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   Federal Laws and Regulations

OVERVIEW
Addiction treatment is controlled by specific federal regulations that usually require treatment in an addiction 
treatment clinic. However, the federal government passed laws that allow your provider to use buprenorphine to 
treat opioid use disorder in their clinic. Federal law also describes your rights to confidentiality. In this chapter, 
you will learn about:

• The laws that permit office-based opioid treatment and which types of providers can engage in this 
practice

• Buprenorphine's status as a controlled substance and what that means concerning its risks and getting 
the prescription filled and renewed

• Your rights to confidentiality (and exceptions) for treatment of substance use disorder and specifically 
office-based treatment of opioid use disorder

• Unique characteristics of payment for buprenorphine treatment. 
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FEDERAL LAW – DATA 2000 & FOLLOW ON LAWS
DATA 2000 An Amendment To The Controlled Substances Act
The Drug Addiction Treatment Act (DATA 2000) was an amendment to the Controlled Substances Act signed into 
law in 2000. DATA made it possible for qualified physicians to prescribe buprenorphine for opioid detoxification 
and maintenance therapy. The law allowed physicians to be granted a waiver from the special registration 
requirements of that act, which will enable them to prescribe, dispense, or administer buprenorphine to you in 
their office, significantly expanding the availability and accessibility of opioid addiction treatment. It also 
described regulations that govern this prescribing.

The waiver currently only applies to buprenorphine products5.

DATA 2000 in Nontraditional Settings: Under DATA 2000, treatment for opioid use disorder can take place in 
nontraditional settings, such as primary care offices.6–8 An advantage is that, in the past, some patients may have 
avoided treatment at substance abuse clinics due to worries about stigma and confidentiality.

• DATA described specific guidelines that physicians must follow and 8-hour training they receive before 
starting to prescribe buprenorphine. 

• DATA does not include methadone—only a licensed opioid treatment program can prescribe methadone9.

Some provisions of the DATA 2000 act were revised by two more federal laws, CARA 2016 and SPCA 2018.

Federal Law – CARA 2016
The Comprehensive Addiction And Recovery Act Of 2016 (CARA): Law Updates
This broad purposed bill aimed to address the opioid epidemic through prevention, expanded access to 
treatment, increasing use of overdose reversal medication, expanding recovery support, and specifically targeting
specific needs, such as those of pregnant and postpartum women, or those affected most, such as those involved
with the criminal justice system and law enforcement. It allowed for nurse practitioners and physician assistants 
to prescribe buprenorphine with 24 hours of training. 

Federal Law – SPCA 2018

The Support For Patients And Communities Act (SPCA, 2018): Law Updates
This law included provisions to address the opioid epidemic by reducing over-prescribing, increasing access to 
treatment, and increasing research on non-opioid pain management alternatives. With respect to buprenorphine 
treatment, it allows for prescribing of buprenorphine by more types of healthcare providers (clinical nurse 
specialists, certified registered nurse anesthetists, and certified nurse midwives), higher patient limits for certain 
prescribers, and more providers qualifying to prescribe without formal waiver training. 
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CONFIDENTIALITY LAW
The law assures that information about your diagnosis and treatment will remain private. The confidentiality laws 
relevant to your buprenorphine treatment place limits on the disclosure and use of any information that will 
identify you as someone who:

• Has received substance abuse treatment 
• Is currently receiving substance abuse treatment 
• Has applied to a substance abuse treatment program 

The substance abuse treatment confidentiality law, the Public Health Service Act, is Title 42 of the United States 
Code of Federal Regulations11. Unlike HIPAA, which governs all medical treatment, this law applies specifically to 
substance abuse treatment.

Title 42 CFR prohibits releasing records without:

• Your consent 
• A court order 
• A true medical emergency 
• Report of child abuse (Child abuse itself should be reported, but

restrictions continue to apply to the original patient records12) 

Scope Of The Law
Any type of substance abuse treatment or referral for treatment must
comply with the confidentiality law. 

Restricted Communication
There are limits on how much information a provider can communicate
about you.

Actions regarding your information that are prohibited include:

• Giving information to family members (this is illegal unless the patient consents in writing) 

• Disclosure of your medical record 

• Use of a letterhead that identifies your provider’s office as a substance abuse treatment provider 

• Receptionist confirmation of your status as a patient who is receiving substance abuse services 

• More specifically, a substance abuse treatment program may not communicate the following:

◦ Information regarding your past, present, or future participation in substance abuse treatment 

◦ Information about those who have applied for treatment or have been interviewed, regardless of 
whether they actually commenced treatment 

◦ Information about deceased patients 

◦ Verification of information that inquirers already possess – in other words, a program can neither 
confirm nor deny that you are/were being treated there

Internal Communications
Information may be shared among staff and may be disclosed to the recordkeeping and billing departments. 
Program staff with access to patient records may consult among themselves or otherwise share information if 
necessary to complete their duties.
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Consequences For Violation
Violating the confidentiality law carries a criminal penalty. Additionally, patients may file lawsuits if their 
confidentiality is violated.

