
FEDERAL LAWS AND REGULATIONS
Practices starting to provide office-based opioid treatment need to make a number of office and 
practice-related protocol changes. They also need to prepare staff to implement them. Minor 
changes in medical records, patient confidentiality, communications with pharmacies, and 
insurance billing are required.

This module communicates general information and is not intended to replace consultation with 
an attorney or to be a full discussion of privacy issues related to the Health Insurance Portability 
and Accountability Act (HIPAA).    

Goal
To prepare providers to follow regulations, laws, and other requirements for office-based 
treatment of opioid use disorder

After completing this module, participants will be able to:
• Describe buprenorphine's status as a controlled substance and the laws governing the 

prescribing of this medication

• Prepare a practice staff team for office-based buprenorphine practice

• Determine the pertinent confidentiality regulations (and exceptions) for treatment of 
substance use disorder and specifically office-based treatment of opioid use disorder

• Follow the requirements for medical record-keeping in office-based opioid treatment

• Prepare an office-based opioid treatment practice to work with health insurance 
companies or patients to bill for buprenorphine treatment

Professional Practice Gaps
Specific Training Gap: DATA 2000, CARA, 2016, TIP 401, SAMHSA (2016) and ASAM (2015) guideline 
updates, and FSMB 2013 describe rules, regulations, and requirements that providers who 
prescribe buprenorphine must follow. 
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   Federal Laws and Regulations

CASE ILLUSTRATION – MRS. OLSEN
This module describes the changes needed in a new office-based opioid treatment practice. It will prepare you 
and your staff to make the required modifications. The following case study will be used to illustrate how these 
issues affect patients.

Mrs. Olsen, whose family is seen in your practice, has been taking 10-12 tablets per day of hydrocodone and 
oxycodone for the past 6 months. She was referred by her therapist for
buprenorphine treatment.

What communications are permitted with the therapist, regarding Mrs. Olsen?
With her family?

There are three major federal laws that, among other provisions, permit the
prescribing of buprenorphine in the office-based setting and describe the
requirements and limitations:

• The Drug Addiction Treatment Act (DATA 2000)2

• The Comprehensive Addiction and Recovery Act of 2016 (CARA)3

• The Support for Patients and Communities Act4
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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 allows them to
prescribe, dispense, or administer buprenorphine to patients in their office,
greatly expanding the availability and accessibility of opioid addiction treatment.
It also described regulations that govern this prescribing.

The waiver applies to Schedule III, IV, or V medications approved by the FDA for
treating opioid use disorder. However, this 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 before starting to prescribe 
buprenorphine. These include an 8-hour equivalent training.  

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

Some provisions of the DATA 2000 act were revised by CARA 2016 and SPCA 2018.

Federal Law – CARA 2016
The Comprehensive Addiction And Recovery Act Of 2016 (CARA): Law Updates
The Comprehensive Addiction and Recovery Act (CARA) was signed into law on July 22, 2016. This broad purposed
bill aims 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 also allowed for nurse practitioners and physician assistants to prescribe 
buprenorphine. 

Federal Law – SPCA 2018

The Support For Patients And Communities Act (SPCA, 2018): Law Updates
SPCA was signed into law on October 24, 20184. This law includes many provisions to address the opioid epidemic
through measures aiming to reduce over-prescribing, increase access to treatment, and increase research on 
non-opioid pain management alternatives. With respect to buprenorphine treatment, it allows for prescribing of 
buprenorphine by more types of healthcare providers, higher patient limits for certain prescribers, and more 
providers qualifying to prescribe without formal waiver training. The most relevant details of these changes are 
specified below. 

CARA and SPCA Changes Relevant to Office-Based Opioid Addiction Treatment
Among the provisions of CARA and SPCA are changes that affect office-based opioid addiction treatment with 
buprenorphine, including changes to who can prescribe, as well as many public health initiatives to address the 
opioid epidemic3,10:
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Expansion Of Which Providers Can Prescribe Buprenorphine
Physician assistants and nurse practitioners (PAs and NPs) with DEA numbers, were granted permission to 
prescribe by CARA 2016 if they can prescribe schedule III, IV, or V medications for pain to prescribe 
buprenorphine within limits set by their respective states3. The SPCA added that clinical nurse specialists, certified
registered nurse anesthetists, and certified nurse midwives are qualified to obtain a waiver as of October 1, 2018 
through October 1, 2023 and made the NP and PA qualification indefinite4. In contrast to the 8-hour training 
required of physicians, a 24-hour training is required for these providers. This training is not a waiver-
qualifying program and should only be used as supplementary education.

Public Health Initiatives
Other provisions of CARA 2016 and SPCA 2018 aim to address the opioid epidemic by 1) expanding access to 
treatment and overdose reversal medication, 2) addressing the problem within the criminal justice system and 
law enforcement, and 3) reducing the flow of illegal sources of opioids. These initiatives include3,4,10:

• Potential for grants to state agencies and governments to make buprenorphine and other medication-
assisted treatment more available in areas hardest hit by the opioid epidemic. 

