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Application for Certification to Use Opioid Drugs
in a Treatment Program Under 42 CFR § 8.11

DATE OF SUBMISSION

Note: This form is required by 42 CFR 8.11 pursuant to Sec. 303, Controlled Substances Act (21 USC § 823) and the Drug Abuse Prevention and
Control Act of 1970 (42 USC § 275(a)). Failure to report may result in a recommendation for the suspension or revocation of the opioid

treatment program registration.

1a. Name of Program: (Name of primary dispensing location)

b. Opioid Treatment Program Number: (e.g., AL-10001-M)

c. DEA Registration Number

2. Address of Primary Dispensing Location: (Include Zip Code)

3. Telephone Number: (Include Area Code)
4. Fax Number: (Include Area Code)

5. E-Mail Address:

6. Name and Address of Program Sponsor: (Include Zip Code)

7. Telephone Number: (Include Area Code)
8. Fax Number: (Include Area Code)

9. E-Mail Address:

10. Name of Medical Director: (and Address—if different than Dispensing
Location, above)

11 Telephone Number: (Include Area Code)
12. Fax Number: (Include Area Code)
13. E-Mail Address:

14. Purpose of Application

D Provisional Certification |:| New Sponsor

D New Medical Director

|:| Relocation D Medication Unit D Renewal/Re-certification

15. Number of Patients in Treatment on Date of Submission:

Methadone Levo-Alpha-Acetyl-Methadol (LAAM)

Other (Specify)

Subutex/Suboxone (Buprenorphine)

16a. Program Status

|:| For-profit |:| Nonprofit

|:| Public/Government D Other (Specify)

b. Program Funding Sources: (Check each appropriate agency and attach the address of each, if applicable.)

[ SAMHSA (Block Grant) [ private Charities
[ Patient Payment

[ indian Health Service

O state Government

a Private Health Insurance

[ Department of Veterans Affairs
O County Government
O other (specify)

17. Application

Center for Substance Abuse Treatment

Division of Pharmacologic Therapies

Substance Abuse and Mental Health Services Administration
Attention: OTP Certification Program

1 Choke Cherry Road, Suite 2—1086

Rockville, MD 20857

Overnight:
1 Choke Cherry Road, Suite 2—1086
Rockville, MD 20850

Dear Sir/Madam:

As the person responsible for the program (OTP), | submit this
application in triplicate for approval to use approved opioid drugs in a
program for detoxification and/or maintenance treatment for narcotic
addicts in accordance with 42 CFR Part 8, Certification of Opioid
Treatment Programs. A copy of this application has been sent to the
State Authority within which State the program is located. | understand
that SAMHSA and State approvals are necessary to obtain a registration
from the Drug Enforcement Administration (DEA).

A. | have a copy of, or access to 42 CFR Part 8, Certification of
Opioid Treatment Programs, including 42 CFR § 8.12, the Federal
Opioid Treatment Standards. | have read, understand and will comply
with these standards which govern the treatment of narcotic addiction
with approved opioid drugs.

B. Attached is a description of the current accreditation status of the
OTP. This description includes the name and address of the
accreditation body and the date of the last accreditation action.

C. Attached is a description of the organizational structure of the OTP
which includes the name and complete address of any central
administration or larger organizational structure to which this program
is responsible. The description shall specify how the program will
provide adequate medical, counseling, vocational, educational, and
assessment services, at the primary facility, unless the program
sponsor has entered into a formal documented agreement with another
entity to provide these services to patients enrolled in the OTP. In
addition, the attachment includes the names of the persons responsible
for the OTP.
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D. Attached are the names, addresses, and a description of each hospital,
institution, clinical laboratory, or other facility used by this program to
provide the necessary medical and rehabilitative services.

E. A medical director will be designated to assume responsibility for
administering all medical services performed by the program. If a medical
director is responsible for more than one program, the feasibility of such
an arrangement will be documented and submitted to SAMHSA. Within
three weeks of any replacement of the medical director, | shall notify
SAMHSA.

F. Attached is the address of each medication unit or other facility under
control of the OTP. Any new dispensing site for this program, including
medication units shall be approved by SAMHSA and the State authority
prior to its use. SAMHSA and the State authority shall be notified within
three weeks of the deletion of any facility used to dispense opioid
treatment drugs.

G. A patient records system will be established and maintained to
document and monitor patient care in this program. It shall be maintained

so as to comply with the Federal and State reporting requirements
relevant to narcotic treatment. A drug dispensing record will be maintained
to show dates, quantity, and batch or code marks of the drug administered
or dispensed, traceable to specific patients. This drug dispensing record

must be retained for a period of three years from the date of dispensing.

H. | have a copy of or access to 42 CFR Part 2, Confidentiality of

Alcohol and Drug Abuse Patient Records. | have read and understand the
requirements to maintain the confidentiality of alcohol and drug abuse
treatment patient records. | agree to protect the identity of all patients in
accordance with the regulations.

I. I shall comply with the security standards for the distribution of
controlled substances, as required by 21 CFR § 1301, Registration of
Manufacturers, Distributors, and Dispensers of Controlled Substances.

