
42 C.F.R. § 8.2
Definitions.

The following definitions apply to this part:

Accreditation Body or “the Body” means an organization that has been approved by the Secretary in this part to
accredit OTPs dispensing MOUD.

Accreditation Body application means the application filed with the Secretary for purposes of obtaining approval as
an Accreditation Body, as described in § 8.3(b).

Accreditation elements mean the elements or standards that are developed and adopted by an Accreditation Body
and approved by the Secretary.

Accreditation survey means an onsite or virtual review and evaluation of an OTP by an Accreditation Body for the
purpose of determining compliance with the Federal opioid use disorder treatment standards described in § 8.12.

Accredited OTP means an OTP that is the subject of a current, valid accreditation from an Accreditation Body
approved by the Secretary under § 8.3(d).

Behavioral health services means any intervention carried out in a therapeutic context at an individual, family, or
group level. Interventions may include structured, professionally administered clinical interventions (e.g.,
cognitive behavior therapy or insight-oriented psychotherapy) delivered in-person, or remotely via telehealth or
telemedicine, which has been shown to facilitate treatment outcomes, or non-clinical interventions.

Care plan means an individualized treatment and/or recovery plan that outlines attainable treatment goals that
have been identified and agreed upon between the patient and the OTP clinical team, and which specifies the
services to be provided, as well as the proposed frequency and schedule for their provision.

Certification means the process by which the Secretary determines that an OTP is qualified to provide OUD
treatment under the Federal Opioid Use Disorder treatment standards.

Certification application means the application filed by an OTP for purposes of obtaining certification from the
Secretary, as described in § 8.11(b).

Certified opioid treatment program means an OTP that is the subject of a current, valid certification under § 8.11.

Comprehensive treatment is treatment that includes the continued use of MOUD provided in conjunction with an
individualized range of appropriate harm reduction, medical, behavioral health, and recovery support services.

Conditional certification is a type of temporary certification granted to an OTP that has requested renewal of its
certification and that has received temporary accreditation for one year by an approved Accreditation Body. The
one-year accreditation period is to allow the OTP to address areas of significant non-conformance with
accreditation standards that do not involve immediate, high-risk health and/or safety concerns.
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