• Improvement of access to overdose treatment and related education via authorization for grants to 
buprenorphine prescribers and others to establish a naloxone co-prescribing program (prescribe 
naloxone to reduce overdose at the same time you prescribe an opioid) which would include training for 
providers, purchasing naloxone, reaching out to patients who have overdosed. Patients targeted include 
those being treated for opioid use disorders. There also is a training initiative for pharmacists who will 
also develop naloxone training for the public. 

• Increase in public awareness of prescription opioid misuse and provide education. 

• Authorization of a plan for safe prescribing and dispensing of drugs often abused or diverted, targeting at-
risk Medicare prescription drug plan beneficiaries. 

• Improving treatment for pregnant and postpartum women by re-instituting a grant program for their 
residential treatment and pilot studies for non-residential treatment. 

• Support for states to make prescription drug monitoring plans (PDMPs) inter-operable via re-
authorization of the National All Schedules Prescription Electronic Reporting Act (NASPER). Requires states
to share data with at least one adjacent state. 

• Miscellaneous other grants for education for providers and providers in training, expanding the 
availability of treatment, enhancing efforts to prevent overdose, and improving law enforcement and 
criminal justice system efforts related to substance use disorders. 

• Many further public health initiative were signed into law with the SPCA of 2018 that include Medicaid, 
Medicare, and other health provisions to address the opioid crisis; so many that it is beyond the scope of 
this training. The reader is referred to the HR 6 SPCA resource at the end of this module for a summary of 
these changes. Those that are specific to this training have been added to the modules where relevant. 
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CONFIDENTIALITY LAW
The confidentiality law places limits on the disclosure and use of any information that will identify a patient 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:

• Patient consent 
• A court order 
• A true medical emergency 
• Or report of child abuse (Child abuse itself should be reported, but restrictions continue to apply to the 

original patient records12) 

Goal Of The Law
The goal of the confidentiality law is to prevent the disclosure of
information identifying applicants/recipients of substance abuse
treatment13. The law was created, in part, to facilitate patients' entry
into substance abuse treatment. The underlying rationale is that people
will be more willing to access treatment if they are confident that
information about their diagnosis and treatment will remain private.

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

• Individual practitioners who are DEA-certified 

• Substance abuse treatment programs 

• Federally assisted programs that provide diagnoses of substance use disorder. This includes: 

• Operated by the federal government 

• Certified for Medicaid reimbursement 

• Receiving federal block grant funds 

• Licensed by the federal government 

• Exempt from paying taxes 

• Health plans and health care clearinghouses 

Occasionally, federal or state grant money will be given only under the condition that confidentiality laws are 
obeyed. Neglecting to comply with the law could result in loss of funding. Application of confidentiality laws in 
cases of substance abuse treatment is dependent on status and identification as a treatment facility.
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Confidentiality Rules For Communications
As a substance abuse treatment provider, you must follow rules restricting communications to assure patient 
confidentiality. Examples of types of rules that restrict communications include internal communications, 
additional rights for minors, and disclosure rules.

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

Actions regarding a patient's information that are prohibited include:

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

• Disclosure of a patient's medical record 

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

• Receptionist confirmation of a person's status as a patient who is receiving substance abuse services 

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

• Information regarding a patient's 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 a patient was being treated there

Internal Communications
Information may be shared among staff and may be disclosed to the record keeping and billing departments. 
Program staff with access to patient records may consult among themselves or otherwise share information if 
necessary to complete their duties.

Other Confidentiality Law Concerns

Consequences For Violation
Violating the confidentiality law carries a criminal penalty. Guilty parties may be fined $500 for the first violation 
and $5,000 for each successive violation. If the violation occurs at the program level, the program may have its 
license or certification revoked. Additionally, patients may file lawsuits if their confidentiality is violated.

State Confidentiality Laws
• State laws may differ from federal regulations. 
• State laws that are more restrictive than federal regulations must be obeyed. 
• State laws cannot decrease federal restrictions. 

Check with your state governmental office or state medical association for complete information.

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. If you plan to treat 
minors, you should familiarize yourself with your state's laws regarding minors and consult an attorney if 
confusion remains. This module is not designed to teach about the treatment of opioid use in minors.
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Disclosure Rules
• Providers must inform patients of their rights regarding confidentiality

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

• With a proper consent form, you may disclose some patient information
to third parties in certain instances.

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

• A patient may revoke his or her consent at any time, either verbally or in writing. 

• If a patient revokes his or her consent, you have no obligation to retrieve information that was disclosed 
while the consent was effective. 

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

• An addiction treatment 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.

In addition to being DEA licensed, providers must fit additional criteria to meet the definition of a “program”:

• "An individual or entity (other than a general medical care facility) who holds itself out as providing, and 
provides, alcohol or drug abuse diagnosis, treatment or referral for treatment;" or 

• "An identified unit within a general medical facility which holds itself out as providing, and provides, 
alcohol or drug abuse diagnosis, treatment or referral for treatment;” or

• "Medical personnel or other staff in a general medical care facility whose primary function is the provision 
of alcohol or drug abuse diagnosis, treatment or referral for treatment and who are identified as such 
providers." 

