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April 11, 2016 
 
The Substance Abuse and Mental Health Services Administration 
Department of Health and Human Services 
Attn: SAMHSA-4162-20 
5600 Fishers Lane, Room 13N02B 
Rockville, Maryland 20857 
 
To Whom It May Concern: 
 

The APCD Council, a collaboration between the Institute for Health Policy and Practice at the University 
of New Hampshire and the National Association of Health Data Organizations, is a learning collaborative 
to support states in their All-Payer Claims Database (APCD) work. The APCD Council commends SAMHSA 
for updating 42 CFR Part 2: Confidentiality of Substance Use Disorder Patient Records, and for SAMHSA’s 
recognition of the need to update 42 CFR Part 2 to align with the current health care delivery 
environment. As SAMHSA acknowledges, “Over the last 25 years, significant changes have occurred 
within the US health care system that were not envisioned by the current regulations, including new 
models of integrated care that are built on a foundation of information sharing to support coordination 
of patient care, the development of an electronic infrastructure for managing and exchanging patient 
information, and a new focus on performance measurement within the health care system.”  

 
The modifications to 42 CFR Part 2 (referred to as “proposed rule” in this letter) intend to address the 
need for sharing of information in response to: “treatment providers located across a new constellation 
of settings, advanced technology that allows for information sharing between providers, data needed to 
support new payment models, and needs for researchers to evaluate and study impacts in treatment of 
substance use disorders.” While the proposed rule intends to address these important issues, which 
reflect the evolution of health care and treatment for substance use disorders, there is an important 
area seemingly not addressed by the modifications: the state agencies that depend on health care data. 

State Agencies 

State agencies that operate under a legislative or regulatory mandate, and with oversight of the state 
legislature, collect key health data sets that inform and guide policy decisions related to population 
health, health system performance assessment, and data-driven improvements.   

Since 42 CFR Part 2 was last updated in 1987, 38 state-legislated hospital discharge data systems and 15 
state-based all payer claims databases have been developed (see www.apcdcouncil.org for a list of 
states and their associated legislation for APCD development).  To this end, state agencies have become 
sophisticated health data users and require access to data related to substance use disorders to impact 
public policy and support health reform efforts.  Because a large number of substance abuse patients 
are treated by community providers, and because these conditions account for significant health care 
costs and utilizationi,ii, it is essential that these diagnoses be integrated into state health care data 
reporting in states.  In fact, in 2006, the Institute of Medicine (IOM) report, “Improving the Quality of 

http://www.apcdcouncil.org/
http://www.apcdcouncil.org/
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Health Care for Mental and Substance-Use Conditions: Quality Chasm Series”iii, calls for “better 
measures and improved information to assess and improve quality of care”.   

Substance use disorder data are required by state agencies to support changes in the healthcare 
delivery and payment landscape, and to respond to the significant changes in state health data needs 
related to driving effective state health policy, such as:  

- Assessing incidence and prevalence of substance use disorders 

- Assessing accessibility of treatment for substance use disorders 

- Assessing the quality of treatment for substance use disorders 

- Enforcement of mental health parity laws 

- Assessing the implementation of new payment models for substance use disorders and 
programmatic evaluation 

- Regulation and licensing of SUD providers and treatment services, and 

- Community assessment and health improvement initiatives. 

History of State Agencies Use of Health Data Sets 

Just as the healthcare environment has changed in the past 25 years, state health data systems have 
also evolved. Starting in 1980, states began mandating and collecting data from acute care facilities 
about inpatient and ambulatory (e.g., emergency departments) encounters.  These state databases are 
based on what is now known as the Uniform Hospital Discharge Data Set (UHDDS), and have been 
routinely used by states to support myriad public health and policy-related questions, such as 
prevalence of disease, access to care for treatment, and quality of care for vulnerable populations.  
Almost every state in the US maintains a UHDDS, and have for decades.   

Since the development of state UHDDS, the need for data about the cost of the care and from other 
settings (e.g., primary care) led to the development of all-payer claims databases (APCD).  Over 15 states 
have established state-sponsored APCD systems over the last 8 yearsiv, to fill critical information gaps 
needed to make effective health policy decisions, to support health care and payment reform initiatives, 
and to address the need for transparency in health care. APCDs are databases, typically created by a 
state legislative mandate, that include data derived from medical claims, pharmacy claims, eligibility 
files, provider (physician and facility) files, and dental claims from private and public payers. The data 
are securely submitted to a centralized repository, directly from carriers (commercial and public health 
insurers, third-party administrators, dental insurers, and pharmacy benefit managers) into state APCDs. 
Just as with the UHDDS, the state agencies responsible for APCD oversight and management are bound 
to state law and have strict rules for encryption, privacy, security, and re-release of the data. In fact, 
many of these public data sets are encrypted and anonymized statistical abstracts, which make it 
impossible to link directly back to individual patients.   

