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October 25, 2019 

 

Elinore McCance-Katz, M.D., Ph.D.   
Assistant Secretary for Mental Health and Substance Use   
Substance Abuse and Mental Health Services Administration   
5600 Fishers Lane   
5600 Fishers Lane 
Rockville, MD  20857 
 
Dear Dr. McCance-Katz: 
 
The College of Healthcare Information Management Executives (CHIME) welcomes the 
opportunity to submit comments regarding the proposed rule, Confidentiality of Substance Use 
Disorder Patient Records published by the Substance Abuse and Mental Health Services 
Administration (SAMHSA) on August 26, 2019 in the Federal Register.  
 
CHIME is an executive organization dedicated to serving chief information officers (CIOs), chief 
medical information officers (CMIOs), chief nursing information officers (CNIOs) and other senior 
healthcare IT leaders. With more than 2,900 members, CHIME provides a highly interactive, 
trusted environment enabling senior professional and industry leaders to collaborate; exchange 
best practices; address professional development needs; and advocate the effective use of 
information management to improve the health and healthcare in the communities they serve. 
 
In early 2018, CHIME launched an Opioid Task Force to help our members and patients across 
the country bend the curve of addiction by using tools – especially those rooted in technology and 
best practices – to tackle this nationwide epidemic. We have developed a free playbook which is 
available to healthcare providers and others in the public that can be used to formulate and deploy 
a plan within their organization for helping stem the tide of addiction. We are pleased to lend our 
voice to this important topic and have summarized our key recommendations below, which we 
further elaborate in the body of our letter. 
 
I. Key Recommendations 
 

1. Care Coordination: We recommend the agency align the Health Insurance Portability 
and Accountability Act (HIPAA) policies around care coordination and case 
management with Part 2 such that SAMHSA Part 2 policies permit these activities to 
be included among the list of activities where disclosure is permitted with written 
consent. 

2. PDMPs: SAMHSA should clarify why the agency believes that on the one hand 

disclosures to prescription drug monitoring programs (PDMPs) can help improve 

patient safety but does not see the same value for the purposes of care coordination 

and case management. 

https://chimecentral.org/opioid-task-force/
https://chimecentral.org/opioid-task-force/opioid-task-force-playbook/
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3. Applicability to non-Part 2 Providers:  
a. SAMHSA should work with ONC and stakeholders to prioritize standards for 

SUD and other sensitive data; 

b. As more sensitive data is exchanged, certified EHR (CEHRT) data 

segmentation capability should be prioritized; and 

c. SAMHSA should work with ONC to clarify how treatment of SUD data by non-

Part 2 providers will work under information blocking, TEFCA policies, and 

administrative claims processing. 

4. HIEs: We recommend the agency remove the requirement that either an individual or 

an entity be named on the consent form when sharing Part 2 information with health 

information exchanges (HIE) as this will create operational roadblocks and impede 

care delivery.  

5. Research disclosures: 

a. SAMHSA should clarify what level of protections non-HIPAA covered entities 

will be held to when disclosure of patient data occurs for the purpose 

research; and  

b. Consent should be required when non-HIPAA covered entities are not abiding 

by the same level of data protections as covered entities. 

 
II. Patient Consent 
 

Need for Alignment with HIPAA 
 
CHIME, including our Opioid Task Force, have long advocated to the Administration and Congress 

the need to streamline consent policies associated with sensitive health information and align 

these policies with the consent policies under the Health Information Portability and Accountability 

Act (HIPAA), as we further discuss below. Our position is clinicians need a full and accurate 

picture of a patient’s health conditions in order to best treat them and prevent situations like 

possible overdoses related to patients prescribed opioids who have an opioid use disorder (OUD). 

Countless lives have already been lost to situations like these and CHIME continues to strongly 

believe that a reasonable path forward is aligning the Part 2 consent policies with the HIPAA 

consent policies. Unfortunately, the Administration has said they do not believe they have the 

statutory authority to pursue this option. While we will continue to pursue a legislative solution, we 

believe there is room for some further changes SAMHSA could adopt which would facilitate more 

information sharing among providers.  

Disclosures Permitted with Written Consent 

SAMHSA proposes to specifically allow disclosure to certain entities and individuals for 17 

different types of payment and healthcare operational activities. SAMHSA further says they 

believe these activities were already permitted, but, given the confusion and questions from 

stakeholders they felt further clarification was needed and have proposed codifying the list in the 

regulatory text rather than just in the preamble of the rule. 

Importantly, there are three noticeable distinctions surrounding consent involving the way patient’s 

information is treated under Part 2 vs. how it is handled under HIPAA. First, under HIPAA rules 

providers are permitted to share a patient’s information for the purposes of treatment, payment 

https://chimecentral.org/opioid-task-force/
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and healthcare operations (TPO). SAMHSA, however, has limited information sharing to just 

payment and operations. 