Providers are encouraged to refer to the detailed regulations outlined in 42 CFR or refer to SAMHSA's FAQs on 
Applying the Applying the Substance Abuse Confidentiality Regulations to see if they meet all the criteria to be 
considered a program.

Scientific Research
You may choose to grant a researcher access to patient records; however, the following must apply:

• Outside evaluators (such as institutional review boards) must deem the rewards of the research greater 
than the risks 

• Patient names and other identifiers should be stripped from the data before distributed 
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• Researchers must not re-disclose confidential information 

Emergency Medical Reports
In emergencies, patient information may be disclosed to medical personnel but not to non-medical workers or 
the patient's 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. 

Note that the person whose health is in jeopardy is not necessarily the patient; 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 patient 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. Regulations continue to protect confidentiality of the original patient 
records12. This includes disclosure and use for civil or criminal proceedings, unless a court order (see above) 
overrides this protection. Each state requires reporting suspected child abuse or neglect and offers immunity to 
practitioners who comply; most penalize practitioners who do not report known cases of child abuse or neglect14.

Quiz: Case Study – Mrs. Olsen
Name: Mrs. Olsen

Age: 29 years old

Reason For Visit: Mrs. Olsen came in to request buprenorphine treatment; she
was referred by her therapist.

Medical History: Six-month history of opioid abuse. She has been taking 10-12
hydrocodone and oxycodone of varying dosages every day for the last six months.
Before that she used them intermittently. Daily use began about six months ago when she realized she could not 
work without them. If she does not take the pills, she cannot concentrate, and she experiences nausea and 
diarrhea and aches all over.

Treatment History: Mrs. Olsen has been seeing a therapist for her depression for the past two years. She has 
been on Fluoxetine (Prozac®) for two years. Mrs. Olsen works as a staff support aide with developmentally 
delayed children. She got married one year ago. She said her husband will support her office-based treatment 
with buprenorphine and pay for her medication.

One Week Later
The day before induction, you complete patient education and the written, signed patient-provider treatment 
agreement.

A few days after meeting and evaluating Mrs. Olsen, you inducted her onto 16 mg/day of generic buprenorphine/
naloxone. Induction went well with no problems.

Two days after induction, your office manager hands you a fax from the pharmacy asking for prior authorization 
from Mrs. Olsen's insurance company. Mrs. Olsen did not mention having insurance. You had not asked because 
she said her husband was going to pay her bills. She paid by check for her induction visits.
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How Should You Handle This Faxed Request From The Pharmacy? (Choose Best 
Answer)

1. You need a signed release from Mrs. Olsen before filling out the paperwork for the insurance company. 

2. You should call her insurance company to request the prior authorization paperwork. 
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Case Study – Mrs. Olsen Quiz Feedback

(1) You Need A Signed Release From Mrs. Olsen Before Filling Out The Paperwork For 
The Insurance Company. 
This is the best option. Mrs. Olsen, in effect, disclosed her diagnosis of opioid use disorder to her pharmacy by 
submitting the buprenorphine prescription. However, she has not given you permission to discuss her medical 
problems with her insurance company, so you would need a signed release before filling out the paperwork for 
the insurance company or pharmacy. Some practices do not deal with insurance companies at all. If this is the 
case, you would have to clarify this with Mrs. Olsen and might need to make a referral to another waivered 
provider or program that does fill out insurance forms.

(2) You Should Call Her Insurance Company To Request The Prior Authorization 
Paperwork. 
This is not the best option. Mrs. Olsen has not given you permission to discuss her medical problems with her 
insurance company. You first need to get a signed release from her before filling out the paperwork for the 
insurance company or pharmacy. Some practices do not deal with insurance companies at all. If this is the case, 
you would have to clarify this with Mrs. Olsen and you might need to make a referral to another waivered 
provider or program that does fill out insurance forms.
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Mrs. Olsen – Discussion About Insurance
You have your office manager call Mrs. Olsen and ask her to explain her insurance status. 

Mrs. Olsen: My insurance covers all my medications, so I want it to cover my buprenorphine, too.

Mrs. Olsen provides details of her insurance plan. Your office manager calls the 800 number for Mrs. Olsen's 
insurance plan's pharmacy benefits. They do cover generic buprenorphine for up to six months, but require that 
you send them the treatment plan and the tapering plan. You have your staff leave Mrs. Olsen a voicemail 
regarding this.

Message from Provider

Provider: Mrs. Olsen, we need you to come in to sign a release of information regarding your planned treatment so that
we can communicate with the insurance company. 

