
   

 

 

January 26, 2023 
  
 
Dr. Miriam Delphin-Rittmon  
Assistant Secretary for Mental Health and Substance Use 
Substance Abuse and Mental Health Services Administration 
Department of Health and Human Services 
 
Melanie Fontes Rainer      
Director          
Office for Civil Rights          
Department of Health and Human Services  
    
Attention: SUD Patient Records 
 
Submitted electronically to: http://www.regulations.gov  
 
 
Re: Confidentiality of Substance Use Disorder (SUD) Patient Records (HHS-OCR-0945-AA16) 
 
 
Dear Assistant Secretary Delphin-Rittmon and Director Rainer, 
 
Premier Inc. appreciates the opportunity to submit comments to the Department of Health and Human 
Services (HHS) and the Substance Abuse and Mental Health Services Administration (SAMHSA) regarding 
the Notice of Proposed Rulemaking on Confidentiality of Substance Use Disorder (SUD) Patient Records. 
The proposed rule seeks public comment on the Department’s proposal to modify its regulations to 
implement section 3221 of the Coronavirus Aid, Relief and Economic Security (CARES) Act. Specifically, 
the Department proposes to amend confidentiality requirements for SUD patient records under 42 CFR 
Part 2 (Part 2) and to make corresponding amendments to the Privacy, Security, Breach Notification and 
Enforcement Rules that implement the Health Insurance Portability and Accountability Act of 1996 (HIPAA 
Rules). 
 
Premier applauds the Department’s commitment to reforming Part 2 regulations. Premier has long 
advocated alongside patients, providers and payers for regulatory change to more closely align Part 2 
requirements with HIPAA, which would increase access to coordinated SUD services, promote greater 
integration of behavioral health into primary and acute care and reduce administrative burden. Specifically, 
Premier asks HHS to consider the following: 
 

• Align Part 2 requirements with HIPAA requirements as closely as possible to reduce duplicative 
effort and administrative burden; 

• Allow maximum flexibility in Part 2 data sharing, including for purposes beyond treatment, payment 
and healthcare operations, within the current statutory requirements for patient consent;  

• Maintain flexibility around listing individual data recipients at the time of consent; 

• Specify that once Part 2 data are transmitted or retransmitted, there should not be a requirement 
to segregate a patient’s Part 2 data from the rest of the HIPAA database or record; 

• Allow 24 months for compliance as proposed, while investing in technical assistance to expedite 
implementation and improve SUD care; and 

• Act expeditiously to codify nondiscrimination protections for individuals with SUDs in order to 
combat the stigma that continues to limit access to treatment and recovery services. 

 
Based on Premier’s data1, approximately 66 million emergency department outpatient visits and 760,000 
inpatient admissions in the U.S. annually are for patients with a diagnosis of opioid use disorders (OUDs). 

 
1 https://premierinc.com/newsroom/blog/pinc-ai-data-opioid-use-disorders-cost-u-s-hospitals-more-than-95-billion-
annually 

http://www.regulations.gov/
http://www.helpendopioidcrisis.org/wp-content/uploads/2018/09/42-CFR-Part-2-Conference-Letter-9.21.18-002.pdf
http://www.helpendopioidcrisis.org/wp-content/uploads/2018/09/42-CFR-Part-2-Conference-Letter-9.21.18-002.pdf
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Patients with an OUD diagnosis had 32.5 percent higher cost per emergency department visit and 8 percent 
higher cost per inpatient visit than those without an OUD diagnosis. In total, the annual cost of care for 
OUD-associated emergency department outpatient visits and inpatient admissions is estimated to be $95.4 
billion nationally. Premier believes that it is paramount that the Department finalize these regulations to 
empower providers to better integrate and coordinate care to combat the costly and deadly opioid epidemic. 
Additional details on our recommendations are included below. 
 
 
I. BACKGROUND ON PREMIER INC.  

 
Premier is a leading healthcare improvement company and national supply chain leader, uniting an alliance 
of 4,400 hospitals and approximately 250,000 continuum of care providers to transform healthcare. With 
integrated data and analytics, collaboratives, supply chain solutions, consulting and other services, Premier 
enables better care and outcomes at a lower cost. Premier’s sophisticated technology systems contain 
robust data gleaned from nearly half of U.S. hospital discharges, 812 million hospital outpatient and clinic 
encounters and 131 million physician office visits. Premier is a data-driven organization with a 360-degree 
view of the supply chain, working with more than 1,300 manufacturers to source the highest quality and 
most cost-effective products and services. Premier’s work is closely aligned with healthcare providers, who 
drive the product and service contracting decisions using a data driven approach to remove biases in 
product sourcing and contracting and assure access to the highest quality products. In addition, Premier 
operates the nation’s largest population health collaborative having worked with more than 200 accountable 
care organizations (ACOs).  
 