Second, Part 2 rules still require a provider to obtain a patient’s consent for  the purposes of 

sharing patient information even among the 17 permitted activities.  HIPAA rules, however, permit 

but do not require a provider to obtain a patient’s consent for sharing for TPO related purposes.  

Third, SAMHSA continues to carve out care coordination and case management from the list of 17 

permissible activities.  HIPAA on the other hand, treats care coordination and case management 

as operations, not treatment. 

Recognizing that SAMHSA does not feel they have the statutory authority to remove the patient 

consent requirement for sharing Part 2 information and aligning consent policies with ones 

established under HIPAA that do not require a patient’s consent when information is being sharing 

for the purposes of TPO, we nonetheless believe there is some action the agency can take to 

foster better alignment, improve patient safety and reduce administrative burdens.   

 
Recommendation: 
 
We recommend the agency align the HIPAA policies around care coordination and case 
management with Part 2 such that SAMHSA Part 2 policies permit these activities to be 
included among the list of activities where disclosure is permitted with written consent.  
 

III. Disclosures to Prescription Drug Monitoring Programs 
  

In the past, SAMHSA has allowed opioid treatment providers (OTPs) to access PDMPs, but these 

providers were not allowed to disclose patient information unless certain exceptions were met. 

Citing the need for patient safety, subject to patient consent, SAMHSA is now proposing to allow 

OTPs to access PDMPs noting, “many drugs prescribed and dispensed by non -OTPs could have 

life-threatening and even deadly consequences if not properly coordinated with those prescribed 

and dispensed by OTPs.” As such the agency sees the va lue for OTPs and non-OTPs to access 

PDMPs. 

Recommendation: 

We recommend SAMHSA clarify why the agency believes on the one hand disclosures to 

PDMPs can help improve patient safety but does not see the same value for the purposes of 

care coordination and case management. 

 

IV. Applicability to non-Part 2 Providers 

We appreciate that SAMHSA has acknowledged the confusion around the responsibilities of non-

Part 2 providers as it pertains to the treatment of Part 2 information and patients with a substance 

abuse disorder (SUD). Many of our members have indeed asked questions about how these 

policies should be interpreted, therefore we also appreciate the agency attempting to clarify these 

policies.  
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SAMHSA has clarified that non-Part 2 providers are not subject to Part 2 just because they have 

information on a patient’s SUD in their systems. But, they are subject to Part 2 when the 

information on SUD is received from a Part 2 provider so as to maintain the Part 2 confidentiality 

downstream. Further, the agency has said SUD records received by a non-Part 2 entity from a 

Part 2 program are subject to Part 2 restrictions on redisclosure of Part 2 information by lawful 

holders, including redisclosures by non-Part 2 providers. However, the records created by the non-

Part 2 provider in its direct patient encounter(s) would not be subject to Part 2, unless the records 

received from the Part 2 program are incorporated into such records. 

While we appreciate the agency acknowledging that non-part 2 providers that create records as 

part of their own patient encounter which addresses SUD, we are worried that the policies cannot 

be supported by today’s technology. We are concerned, however, with the policy the agency has 

proposed that non-Part 2 providers must segregate data within their system received by a Part 2 

provider. And, we have several questions about how the agency envisions non-Part 2 providers 

will be expected to meet these requirements. 

Most electronic health records (EHRs) are not set up to handle data in this manner, therefore, this 

will create a significant challenge. For example, one issue will be data tagging and at what level 

this will or should occur under these policies. Standards and functionalities that enable data 

segmentation, tagging and privacy labeling are critical to ensuring the privacy of patient data. 

Segmentation of patient data will also be critical as we transition to a health information exchange 

trust framework and as the nation seeks to leverage health IT in addressing the opioid  addiction 

crisis. 

We also seek clarification around how SAMHSA envisions this SUD data should be tagged at a 

discrete data level or document level. How will non-SUD data that a non-Part 2 provider receives 

that is tagged expect to be treated? How will these policies intersect with the Trusted Exchange 

Framework and Common Agreement (TEFCA), as well as, the information blocking policies under 

proposal by the Office of the National Coordinator?  

Finally, we believe more clarification is needed around how this policy applies to claims and other 

administrative transactions which hold information about a patient’s diagnosis and treatment. Does 

SAMHSA envision this policy apply to claims information as well? This too could be 

administratively difficult to separate. 

Recommendations: 

1. SAMHSA should work with ONC and stakeholders to prioritize standards for SUD and 

other sensitive data; 

2. As more sensitive data is exchanged, certified EHR (CEHRT) data segmentation 

capability should be prioritized; and 

3. SAMHSA should work with ONC to clarify how treatment of SUD data by non-Part 2 

providers will work under information blocking and TEFCA and administrative 

transaction policies. 