When Mrs. Olsen returns, you make it clear to her that the release document communicates opioid use disorder 
as a diagnosis to her insurance company. You obtain her plan number and contact the insurance company. They 
fax you a questionnaire.
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CONSENT FORMS
Each of the following items must be contained in the consent form:

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

• The name of the patient 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 the patient may revoke the consent at any time 

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

• The signature of the client 

• The date on which the consent is signed 

Quiz: Disclosure of Information
Can An Office-based Opioid Treatment Program Disclose Treatment Information To A 
Patient's Spouse (But No One Else) Before The Consent Form Has Been Signed?

1. Yes, the information can be shared with a spouse before the consent form is signed. 

2. No, a consent form about this addiction treatment is required for information to be shared with anyone 
(including a spouse). 

3. Yes, information can be shared if there is a consent form on file from previous medical treatments. 
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Disclosure of Information – Quiz Feedback

(1) Yes, The Information Can Be Shared With A Spouse Before The Consent Form Is 
Signed. 
Until the patient has consented in writing about this treatment, addiction treatment information cannot be 
disclosed to anyone, including the patient's spouse.

(2) No, A Consent Form About This Addiction Treatment Is Required For Information 
To Be Shared With Anyone (including A Spouse). 
Correct. Until the patient has consented, in writing about this addiction treatment, treatment information can not
be disclosed to anyone, including the patient's spouse.

(3) Yes, Information Can Be Shared If There Is A Consent Form On File From Previous 
Medical Treatments. 
Until the patient has consented, in writing about this addiction treatment, the patient's treatment information 
cannot be disclosed to anyone, including the patient's spouse. General information about your treatment 
programs can be shared, however.

Page 13 of 30
bup.clinicalencounters.com
© 2019 Clinical Tools, Inc.,  All Rights Reserved 

Buprenorphine Training Activity
 v5.0b [2019-04-01] 

https://bup.clinicalencounters.com/
https://www.clinicalencounters.com/
https://bup.clinicalencounters.com/


   Federal Laws and Regulations

MEDICAL RECORDS
When starting to treat substance abuse patients, you may need to
adjust your charting habits. Accurate and up-to-date medical
records protect both the provider and patient in the event of a legal
challenge. Be sure to clearly document your decision-making
process. Notes on the following should be included for each patient.

Patient Information
• Patient's demographics 

• Patient pharmacy and contact information 

• Other providers 

• Insurance or private pay records 

History And Evaluation
• Medical history including diagnoses, therapies being used, medications prescribed, actual or references to

records from past treatment by other providers 

• Substance use and treatment history 

• Physical exam results including those relative to opioid use disorder 

• Laboratory test results including baseline lab and urine test results 

• Results of other assessments 

• Initial diagnosis and criteria met that support this diagnosis 

Treatment Plan
• Treatment plan information, including measurable treatment goals, updated as needed 

• Documentation of consultation discussions 

• Induction plan and maintenance dose 

• Current medications, including patient's response, side effects, and record of all prescriptions orders 

• Psychosocial services required/recommended 

Patient Education, Agreements, And Consent
• Copies of signed consent forms 

• Disclosure forms 

• Treatment agreements, signed by both you and the patient 

• Authorizations for release of information to other providers 

• Document efforts taken to avoid diversion, including reviewing the patient's record on the Prescription 
Drug Monitoring database 

• Copies of patient education materials including how to use medications (or a list of materials distributed) 

• Document discussion of proper and safe storage of medication 
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Maintenance
• Schedule for follow-up visits 

• A record of each maintenance visit and reasons for any changes in the treatment plan 

• Monitoring visits9

Organizing Your Buprenorphine Records
There is no standard requirement for organizing your buprenorphine records, but the DEA suggests the following:

• Keep a photocopy of each prescription 

• Keep a separate log of prescriptions issued 

• Make a note in patient chart with prescription data and amount 

• Keep all prescribing records together so they can be readily obtained in case of a DEA inspection 

• Efficient prescription logs should include patient name, specific medication and strength, quantity, and the
number of refills.15

Electronic medical records are permitted, as long as they are readily accessible.

Additional Requirements For In-Office Dispensing
Most pharmacies now stock buprenorphine, so dispensing tablets from the office is an uncommon practice. 
However, if you do stock buprenorphine, it "must be stored in a securely locked, substantially constructed 
cabinet"16. Providers who dispense buprenorphine directly from the office must keep additional records17:

• An inventory of the amount of buprenorphine tablets that are received and dispensed (note: an inventory
showing that no medication was dispensed may be required by the field office, even if you do not keep an 
inventory on site) 

• Data about areas of dispensing, receipts, inventories 

• Records of any theft/loss/destruction of the controlled substances 

Role Of State Medical Board
State Medical boards determine whether prescribing practices are appropriate based on overall patient 
treatment and documentation of treatment plans and outcomes9. They generally get involved if there has been a 
complaint. The patient's opioid addiction must be treated appropriately or appropriate referral made. 
Additionally, the patient's functioning should be addressed if there are co-occurring medical or psychiatric 
conditions or significant psychosocial issues.

