recommended revised language for Section (B) to clarify the standard: A program shall be subject to an onsite inspection by the Department prior to: 
(1) the issuance of a license; 

J. Requirements for the Medical Director of an Opioid Treatment Service Section .05D(2)(b).

The … recommends that the draft language for the qualifications of an opioid treatment service Medical Director should be identical to the current standard under COMAR § 10.47.02.11C(2) to prevent any confusion regarding the standards. The current regulatory standard requires the medical director to (1) be a physician who has documented experience providing services to persons with substance use disorders and (2) satisfy one of four other certification standards. Section .05(D)(2)(b), in contrast, would not require the medical director to have the requisite years of experience plus a specialized certification. Instead, the documented experience requirement is one of five qualifying factors and can be presented in lieu of the special certification requirement. The current standards appears to be the better formulation.

In addition, the … recommends that the terms “persons who are addicted to alcohol or other drugs” and “opioid addiction in (2)(b)(i) be replaced, respectively, with “persons with substance use disorders” and “opioid use disorder”.

K. Section .15A(4) Denial of Licensure

Section .15A(4) should be revised to state “Any program that discontinues operations and fails to comply with Regulation .15A-C.”  The draft standard references subsection “F” which does not exist.Response 13:

I.
· As you know, Medicaid is drafting regulations that will address reimbursement issues, including rates and process.  The draft proposed regulations to which comments are currently being solicited do not include these issues, including defining the role of the ASO.  Please feel free to resubmit your comments to Medicaid when the proposed reimbursement regulations are posted.  
· Definitions for CSA, LAA and LBHA will be included but will not include delineation of responsibilities for each.  They are all included because different counties have different local agencies at this time.
· Non-accredited programs under .08 are not the same as exempt entities under .04.  This will be clarified in the definitions sections.
· Definitions for exempt services under .04, including family support, peer support and recovery residence, will be included.
· A definition for “withdrawal management service” will be added.
· BHA agrees to work with local entities on the process for “agreements to cooperate” moving forward.  This will be addressed through procedural policy.  

Response 13 continued:

· BHA has agreed to hold a second informal comment period, which will allow for a review of the effective dates.
· BHA agrees to remove “psychiatric day treatment services” under .04D.  While this service will still be included under .04, it will not be listed by name.
· With regard to the requirement that a psychiatrist serve as the medical director for programs licensed as integrated behavioral health programs.  Unfortunately, time does not permit BHA and Medicaid to consider comments on underlying substantive policies and programs that exist in the current regulations, as opposed to comments on how those existing policies and programs are being transferred to the new BHA regulations.  Please feel free to submit your comments or requests for regulatory changes after these proposed regulations have been adopted, when all interested parties will be able to give them the attention they deserve.  
· While BHA plans to begin with an OMHC/Level 1 program as the first integrated licensed program, it will continue to explore additional integrated program models in the future. 
· .07 only applies to mental health services.  BHA does believe it is necessary to add language stating that substance-related services are not included, because the regulation says that it applies only to the services listed.
· The STOP program funding will continue to exist.  BHA will not be repealing the regulations as the statute requires the BHA have regulations for STOP.  
II.
· BHA has decided that the existing medical necessity criteria will not be included in regulations; which is current practice.  BHA previously agreed to add a statement to the regulations clarifying that criteria can be found on the ASO website but has determined that this is not necessary as each payor will have its own medical necessity criteria.
· With regard to the inability to access services because an individual is taking medication, time does not permit BHA to consider comments on underlying substantive policies and programs that exist in the current regulations, as opposed to comments on how those existing policies and programs are being transferred to the new BHA regulations.  Please feel free to submit your comments or requests for regulatory changes after these proposed regulations have been adopted, when all interested parties will be able to give them the attention they deserve.  
· BHA will not be including correctional services as a program type but will clarify that program services can be provided in correctional settings and must be accredited, depending on the service.  The request to ensure that individuals are enrolled in health insurance at the time of release will be directed to Corrections as this is not a policy change that the Department can implement.