Despite the long history of data collection and the clear needs for access to data related to substance 
use disorders and treatment, there is an absence of a specific mechanism in the proposed rule that 
allows state agencies to collect and use the data. We strongly encourage SAMHSA to consider the needs 
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for data for state agencies in its finalization of the proposed rule. More specifically, we provide the 
following feedback to identify areas of concern for state agency data needs and provide suggestions for 
modifications that would address these needs.  

Subpart D-Disclosures Without Patient Consent 

In the proposed rule, carriers are identified as  “lawful holders” of data (“Examples of such ‘‘lawful 
holders’’ of patient identifying information include a patient’s treating provider, a hospital emergency 
room, an insurance company, an individual or entity performing an audit or evaluation, or an individual 
or entity conducting scientific research.” Federal Register, page 6997). The proposed rule should 
specifically identify a mechanism by which insurance companies, as lawful holders, can submit the 
encrypted substance use treatment data along with the other data already being submitted to state 
agencies, ensuring that substance use treatment data are not systematically excluded from the APCD. 
Failing to do so could have a significant and negative impact in the efforts by states to combat addiction, 
enhance treatment and services for substance use disorders, and eliminate the stigma associated with 
such care and treatments.   

More specifically, a fourth category under “Subpart D-Disclosures Without Patient Consent” should be 
added for state agencies (or their designee) to clarify that they have an ongoing ability to get this data. 
Assurances for the protections of data can be referenced within that categorization, in a way similar to 
the requirements set forth for researchers. State agencies have significant experience in securely 
managing data systems that include sensitive data, including UHDDS, Medicaid claims data, and 
Medicare claims files. The protections in place for these data are well-documented and provide the 
assurances required for substance use treatment claims to be similarly protected. The State Agency Data 
Request process developed by Centers for Medicaid and Medicare Services may provide an effective 
model for defining the state agency that can receive SUD data (http://www.resdac.org/cms-
data/request/state-agency). The CMS process requires states to demonstrate and agree to strict security 
and privacy protocols for storage and release of Medicare data. 

§ 2.20 Relationship to state laws 

In its current form, the proposed rule does not specifically permit data collection by state agencies. 
Section § 2.20 Relationship to state laws (below) is the only state reference. 

“§ 2.20 Relationship to state laws. The statute authorizing these regulations (42 U.S.C. 290dd-2) 
does not preempt the field of law which they cover to the exclusion of all state laws in that field. 
If a disclosure permitted under these regulations is prohibited under state law, neither these 
regulations nor the authorizing statute may be construed to authorize any violation of that state 
law. However, no state law may either authorize or compel any disclosure prohibited by these 
regulations.” 

If 42 CFR Part 2 is modified to permit disclosures to state agencies without consent in Subpart D, “§ 2.20 
Relationship to state laws” could point to the state laws that grant legislative authority to state agencies 
to collect health data, including substance use disorder data. That is, Section § 2.20 could be 
restructured to specifically allow for the types of data submissions currently made pursuant to state law, 
inclusive of claims for substance use treatment.  

http://www.resdac.org/cms-data/request/state-agency
http://www.resdac.org/cms-data/request/state-agency
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States have relied on the data to ensure appropriate strategies and policies related to the ongoing 
treatment of substance use disorder, which remains a critical need across the country. As stated earlier, 
state agencies compel the collection and use of the data for research and health policy review to ensure 
SUD patients receive integrated and “equal” coverage and services.  Failing to clarify state authority to 
mandate claims data reporting contradicts the intent to improve care, and undermines the availability of 
SUD treatments and services.  