• State laws may differ from federal regulations and must be followed if they are more restrictive than 
federal laws, but cannot decrease federal restrictions. 

Additional Rights For Minors
Minors have additional rights. Under the confidentiality law, practitioners are prohibited from communicating 
with a minor patient's parents unless the patient authorizes such contact on a consent form14. Some states 
require parental approval for the treatment of minors, in which case more regulations apply.

Disclosure Rules
• Providers must inform you of your rights regarding confidentiality

shortly after you enter treatment. The communication should include a
written statement of relevant regulations.

• With a proper consent form, your provider may disclose some patient
information to third parties in certain instances. Until a patient has
consented, in writing about this addiction treatment, treatment
information cannot be disclosed to anyone, including the patient's spouse.

• Information may be disclosed only for the purpose(s) outlined in the form. 

• You may revoke your consent at any time, either verbally or in writing. 

• If you revoke your consent, a provider has no obligation to retrieve information that was disclosed while 
the consent was effective. 

• Whenever information is disclosed, your provider must provide a written statement informing the 
recipient that the information is protected by federal law. Your provider may also state that it cannot be 
re-disclosed unless otherwise specified. 

• A program is not allowed to disclose whether or not someone has received treatment for substance 
abuse. However, if the program provides several kinds of services, it may disclose that the patient has 
been seen as long as it does not specify the reason for treatment. 

Exceptions to Disclosure Rules
The following are allowable exceptions to disclosure rules.

Qualified Service Organization Agreement
An office-based opioid treatment program may disclose information to qualified service organizations (QSOs) that
provide services that the program does not. An example would be an outside laboratory to conduct urine or hair 
analysis.

Your name must be stripped from your record for your information to be used in research. 

Emergency Medical Reports
In emergencies, your information may be disclosed to medical personnel but not to non-medical workers or your 
family. The working definition of a medical emergency is:

A situation that poses an immediate threat to someone's health and requires immediate medical attention. 
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Note that the person whose health is in jeopardy is not necessarily you. For example, it could be a child who may 
have overdosed on buprenorphine.

Court Orders
Only court orders (not subpoenas or warrants) are grounds for disclosure of your information regarding 
substance abuse treatment. An order can only be issued if the court decides that there is good cause for the 
disclosure. The benefits of issuing such an order must outweigh the risks. The court must also deem that the 
information cannot be accessed in any other manner.

Child Abuse Or Neglect Reports
Practitioners must report cases of child abuse or neglect, but the victim or perpetrator need not be identified as 
receiving substance abuse treatment. 
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CONSENT FORMS
Each of the following items must be contained in the consent form:

• The name or general description of the program(s) 

• Your name and the names of individuals/ organizations that will receive the disclosure 

• The purpose or need for the disclosure 

• How much and what kind of information will be disclosed 

• A statement that you may revoke the consent at any time 

• The date, event, or condition upon which the consent expires if not previously revoked 

• Your signature

• The date on which the consent is signed 
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WAIVER PROGRAM SUCCESS
The US Department of Health and Human Services (USDHHS) and Substance Abuse and Mental Health 
Administration (SAMHSA) concluded the following from a three-year evaluation of the Buprenorphine Waiver 
Program24:

• Office-based buprenorphine treatment appears to be clinically effective and well-accepted by patients. 

• The availability of medication-assisted treatment for opioid addiction seems to have increased as a result 
of the waiver program. 

In a nutshell, office-based buprenorphine treatment is effective!

Approximately 56,200 providers were waivered to prescribe buprenorphine at the end of 201826, which is only 
around 6% of the active physicians and surgeons in the United States27.

The percentage of patients in treatment may increase now that prescribers can eventually apply to treat up to 
275 patients. 
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KEY POINTS
• The Drug Addiction Treatment Act (DATA 2000), the Comprehensive Addiction and Recovery Act (CARA 

2016), and the Support for Patients and Communities Act (SPCA, 2018), amendments to the Controlled 
Substances Act, make it possible for qualified physicians, nurse practitioners, physician assistants, nurse 
anesthetists, nurse midwives, and clinical nurse specialists to prescribe buprenorphine for opioid 
detoxification and maintenance therapy in their offices. 

• The Public Health Service Act, Title 42 of the United States Code of Federal Regulations, governs laws in 
substance abuse treatment11. These regulations are meant to prevent the disclosure of information 
identifying applicants/recipients of substance abuse treatment. They prohibit the release of your records 
without:

◦ Your consent 

◦ A court order 

◦ A true medical emergency 

◦ Or report of child abuse 
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