PRACTICE STEPS TO TAKE
The following will help you prepare for a U.S. or state DEA site visit:

• Making a copy of written prescriptions 

• Keeping a log of buprenorphine patient names 

• Keeping buprenorphine patient records together 
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PRESCRIPTION REQUIREMENTS
What Goes On The Prescription

Practice Information
PRACTICE NAME 
Address
Phone Number | Fax Number 
Provider Name 
License Number | DEA Registration Number
DATA 2000 or Other Identification Number 

Patient Information
Patient Name: 
Patient Address: 
Patient DOB: 
Patient Age: 

Medication Information
Medication Name:
Medication Strength:
Medication Dosage:
Medication Quantity: 
Directions For Use:  

Authorization
Provider Signature 
XX/XX/XX
Date of Prescription 

Note: The DATA 2000 identification number for MDs/DOs begins
with the prefix "X" [Example: X555-555-55555].

Instructions should be provided with the prescription for the
specific formulation prescribed, as they can vary.

Paper prescriptions should be manually signed, whether filled
out with indelible ink, typed on a typewriter, printed on a
computer, or faxed18. The DEA recommends making a copy of
each prescription15.

Electronic Prescribing
All states allow e-prescribing of Schedule 2 narcotics, but they
vary with respect to whether their software supports these prescriptions and/or meet DEA standards. As a result, 
there may still be some states where prescriptions cannot be accepted electronically nor accepted by 

Page 16 of 30
bup.clinicalencounters.com
© 2019 Clinical Tools, Inc.,  All Rights Reserved 

Buprenorphine Training Activity
 v5.0b [2019-04-01] 

https://bup.clinicalencounters.com/
https://www.clinicalencounters.com/
https://bup.clinicalencounters.com/


   Federal Laws and Regulations

pharmacies19. Additionally, there is no requirement that a provider must utilize e-prescribing in their practice, nor 
that pharmacies must accept e-prescriptions18.

Electronic prescribing requires a two-step verification process18:

1. send the prescription for fulfillment 

2. apply a digital signature when the prescription is sent 

The Department of Justice suggests the following statement, or an equivalent:

“By completing the two-factor authentication protocol at this time, you are legally signing the prescription(s) and 
authorizing the transmission of the above information to the pharmacy for dispensing. The two-factor 
authentication protocol may only be completed by the practitioner whose name and DEA registration number 
appear above.”

The Department of Justice has created some General Questions and Answers that may be helpful in learning 
more about the regulations surrounding e-prescribing of narcotics. This information can be found in the 
resources section.

The Support for Patients and Communities Act (SPCA) of 2018 provides that “In general, prescriptions for 
controlled substances that are covered drugs under Medicare must be transmitted through electronic 
prescription programs.4”

PRACTICE STEPS TO TAKE
Be sure to explain the directions for use of the buprenorphine formulation you are prescribing. Patients typically 
are not used to taking a medication orally that is absorbed rather than swallowed.

Quiz: Practice Implementation

Which Of The Following Suggestions Would You
Implement In Your Practice? (Choose All That Apply)

• Make a photocopy of each prescription. 

• Keep a separate log of prescriptions issued. 

• Make a note in the patient record with prescription data and
amount. 

• Keep all prescribing records together so they can be readily
obtained in case of a DEA inspection Prepare for the DEA field
officer once yearly visit. 

• Prepare for the DEA field officer once yearly visit. 
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Practice Implementation Quiz Feedback

(1) Make A Photocopy Of Each Prescription. 
Correct. The DEA recommends making a photocopy of each prescription. 

(2) Keep A Separate Log Of Prescriptions Issued. 
Correct. The DEA recommends keeping a separate log of prescriptions issued. Note that a separate log of 
prescriptions issued typically has to be done as a separate step because most electronic health records do not 
provide a way to search for or create reports to track or provide a census for buprenorphine prescriptions. You 
might search by diagnostic code (304) to first come up with patients who have opioid use disorder, but there is 
usually no way to keep a registry in EHRs. 

(3) Make A Note In The Patient Record With Prescription Data And Amount. 
Correct. The DEA recommends making a note in patient chart with prescription data and amount. 

(4) Keep All Prescribing Records Together So They Can Be Readily Obtained In Case Of 
A DEA Inspection Prepare For The DEA Field Officer Once Yearly Visit. 
Correct. The DEA recommends keeping all prescribing records together so they can be readily obtained in case of
a DEA inspection. 