Response 13 continued:

· There are currently no separate standards for accreditation for peer support services but they can be a component of accredited behavioral health programs.  As accreditation standards and/or billing requirements change, BHA may consider accrediting separately.
· BHA has added language clarifying how allegations of noncompliance with regulations should be handled, and addressing patient complaints.  
· BHA is considering including references to federal regulations including 42 CFR Part 2 and HIPAA.
· DHMH and BHA are subject to various obligations with regard to collecting and reporting data.  The data collection and reporting process is an administrative one, which does not impose obligations on persons receiving services, etc.  Therefore, it is unnecessary and possibly conflicting to include it in the new regulations.  The ASO will collect data for most BHA programs and monitor outcomes, as permitted by law.  There is neither the capacity nor the legal authority to share data for all programs with stakeholders.  
· Language will be added to regulations or policy, specifying that information from accrediting entities, including complaint and disciplinary action, will be shared with the Department.   
III.
· .04B was copied from BHA’s proposed legislative language previously reviewed by the Stakeholder Workgroup.  BHA does not agree to the proposed changes as it could create confusion between proposed statute language and the proposed regulation language.  
· BHA will remove the “’s” from the following statement “An employees’ assistance program of a business entity” from Section .04C.
· BHA agrees to change .05B(1)(c) to “If the assessment determines that referral to a treatment program or other indicated service is necessary, then the program shall make a referral to a treatment program or other services as indicated…”
· BHA does not believe the recommendations for sections .05B(3)(a) or .05B(4)(b) are necessary.
· The draft language for .05B(5) has been revised and no longer includes the redundant “low intensity” language.
· BHA agrees to delete “promoting personal responsibility” under .05B(c)(3).
· BHA does not agree to the proposed inclusion of “therapeutic activities.”
· BHA agrees to add (e) “provides additional referrals as necessary” under .05D(1)
· BHA agrees to change .08B(1) to “the issuance of a license.”
· BHA agrees to change .05D(2)(b)(i) to “persons with substance-related disorders” and “opioid use disorder.”
· The citation will be corrected in .15A(4).


Comment 14:  

	We have organized our comments and questions by each section of the draft regulations.   As a caveat, we note that it has been challenging to evaluate the regulations without any of the definitions under Section .02.  Once those definitions are developed, we would suggest that it might be helpful to circulate the draft regulations again for comment before publication in the Maryland Register.   Once we know the definitions, our comments and suggestions could change substantially.

.03 Licensed Required
     	
	We have the following comments and questions:

· Licensure by Site or by Program:  This section does not specify whether a separate license is needed for each site of a program.  We ask for clarification.   The answer will have a significant impact on the provider’s capacity and resources needed to meet the regulatory requirements.
· Collaborative Agreement:  We have many questions about the requirement for a written collaborative agreement:
· Does the Department intend to review the written collaborative agreements for content?  And if so, what are the standards for the content?   If there are standards for content, how will the Department communicate this to providers, CSAs, LAAs, and LBHAs?
· How long does the written collaborative agreement have to be in effect?  Is it the period of licensure?   What happens if the agreement changes?  Does the licensee have the responsibility for submitting the revised agreement? 
· What does “as appropriate” mean in C (2)?  Does this mean the CSA, LAA, or LBHA in its jurisdiction?  Or does “as appropriate” mean when it is programmatically important to have a written collaborative agreement?
· Are there any legal requirements regarding a CSA, LAA, or LBHA’s responsibility for developing and entering into written collaboration agreements with programs?  What happens if these entities do not have the capacity or ability to develop all these written collaborative agreements? Such a problem could disrupt the licensure process and create access issues.  Do programs have any recourse if these entities cannot or will not enter into the collaborative agreement with the provider?
· Technical Changes:   We have the following technical changes:
· Under .03 C, we suggest that the regulations should read “a program under this chapter must:” and delete “seeking licensure.”  “Seeking licensure” is redundant as the section pertains to licensure requirements.
· Delete C (1) in its entirety.  If the Department is requiring a written collaborative agreement, then C (1) is redundant.

.06 Accreditation 

	We have several questions related to this section:

· No Pre-Licensure Survey:   We are concerned that programs must first be accredited before licensure.   We have reviewed the licensure process for other types of providers, and we have found that the Department normally conducts a pre-licensure survey.  Such a survey is used by the accrediting organization before the first accreditation site visit.   Does the process in these proposed regulations eliminate the pre-licensure survey?  If so, behavioral health organizations will have to pay accrediting organizations to conduct an additional site visit to obtain the information normally collected by a Departmental pre-licensure survey.   Since the transition to integration will be very challenging to providers, particularly those with fewer resources, we are concerned that the State is placing a financial burden on behavioral health providers that is different than the financial burden placed on other types of licensed providers.
· What does “Appropriate” mean:   Programs must be accredited “under the appropriate behavioral health standards.”  We believe the intent is that “appropriate” means the standards for the type of program.  We suggest changing the wording because the term appropriate raises some questions, such as who determines what is appropriate, does appropriate mean legally or clinically appropriate, etc. . ..