 
V. Consent for Releasing Information to HIEs 

 
SAMHSA proposes that if the recipient entity is an entity that facilitates the exchange of health 
information that the consent must include the name of the entity and one of the following: (1) the 
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name(s) of an individual or entity participant(s); or (2) a general designation of an individual or 
entity participant(s) or class of participants, limited to a participant(s) who has a treating provider 
relationship with the patient whose information is being disclosed. SAMHSA says they want to 
ensure that patient-identifying information is only disclosed to those individuals and entities on the 
healthcare team with a need to know this sensitive information.  
 
SAMHSA has proposed removing the requirement that specific individuals be named on the 
consent form when releasing information to recipients where there is no treating relationship and 
that just the name of the receiving entity be listed. However, in making this proposal the agency 
specifically carved out HIEs and research entities; under the proposal SAMHSA would still require 
the specific name of an individual be named. The agency asserted that they want to “ensure that 
patient identifying information is only disclosed to those individuals and entities on the health care 
team with a need to know this sensitive information.” 
 
We believe the proposal to continue requiring the name of the individual where the data will be 
released as opposed to just the entity, will foster ongoing and increasing complexity as more data 
is exchanged. Additionally, we expect this policy will create excessive burdens on providers who 
will be increasingly forced to keep track of where this data has been sent.  Furthermore, we also 
believe that the requirement to name the entity also serves as a roadblock to care. Several of our 
members run HIEs and know first-hand the complexities associated with the sharing of 
information. There are a few reasons this poses a barrier.  First, the HIE would probably only be 
allowed to share the information with that specific facility/location; the issue is, in some HIEs that have data 
repositories, the information is available to who had a relationship to the patient, unless specifically 
blocked. 
 
Second, we are aware of attempts that have been made by HIEs to develop a consent form for providers to 
use with patients for those participating in their HIE offering an option to share sensitive health information 
(i.e. Part 2). The forms include a list of participating providers in the HIE at the time the patient signed the 
consent. However, challenges of course remained when a new provider signed on to participate in the HIE 
subsequent to when the patient signed a consent because the provider was not on the li st provided to the 
patient.  If the patient presented for care from that new provider, the provider could not access the patient's 
information in the HIE until the patient signed a new consent and the consent information was updated in 
the HIE. 

 
Recommendation: 
 
We recommend the agency remove the requirement for sharing information with HIEs that 
an individual person or an entity. If this is not possible, at the very least the specific name 
of the individual should not be required.  
 
V. Research Disclosures 

 
Presently, SAMHSA permits the disclosure of patient-identifying information for research purposes 
without patient consent, if the recipient of the patient-identifying information is a HIPAA-covered 
entity or business associate and has obtained and documented authorization from the  patient. 
SAMHSA has proposed changing their requirements to better align with the HIPAA Privacy Rule to 
allow research disclosures of Part 2 data from a HIPAA covered entity or business associate to 
individuals and organizations who are neither HIPAA covered entities, nor subject to the Common 
Rule (for example, State agencies), provided that any such data will be disclosed in accordance 
with the HIPAA Privacy Rule. 
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CHIME appreciates SAMHSA’s efforts to further align with HIPAA  and the Common Rule. There 
are fairly substantial barriers for conducting research that inhibit innovation and progress. While 
we do support the intent, we believe that non-covered entities should be held to the same 
standard of data protection as covered entities. Further, we believe the intended use of the data 
transferred should be restricted to the actual research project and should not be permitted to act 
as a ‘back door’ to ‘giving away data’ to commercial entities.  
 
Further, we do not believe sharing should occur without IRB approval, in addition to getting 

consent from the patient (or waiver of authorization from the IRB board). Given the sensitivity of 

this data, we believe it’s critical to be cautious in these scenarios. Nonetheless, we understand 

that this too can create a more onerous process and that balances will need to be struck.  

 
Recommendations: 
 

1. SAMHSA should clarify what level of protections non-HIPAA covered entities will be 

held to when disclosure of patient data occurs for the purpose research;   

2. Consent should be required when non-HIPAA covered entities are not abiding by the 

same level of data protections as covered entities; 

3. Sharing sensitive data with non-HIPAA covered entities should ideally be predicated 
on IRB approval and if this is not possible then only the minimal amount of 
identifiable information as possible; and 

4. Data use agreements should be required.  
 
VII. Conclusion 

 
CHIME appreciates the opportunity to comment and urges SAMHSA to continue working to further 
align Part 2 policies with HIPAA. Should you have any questions concerning our letter please 
contact Mari Savickis, our Vice President of Federal Affairs, at mari.savickis@chimecentral.org.  
 
Sincerely, 
 
 

 
 
Russell P. Branzell, CHCIO, LCHIME 
President and CEO 
CHIME

 
 

 
Shafiq Rab, CHCIO 
Chair, CHIME Board of Trustees 
SVP & CIO 
Rush University Medical Health
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