(5) Prepare For The DEA Field Officer Once Yearly Visit. 
This is the only option that does not apply. DEA field officers do not visit each buprenorphine prescriber on a 
yearly basis. Visits are random. Practices that dispense buprenorphine will also be audited. Providers who comply
with federal recordkeeping and treatment guidelines have no need for concern. 
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FEDERAL PROVIDER REQUIREMENTS
The Requirements To Prescribe Buprenorphine
To be considered a qualifying practitioner, the DATA 2000, CARA, and SPCA laws require that the practitioner 
must3,9,20:

• Be a licensed physician, nurse practitioner, physician assistant, nurse anesthetist, nurse midwife, or 
clinical nurse specialist

• Have a valid Drug Enforcement Administration (DEA) registration and identification number for controlled 
substances and obtain a DATA 2000 identification number (which for physicians begins with the prefix X)

• Comply with federal and state regulations for controlled substances

• Hold a current waiver

• Have the capacity to provide the following for patients directly or by referral: 

◦ All FDA-approved drugs "for treatment of opioid use disorder, including for maintenance, 
detoxification, overdose reversal, and relapse prevention" 

◦ "Appropriate counseling and other appropriate ancillary services" 

• Adhere to patient prescribing limits3,9, which range from 30 to 275 concurrent patients in one year 
depending upon credentials and experience, as described in detail below

• Either complete buprenorphine training, hold addiction certification, or qualify by completing similar 
training in medical school in the last 5 years

Details Of Training Or Professional Credential Requirements: 
To obtain a waiver, providers must possess sufficient training or experience in the treatment of opioid use 
disorder as determined by the Secretary of Health and Human Services. This can be achieved by one of the 
following: 

• Being a licensed physician who graduated from medical school in the past 5 years from a program that 
certifies they are trained by virtue of a comprehensive curriculum as detailed in SPCA may become 
waivered without taking additional waiver training4

• Completing an approved training on the treatment and management of opioid-dependent patients lasting
at least: 

◦ 8 hours   for physicians 

◦ 24 hours   for nurse practitioners, physician assistants, clinical nurse specialists, certified registered 
nurse anesthetists, and certified nurse midwives. 

• Being a physician who is an addiction specialist through one of the following3,9: 

◦ Board certification in addiction psychiatry or addiction medicine from the American Board of Medical 
Specialties

◦ Addiction certification or board certification from the American Society of Addiction Medicine or the 
American Board of Addiction Medicine

◦ Subspecialty board certification in addiction medicine from the American Osteopathic Association

◦ Participate as an investigator in at least one clinical trial leading to the approval of a Schedule III, IV, or 
V narcotic drug used for detoxification or maintenance treatment
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• The SPCA law of 2018 also provides for the Secretary of Health and Human Services to ensure sufficient 
treatment for children and adolescents which may include waivers for pediatricians

This training is not a waiver-qualifying program and should only be used as supplementary education.

Page 20 of 30
bup.clinicalencounters.com
© 2019 Clinical Tools, Inc.,  All Rights Reserved 

Buprenorphine Training Activity
 v5.0b [2019-04-01] 

https://bup.clinicalencounters.com/
https://www.clinicalencounters.com/
https://bup.clinicalencounters.com/


   Federal Laws and Regulations

DEA OVERSIGHT OF BUPRENORPHINE PRESCRIBERS
The U.S. DEA requires that all prescribers keep two years worth of medical records for their buprenorphine 
patients. DEA field officers conduct unscheduled site visits to randomly selected buprenorphine prescribers each 
year to ensure that they are keeping adequate records. The frequency of DEA visits is decreasing21. Specifically, 
the DEA reviews:

• Prescribing records 

• Dispensing records 

• Adherence to patient limits

Federal DEA record-keeping requirements include the following:

• Keep written (or electronic) records of all prescriptions written for buprenorphine detoxification or 
maintenance

• Keep prescribing records at your DEA registered location – if you are registered with the DEA at your 
home address, that is where the DEA will conduct a site visit

• If you work in multiple offices, you must copy and keep ALL records at your registered address – 
remember, this is only for prescribing records, not all patient files

• Some states have more stringent recordkeeping requirements – check with your state medical board to 
see if you need to keep records longer than two years

• Contact your DEA local field office with any questions about DATA 2000 recordkeeping guidelines

*State DEA requirements may be more stringent and should be checked.
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PRESCRIBING LIMITS
30 Patient Limit
Providers who obtain their buprenorphine waiver can treat up to 30 patients concurrently (including both
detoxification and maintenance) during their first year prescribing it. 

After a year, you can apply to treat no more than 100 patients. Raising your limit requires an application be filed 
with the DEA to extend waivered capacity. The online waiver application used for the initial application can be 
used for this purpose.

After a year at the 100 limit, you can apply to treat no more than 275 patients. Providers at the highest limit of 275
who must fulfill the above reporting requirement. Certain addiction specialists may qualify to treat 275 patients 
without going through these steps. The number of patients you are qualified to see is determined when you 
submit the Buprenorphine Waiver Notification form. 

States may lower the patient limit, but not below 30, or add practice setting, education, or reporting 
requirements. 

The patient limit may be changed every 3 years based on a review of opioid addiction services in the U.S.

CARA granted the HHS Secretary authority to exclude patients who are given their medication directly from the 
patient limit. 

100 Patient Limit
Providers who have a limit of 30 patients in their first year and want to treat more than 30 patients after their first
year must submit a second notification form to the DEA to increase the limit to 100 patients being treated 
concurrently.