.08 Additional Licensure Process for Non-Accredited Programs
	
	We have numerous questions and concerns in this section:

· What are Non-Accredited Programs:   We would recommend adding citations to indicate the specific programs that are considered non-accredited. Does the Department mean programs in Regulations .05A (10) and .05B (1)?   
· Which agency is appropriate to conduct unannounced inspections: We have many questions and concerns about .08 A, which gives authority to conduct unannounced inspections to the Department, its designees, the Administration, the ASO, the CSA, LAA, or LBHA:
· The regulations should specify which State government entity has the authority to conduct unannounced inspections.   Otherwise, it is unfair and inappropriate to expect the program to be ready for any of the seven possible entities to conduct an unannounced inspection at any time.   We are not aware of any similar provision for entities licensed by the Department, so this provision seems to significantly deviate from normal licensure and surveying procedure.
· We are concerned about the inclusion of the ASOs, CSAs, LAAs, or LBHAs as entities that may conduct the unannounced inspections.   These entities are not required to be government entities, although some of the local entities could be local government agencies.   Since many of these entities are not government agencies, they are not bound by the same legal requirements for due process for the provider and protection of the consumer.
· The regulations are written so that it is possible that a provider may be inspected by all of the entities listed as opposed to a single entity.   Therefore, it is conceivable that providers would have multiple unannounced inspections for licensure.  We are not sure if this is the intent.
· Medicaid already has the authority to conduct inspections of Medicaid providers as outlined in state and federal regulations.   The purpose of such inspections is to ensure compliance with Medicaid regulations.  We are very unclear of why the ASO, as an agent of the payor, would conduct any inspections related to licensure as a provider.   Medicaid provider and licensure requirements are very different.
· As a technical point, there is no reason to list the Department and the Administration.   Since the Administration is part of the Department, just “the Department” will suffice.
· Also as a technical point, we are unclear if it is necessary or appropriate to indicate that “federal funding agents” may conduct unannounced visits.   The scope of the authority of a federal agency is outside the purview of state regulations.
· Privacy Protections for Medical Records:  In 0.08 A (2), we would highly recommend that language be added to hold the inspecting entity accountable to the same privacy standards for the inspection of medical records, just as the Office of Health Care Quality is required to do in the inspection of other health care facilities.  Therefore, we would suggest adding “in accordance with the requirements for medical review committees as described in Health Occupations Article, §1-401, Annotated Code of Maryland.” 
· Complaint Process:  There are no regulations to indicate how the Department plans to process complaints.  Both providers and consumers should understand the process.
· Vague Terminology:   We suggest that there be some discussion about the intent behind terminology such as “sufficient space in .08D (2) and “appropriately furnished” in .08D (3).

.09 License Application Process

	We have many questions in this section:

· Fees:  There is no indication of the fees that will be required for licensure.
· Notification of Complete or Incomplete Application:   We recommend adopting a provision that requires the Department to notify the applicant within a reasonable period of time that an application is complete or incomplete.  This notice will help both the Department and providers avoid situations where a license lapses or is not granted because of a misunderstanding about paperwork.
· On-Site Review for Accredited Programs:  There are no provisions regarding the process for on-site reviews of accredited programs.   Who will be conducting the reviews?   Will the reviews be announced or unannounced?  Is there a need for due process protections for the provider?   How often will the reviews occur?   Should there be the same language that we suggested in the prior section -  “in accordance with the requirements for medical review committees as described in Health Occupations Article, §1-401, Annotated Code of Maryland” – to protect the confidentiality of patient records reviewed during an inspection?
· Complaint Process:  Just as we mentioned in the section for programs that are not accredited, there is no indication or the process for complaints for accredited programs.  Again, both providers and consumers should understand the process.