§ 2.52 Research 

One of the many utilities of UHDDS and APCDs is the use of the data for research studies. The proposed 
rule would preclude access to substance use disorder treatment data within UHDDS data sets and APCDs 
by researchers working with state data sources. Forcing researchers to access hospitalization and claims 
data by going directly to Part 2 providers and other lawful holders significantly limits research capacity, 
increases operational complexity, and potentially increases data security risk. If allowances can be made 
for UHDDS and APCDs to receive data directly from insurance companies and other lawful holders, 
researchers should be able to access those data from state discharge data sets and APCDs, in the same 
methods currently in place. UHDDS data and APCD data are made available by state agencies through 
robust data release procedures. The procedures typically include the documentation of safe data 
practices, a data use agreement (DUA), a data release review committee, and often require submission 
of Internal Review Board (IRB) approvals. In addition, states typically limit the fields that are made 
available to external researchers, and direct patient identifiers are not releasable.  

We recommend the proposed rule should allow appropriate dissemination of UHDDS and APCD data, 
inclusive of encounters and claims for substance use treatment, for research and other state policy 
review purposes through the existing agency data release processes. 

§ Section 2.11 Definitions 

The proposed rule suggests: “In Section III.I., Prohibition on Redisclosure (§ 2.32), we propose to clarify 
that the prohibition on re-disclosure only applies to information that would identify, directly or 
indirectly, an individual as having been diagnosed, treated, or referred for treatment for a substance use 
disorder, such as indicated through standard medical codes, descriptive language, or both, and allows 
other health-related information shared by the part 2 program to be re-disclosed, if permissible under 
other applicable laws.” (page 6990) We recommend clarification of certain definitions related to this. 

Diagnosis 

UHDDS and APCDs collect data that include diagnosis codes, procedure codes, and treatment 
information (e.g., prescriptions) that could indicate substance use disorders and/or treatment.  While 
some of these codes may be unequivocally associated with substance use disorder (e.g., ICD-9 304 Drug 
dependence”), other diagnoses or medical treatments may be more subjective (e.g, a prescription used 
in substance use disorder treatment may also be used for pain management for cancer treatment). As 
discussed on page 7003, there is subjective interpretation of what constitutes substance use disorder 
treatment, and, as such, there is a potential for more data than is restricted under 42 CFR Part 2 to be 
redacted in the proposed rule, based on varying interpretation of this definition.  
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Program 

The expansion of definition of a program to include “an identified unit within a general medical facility 
or general medical practice that holds itself out as providing, and provides substance use disorder 
diagnosis, treatment, or referral for treatment” is laudable in terms of securing the privacy of data for 
individuals that seek care from these programs.  However, the expanded definition may have 
unintended negative consequences.  The expansion of the types of programs that are covered by the 
proposed rule may result in data stemming from general medical facilities, which is currently shared 
with state agencies (e.g., by hospitals in UHDDS submissions), to no longer be shared. 

Summary 

Simply put, without clarity and direction about state agencies’ access to data, valuable tools like UHDDS 
and APCDs may lack the data required to have a complete understanding of substance use disorders to 
inform state health policy.  Programs that depend on state agency data and analysis will lack the 
information that is used to support programs for individuals with substance use disorder.  Without the 
programmatic support, those individuals with substance use disorders - and most in need of the focused 
attention of public health and health reform policy research - will be marginalized. The result will be 
directly contrary to SAMSHA’s mission to reduce the impact of substance abuse and mental illness on 
America's communities (SAMHSA.gov, 4/2/16).  Again, we appreciate the opportunity to provide this 
feedback. 

 
Sincerely, 

 

                        
 

Denise Love, BSN, MBA     Josephine Porter, MPH 
Executive Director     Interim Director 
National Association of Health Data Organizations Institute for Health Policy and Practice, UNH 
Co-chair, APCD Council     Co-chair, APCD Council 
 
 
                                                           
i Emergency Department Use for Mental and Substance Use Disorders, Healthcare Cost and Utilization Project, 
https://www.hcup-us.ahrq.gov/reports/ED_Multivar_Rpt_Revision_Final072010.pdf 
ii Treatment for Substance Use Disorders in Community Hospitals, Healthcare Cost and Utilization Project, 
https://www.hcup-us.ahrq.gov/reports/SASpecUnitManuscriptHCUP083010.pdf 
iii See more at: http://www.nationalacademies.org/hmd/Reports/2005/Improving-the-Quality-of-Health-Care-for-
Mental-and-Substance-Use-Conditions-Quality-Chasm-Series.aspx#sthash.Atzdi6Ue.dpuf 
iv www.apcdcouncil.org  

http://www.apcdcouncil.org/