The Support for Patients and Communities Act (SPCA), signed into law October 24, 2018, also allows the following 
providers to see 100 patients initially4: 

• Having additional credentialing of additional credentialing of board certification in addiction medicine or 
addiction psychiatry by the American Board of Addiction Medicine, the American Board of Medical 
Specialties, or the American Osteopathic Association or certification by the American Board of Addiction 
Medicine, or the American Society of Addiction Medicine

• Buprenorphine provided in a qualified practice setting (described in section 8.615 of title 42, Code of 
Federal Regulations):

◦ Provides coverage for patient medical emergencies when closed

◦ Provides case management services

◦ Users health information technology, e.g. electronic health records

◦ Uses the state prescription drug monitoring program (PDMP)

◦ Accepts third-party payment

275 Patient Limit
CARA raised the upper limit of the number of patients a provider can treat using buprenorphine from 100 to 275. 
The initial limit is still 30 for the first year. However, unless you have specified additional training in addiction 
("additional credentialing in addiction medicine or addiction psychiatry from a specialty medical board and/or 
professional society, or practice in a qualified setting") each step up in the maximum number of patients allowed 
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(from 30 to 100 patients, from 100 to 275 patients) requires a year of experience at the previous limit and a 
waiver for the new limit. 

The change is based on provisions in the Comprehensive Addiction and Recovery Act of 2016 (CARA) and SPCA of 
2018. It specifies that prescribers who have been waivered to prescribe for 100 patients at one time and addiction
specialists can apply to treat as many as 275 patients if they meet several additional requirements3,4,22. See the 
details in Section 303(g)(2)(G)(ii) of the Controlled Substances Act (21 U.S.C. 823(g)(2)(G)(ii)).

SAMHSA Reporting If You Are Approved To See Up To 275 Patients
Providers approved to see up to 275 patients must report to SAMHSA annually, within a month of the anniversary
of their approval or face losing their approval to see the additional patients23*. This report is in addition to DEA 
audits. The purpose of the report is to help ensure that patients receive "the full array" of medication-assisted 
treatment evidence-based services and to help minimize misuse and diversion23. 

SAMHSA will provide a reporting form for this purpose, which will clarify any additional specific details. 
Practitioners having questions should contact the Public Health Advisor, Center for Substance Abuse Treatment.

There are no such reporting requirements for practitioners approved to prescribe to 30 or 100 patients. 
This reporting rule applies only to those approved to see 275 patients.

The required information is:

• Their patient case-load presented by month 

• Frequency of referring patients to behavioral health services (or providing these services) 

• Description of the features in the practitioner's plan for diversion control (e.g., frequency of urine drug 
testing, pill count call-back's, and checking the prescription drug monitoring program (PDMP). 

Limits For Group Practice: 
For waivered providers in group practices, the patient limits apply to individual practitioners, not the group, 
according to an amendment to the DATA 2000 law enacted in 2005. For instance, a group practice with 4 qualified
waivered providers could treat 120 total patients (30 patients per provider) concurrently during the first year that 
the providers are certified, and a total of 400 at any given time in each year thereafter. Patients who are 
prescribed buprenorphine purely for pain treatment do not need to be counted20.

For more details on patient limits, view the SPCA and Title 42 › Chapter I › Subchapter A › Part 8 › Subpart F › 
Section 8 and following, which are both available in the Resources at the end of this module. 
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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!

Adverse effects, such as diversion, clinical events, and public health consequences, initially were considered to 
have been minimal24. However, experience has since revealed significant problems with diversion and misuse of 
buprenorphine25. This training activity will help you acquire skills to reduce these risks.

Further studies and evaluations are underway to determine:

• The cost-effectiveness of Office-Based Opioid Therapy (OBOT) 

• The effect of perceived barriers on patient access to treatment 

As more providers are training to prescribe, and more patients have access to treatment, the problem of opioid 
use disorder is starting to be addressed.

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.

A smaller number are actively prescribing buprenorphine through a waiver21, but the percentage of patients in 
treatment may increase now that prescribers can eventually apply to treat up to 275 patients. A little over 7% of 
waivered prescribers had such approval at the end of 201628.
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KEY POINTS
1. DATA 2000, CARA, and SPCA federal laws grant certain providers permission to become waivered to 

prescribe buprenorphine for treatment of opioid use disorder. 

2. Providers should be familiar with the requirements and limitations specified in these laws as well as any 
additional requirements or limitations described by their state. 

Page 25 of 30
bup.clinicalencounters.com
© 2019 Clinical Tools, Inc.,  All Rights Reserved 

Buprenorphine Training Activity
 v5.0b [2019-04-01] 

https://bup.clinicalencounters.com/
https://www.clinicalencounters.com/
https://bup.clinicalencounters.com/


   Federal Laws and Regulations

SUMMARY
• 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, and 
nurse anesthetists, nurse midwives and clinical nurse specialists to prescribe buprenorphine for opioid 
detoxification and maintenance therapy in their offices. 