.10 Issuance and Duration of License

	We have a couple of questions in this section:

· Designated Licensure Unit:   We have not seen this terminology in other regulations.   Does this mean that the Department has not decided which unit will hold the responsibility for issuing the license?  Could it mean that the Department could switch which unit, e.g. between the Behavioral Health Administration and Office of Health Care Quality?   
· Duration of Licensure for Accredited Programs:   It would be helpful to have information about all the approved and potential accrediting agencies to determine if the time period of the accreditation period plus three months is practical for both providers and the Department.

.12	Application Modification

	We have a technical suggestion:

· Technical Amendment:  In .12 B, we recommend modifying the language to read, “A program that proposed to add a program regulated under this Chapter to its service array, shall . . .. “   A program could add a service that is not regulated by Behavioral Health Administration; and therefore, the Behavioral Health Administration would have no authority over that service.   This might occur with providers, such as federally qualified health centers, that offer an array of somatic and behavioral health services.
Response 14:

· Every program and every location site will be covered by a license.    
· BHA agrees to work with local entities on the process for “agreements to cooperate” moving forward.  This will be addressed through procedural policy.  The collaborative agreement with local entities will be required prior to granting the initial license and at the time of renewal.  
· BHA does not agree that “seeking licensure” should be removed.
· BHA does not agree to delete c(1) under .03 as (1) requires programs to agree to collaborate and (2) requires documentation of the collaboration.
· BHA is reviewing the actual costs of accreditation, including preliminary accreditation and pre-licensing surveying.  The cost of the preliminary accreditation will only apply for new, non-approved or certified programs.
· BHA agrees to change .06 to read: “the applicable behavioral health standards.”



















Response 14 continued:

· Under .08, non-accredited programs are programs that need to be licensed but not accredited.  They are not the same as exempt entities under .04.  This will be clarified in the definitions sections.
· It will be restated in .08A that the Department, its designees, and federal funding agents can conduct announced and unannounced visits.  These entities currently already have the power to inspect.  
· BHA is considering including additional citations to .08A(2), including Health Occupations Article §1-401.
· BHA has added language clarifying how allegations of noncompliance with regulations should be handled, and addressing patient complaints. 
· The intent for the .08D is to ensure minimum standards for non-accredited programs.  
· There will not be fees for licensure at this time.  The regulations is included in case DHMH decides to impose fees at some point in the future.
· Language will be added to say that applicants will be notified when an application is incomplete.
· Under .09, on-site reviews for accredited programs may be announced or unannounced.  This regulation does not change current practice.  There is no due process right to not be inspected.  BHA is considering including references to federal regulations including 42 CFR Part 2 and HIPAA.
· The Department has decided not to name the current licensure unit as this may change over time.  The term used will be defined in the definitions.
· Currently there are only two accrediting entities, Joint Commission and CARF, that have been approved for community behavioral health programs.  If the Department approved additional entities, the duration of license can be assessed and changed if it is determined to be necessary.
· BHA agrees to the proposed technical amendment under .12B to read “A program that proposes to add a program regulated under this Chapter to its service array, shall…”












Comment 15: 

Thank you for your diligence in revising COMAR regulations. We appreciate your work and the opportunity to comment. After reviewing the draft we agree with its substance and details. 

We would like to strongly support the language you have included in section .07A and .07B as written. Despite national accreditation it is critical that in addition to being accredited, group homes, residential rehabilitation programs, and residential crisis programs must apply for and receive approval for each site where services are to be delivered and that they submit to the Core Service Agency (CSA) a completed application to include a site visit.

Local oversight of services is a value that has been recognized and validated by our system. While the accrediting bodies make site visits on a multi-year cycle, it is the local CSAs who are, and need to be, familiar with the resources within their jurisdictions and who are committed to ensuring the health, safety and well-being of the consumers in their communities. It is important that this local involvement not be eroded.Response 15:

· BHA appreciates the support of section .07A and B as written, pertaining to the local oversight from the CSA or LBHA of community mental health group homes, residential rehabilitation programs and residential crisis programs.

























Comment 16:
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Response 16:

· As you know, Medicaid is drafting regulations that will address reimbursement issues, including rates and process.  The draft proposed regulations to which comments are currently being solicited do not include these issues.  Please feel free to resubmit your comments to Medicaid when the proposed reimbursement regulations are posted.  In addition, all practitioners, including private practitioners, will be overseen by billing entities and occupational boards as applicable.  
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