A Malcolm Baldrige National Quality Award recipient, Premier plays a critical role in the rapidly evolving 
healthcare industry, collaborating with healthcare providers, manufacturers, distributors, government and 
other entities to co-develop long-term innovations that reinvent and improve the way care is delivered to 
patients nationwide. Headquartered in Charlotte, North Carolina, Premier is passionate about transforming 
American healthcare. 
 
 
II. ALIGNING PART 2 REQUIREMENTS WITH HIPAA 
 
Premier applauds HHS’ efforts to align Part 2 provisions with HIPAA as provided under the CARES Act. In 
the proposed rule, HHS aligns the majority of Part 2 with HIPAA requirements for the purposes of treatment, 
payment and healthcare operations. In particular, Premier appreciates HHS’ efforts to align various 
definitions that are within the Department’s regulatory discretion, such as business associates, covered 
entities, breaches and healthcare operations.  
 
Any regulatory action short of full alignment between Part 2 and HIPAA requirements will potentially 
increase confusion, cause administrative hurdles for providers and limit access to care for patients. The 
prospect of maintaining two separate records management protocols for SUD records may present a 
disincentive against provider outreach to SUD-affected patient populations, particularly as hospitals, health 
systems and other providers face ongoing labor crises and threats to financial viability. Further, a continued 
lack of parity in the treatment of SUD patient data and records perpetuates the stigma that individuals with 
SUDs must overcome to receive integrated, equitable care. Premier urges the Department to exercise 
the fullest extent of its statutory authority to ensure complete alignment between Part 2 and HIPAA 
requirements.  
 
 
III. PATIENT CONSENT FOR PART 2 INFORMATION DISCLOSURES  
 
Consistent with the CARES Act, the proposed rule retains the requirement that Part 2 programs generally 
must obtain patient consent prior to disclosing Part 2 information for purposes of treatment, payment and 
healthcare operations (TPO). Premier appreciates the Department’s proposal to implement the CARES Act 
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provisions that allow Part 2 programs to use and disclose Part 2 records for future TPO uses and 
disclosures based on a one-time patient consent. The new proposed flexibility holds potential for improving 
communication and care coordination for providers and the quality of care for patients.  
 
However, the proposed rule is not as permissive as HIPAA with regard to TPO disclosures, which HIPAA 
allows without consent or authorizations. While the proposed flexibility to share TPO information with 
consent is a positive initial step and will encourage coordinated, integrated care, the Part 2 consent 
requirement remains inconsistent with HIPAA and will cause continued administrative burden and data 
segmentation. Further, HIPAA allows uses and disclosure of data beyond TPO purposes with authorization. 
Limiting the proposed flexibilities to TPO purposes could have a chilling effect on data sharing for care 
coordination, as Part 2 programs may be hesitant to utilize the proposed flexibilities for fear of violating 
restrictions on use for non-TPO purposes.  
 
Premier acknowledges that the Department’s authority remains constrained by a statutory requirement for 
consent for Part 2 records disclosures. As such, Premier will continue to encourage Congress to align 
Part 2 consent requirements with HIPAA. 
 
 
IV. REQUIREMENTS FOR LISTING RECIPIENTS AT TIME OF CONSENT 
 
The proposed rule intends to align the Part 2 written consent requirements with the consent requirements 

for a valid HIPAA authorization. Under the proposed rule, a provider who obtains a patient’s written consent 

for the disclosure of the patient’s Part 2 data would have greater flexibility regarding how potential recipients 

of that data are described in the consent documentation. Specifically, if the information is to be disclosed 

directly to other organizations, then the consent documentation is not required to have all potential 

recipients named, but may instead contain a description of a class of persons who may receive the 

information. Premier appreciates that the proposed rule alleviates the burden on patients and 

providers to list all potential recipients of the patient’s Part 2 data.  