• These laws require that the provider must: 

◦ Be licensed in the state 

◦ Have a valid DEA registration and identification number for controlled substances and obtain an 
identification number signifying the waiver (which begins with the prefix X) 

◦ Comply with federal and state regulations for controlled substances 

◦ Hold a current waiver 

• DATA 2000 requires of physicians an 8-hour training or equivalent, and CARA 2016 and SPCA 2018 require 
a 24-hour training for qualified nurse practitioner, physician assistant, nurse anesthetist, nurse midwife, 
or clinical nurse specialists before applying for a waiver to prescribe buprenorphine. Two exceptions to 
this required training are if the provider qualifies through being an addiction specialist or is a recently 
trained physician, within 5 years of graduation. 

• 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 patient 
records without:

◦ Patient consent 

◦ A court order 

◦ A true medical emergency 

◦ Or report of child abuse 

• It is very important to abide by the confidentiality regulations. Violation carries a criminal penalty of $500 
for the first violation and $5,000 for each successive violation. Patients may also file lawsuits if their 
confidentiality is violated. Program-level violations may result in revoking of license or certification.

• You must request a waiver from SAMHSA before you prescribe buprenorphine.

This training is not a waiver-qualifying program and should only be used as supplementary education.
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RESOURCES
42 CFR Part 8 – Medication Assisted Treatment for Opioid Use Disorders

AANP State Practice Environment: Nurse practice laws and regulations for each state on an interactive map 

Applying the Substance Abuse Confidentiality Regulations 42 CFR Part 2 

This document contains frequently asked questions and answers in reference to applying substance abuse 
confidentiality regulations 

ASAM Summary of the Comprehensive Addiction and Recovery Act: Summarizes key features of CARA 2016. 

Buprenorphine and Buprenorphine plus Naloxone (en Español): La buprenorfina sublingual, y la buprenorfina 
y naloxona. This patient education resource addresses common questions about buprenorphine treatment 
for opioid dependence. 

Buprenorphine Management – SAMHSA: Find information for providers on the waiver application and 
management process to prescribe or dispense buprenorphine for opioid dependency treatment. 

Buprenorphine Waiver Notification Form. 30 Patient Notification: Slides describe the process of applying to 
prescribe buprenorphine for 30 patients by submitting a Waiver Notification form to SAMHSA. 

Buprenorphine Waiver Notification Form. 275 Patient Notification: Slides describe the process of applying to 
prescribe buprenorphine for 275 patients by submitting a Waiver Notification form to SAMHSA. 

Comprehensive Addiction and Recovery Act of 2016: The House of Representatives Filing Copy 

Confidentiality of Substance Use Disorder Patient Records: DHHS Government Publishing Office document. 

Consent to Release of Information Under Title 42, Part 2, Code of Federal Regulations: An example of the 
wording and structure necessary in a consent for release of information form. 

DATA 2000: This page provides links to the full text, summary, and physician waiver requirements under DATA 
2000. 

Flowchart of Steps in Applying for DEA Registration  : Steps in Applying for DEA Registration 

Frequently Asked Questions Applying the Substance Abuse Confidentiality Regulations to Health Information 
Exchange (HIE): An educational document from the Substance Abuse and Mental Health Services 
Administration (SAMHSA) and the U.S. Department of Health and Human Services on the frequently asked 
questions in regard to substance abuse confidentiality regulations 

H.R.6 - SUPPORT for Patients and Communities Act: Nurse Practitioners and Physician Assistants Prescribing 
Buprenorphine This is the full text of the law itself as it was signed into effect on 10/24/18. 

Medical Recordkeeping : A description of what should be included in a buprenorphine patient's medical 
record. 

Medication Assisted Treatment for Opioid Use Disorders Reporting Requirements: Describes reporting rule for 
those approved to prescribe buprenorphine to up to 275 patients. 

Pharmacy Consent Form for Buprenorphine Treatment : By signing this Appointed Pharmacy Consent Form, 
the patient authorizes a provider to disclose to the pharmacy that he or she is being treated for opioid 
dependence; the pharmacy is also authorized to contact the provider to discuss treatment. 

SAMHSA's Buprenorphine Physician and Treatment Program Locator: A directory of treatment programs and 
physicians authorized to treat patients with buprenorphine. 
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SAMHSA/CSAT Evaluation of the Buprenorphine Waiver Program: Webpage that reports how SAMHSA 
evaluates the buprenorphine waiver program. Includes "Evaluation of the Buprenorphine Waiver Program" 
and "Number of DATA-Certified Physicians. 

SAMHSA Medication Assisted Treatment Website: Created by SAMHSA, this website section provides 
information about buprenorphine, including resources, the waivering process, DATA 2000, and the latest 
news. 

SAMHSA Provider Waiver Qualifications: Information from the CSAT Buprenorphine Information Center on the 
criteria required to receive waiver under DATA 2000. 

Schedule of Opioids : A table showing the schedule of opioids. 
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