 

Operationally, since the proposed Part 2 consent requirements are similar to HIPAA authorizations, it might 

be confusing to have similar language for a Part 2 consent and HIPAA authorization but with different 

purposes. Premier recommends that the consent process be easily folded into existing HIPAA 

compliance processes, preferably with the patient’s acknowledgment of HIPAA practices and the 

patient’s Part 2 consent incorporated into the same document at intake, where feasible. 

 

 

V. SEGMENTATION OF PART 2 DATA AFTER TRANSMISSION 
 
As proposed, the revised Part 2 requirements will not eliminate the need to segment Part 2 data from HIPAA 

data due to the requirement for consent to share Part 2 TPO data, as discussed above. Part 2 and HIPAA 

data have long been siloed because of their different regulatory schemes around consent.  

Currently, many Part 2 SUD programs are integrated into primary care sites. Once the Part 2 data are 

transmitted to a covered entity or business associate, it is critical that there not be an additional requirement 

that the receiving provider or entity retain the Part 2 data in a separate database or segregated from a 

patient’s overall health record. It is difficult for integrated systems or Health Information Exchanges (HIEs) 

to manage the consent process for separate databases for Part 2 programs and their other systems. For 

example, many HIEs have declined to accept Part 2 data because modifying their systems was too costly 

and prevented people with SUDs from participating.  

The Department states that the NPRM’s “expanded ability to use and disclose Part 2 records would facilitate 

greater integration of SUD treatment information with other protected health information (PHI).” It is unclear 

how the proposed rule will help integrate Part 2 data with other systems and enable subsequent treatment 
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providers’ access. Premier urges HHS to specify that once Part 2 data is transmitted or retransmitted, 

there should not be a requirement that the receiving provider segregate a patient’s Part 2 data from 

the rest of a HIPAA database or record.   

 

VI. COMPLIANCE TIMELINE 
 
The proposed rule states that the effective compliance date would be 22 months after the effective date, 

which is 24 months after publication. Entities subject to a final rule would have until the compliance date to 

establish and implement policies and practices to achieve compliance. Premier supports the proposed 

implementation timeline, given the significant amount of investment in systemic change that 

compliance would necessitate. 

However, providers’ ability to offer seamlessly integrated, coordinated care for patients with SUDs hinges 
on implementation of these proposed regulatory changes. Premier urges the Department to offer robust 
technical assistance and implementation resources to stakeholders as the industry works to understand 
and implement the statute and, if finalized, new regulations. While Premier supports the proposed 24-month 
timeframe for enforcing compliance, it is our hope that affected entities begin implementing these proposals 
as expeditiously as possible once finalized, empowering providers, payers and patients to improve SUD 
care in the midst of the ongoing opioid epidemic. 
 
 
VII. ADDITIONAL RULEMAKING TO IMPLEMENT SECTION 3221 OF THE CARES ACT 
 
The Department notes in the proposed rule that separate rulemaking will be promulgated to implement the 
CARES Act antidiscrimination prohibitions. Per section 3221 of the CARES Act, it is Congressional intent 
that no entity discriminate against any individual on the basis of information received through “inadvertent 
or intentional disclosure” of SUD records. The statute specifically bars adverse action that limits access to 
healthcare, employment, housing, courts or government-funded social services.  
 
Until the Department undertakes rulemaking to codify these statutory provisions, individuals considering 
treatment or recovery services for SUDs must continue to weigh the benefit of seeking healthcare against 
the potential loss of housing, employment, benefits programs and even continued access to care. Releasing 
the antidiscrimination rulemaking as quickly as possible would also enable payers and providers to take a 
holistic approach to implementing the currently proposed Part 2 regulations, ensuring that administrative 
burden is minimized and processes are streamlined. Premier urges the Departments to engage in 
rulemaking on the antidiscrimination provisions of section 3221 of the CARES Act expeditiously, 
and to issue combined final regulations that align implementation timelines for the currently 
proposed Part 2 policies and the antidiscrimination policies. 
  
 
VIII. CONCLUSION 
 
In closing, Premier appreciates the opportunity to submit these comments on the proposed rule to 
implement section 3221 of the CARES Act. If you have any questions regarding our comments, or if Premier 
can serve as a resource on these issues to the agency in its policy development, please contact Mason 
Ingram, Director of Payer Policy, at Mason_Ingram@premierinc.com or 334.318.5016. 
 
 
 
 
 
 
 

mailto:Mason_Ingram@premierinc.com
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Sincerely,  
 
 
 
Soumi Saha, PharmD, JD 
Senior Vice President, Government Affairs 
Premier Inc.  
 