J. | agree to comply with the conditions of certification set forth under
42 CFR § 8.11(f). In addition, | shall allow, in accordance with Federal
controlled substance laws and Federal confidentiality laws, inspections
and surveys by duly authorized employees of SAMHSA, by
accreditation bodies, the DEA, and by authorized employees of any
relevant State or Federal governmental authority. | agree that OTPs
must operate in accordance with Federal opioid treatment standards
and accreditation elements.

K. I agree to adhere to all rules, directives, and procedures set forth in
42 CFR Part 8, and any regulation regarding the use of an opioid drug
for the treatment of narcotic addiction which may be promulgated in
the future. | shall inform other individuals who work in this treatment
program of the provisions of this regulation, and monitor their
activities to assure compliance with the provisions.

L. I understand that failure to abide by the rules, directives, and
procedures described above may cause a suspension or revocation of
approval of my registration by the Drug Enforcement Administration.

M. |, as program sponsor, certify that the information submitted in
this application is truthful and accurate.

Program Sponsor: (Signature)

Date:

Please send three copies of this form and all attachments to:

Center for Substance Abuse Treatment

Division of Pharmacologic Therapies

Substance Abuse and Mental Health Services Administration
Attention: OTP Certification Program

1 Choke Cherry Road, Suite 2—1086

Rockville, MD 20857

Overnight:

1 Choke Cherry Road, Suite 2—1086

Rockville, MD 20850

and two copies to the appropriate State authority.

If submitting this form electronically, please submit electronic copies of all attachments by e-mail to otp@samhsa.hhs.gov or submit
three copies of all attachments to the mailing address above.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average between 6 minutes and 1 hour per response, including the time for
reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the collection of
information. Send comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for reducing this
burden to SAMHSA Reports Clearance Officer; Paperwork Reduction Project (0930-0206); Suite 7-1043, 1 Choke Cherry Road, Rockville, MD 20857.
An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB

control number. The OMB control number for this project is 0930-0206.

FORM SMA-162 (revised January 2007) (BACK)



mailto:otp@samhsa.hhs.gov

	DEPARTMENT OF HEALTH AND HUMAN SERVICESSUBSTANCE ABUSE AND MENTAL HEALTH SERVICES ADMINISTRATIONCENTER FOR SUBSTANCE ABUSE TREATMENT
	Application for Certification to Use Opioid Drugsin a Treatment Program Under 42 CFR § 8.11
	Form Approved: OMB Number 0930-0206
	Expiration Date: 01/31/2010
	See OMB Statement on Reverse
	DATE OF SUBMISSION
	1a. Name of Program: (Name of primary dispensing location)
	c. DEA Registration Number
	2. Address of Primary Dispensing Location: (Include Zip Code)
	3. Telephone Number: (Include Area Code)
	4. Fax Number: (Include Area Code)
	5. E-Mail Address:
	6. Name and Address of Program Sponsor: (Include Zip Code)
	7. Telephone Number: (Include Area Code)
	8. Fax Number: (Include Area Code)
	9. E-Mail Address:
	10. Name of Medical Director: (and Address—if different than Dispensing Location, above)
	11 Telephone Number: (Include Area Code)
	12. Fax Number: (Include Area Code)
	13. E-Mail Address:
	14. Purpose of Application
	( Provisional Certification    ( New Sponsor    ( New Medical Director    ( Relocation    ( Medication Unit    ( Renewal/Re-certification
	15. Number of Patients in Treatment on Date of Submission:
	Methadone
	Levo-Alpha-Acetyl-Methadol (LAAM)
	Subutex/Suboxone (Buprenorphine)
	Other (Specify) 
	16a. Program Status
	( For-profit
	( Nonprofit
	( Public/Government
	( Other (Specify) 
	b. Program Funding Sources: (Check each appropriate agency and attach the address of each, if applicable.)
	( SAMHSA (Block Grant)
	( Private Charities
	( Department of Veterans Affairs
	( Patient Payment
	( State Government
	( County Government
	( Indian Health Service
	( Private Health Insurance
	( Other (Specify) 
	17. Application
	Center for Substance Abuse Treatment
	Division of Pharmacologic Therapies
	Substance Abuse and Mental Health Services Administration
	Attention: OTP Certification Program
	1 Choke Cherry Road, Suite 2–1086
	Rockville, MD 20857
	Overnight:
	1 Choke Cherry Road, Suite 2–1086
	Rockville, MD 20850
	Dear Sir/Madam:
	As the person responsible for the program (OTP), I submit this
	application in triplicate for approval to use approved opioid drugs in a
	program for detoxification and/or maintenance treatment for narcotic
	addicts in accordance with 42 CFR Part 8, Certification of Opioid
	Treatment Programs. A copy of this application has been sent to the
	State Authority within which State the program is located. I understand
	that SAMHSA and State approvals are necessary to obtain a registration
	from the Drug Enforcement Administration (DEA). 
	A. I have a copy of, or access to 42 CFR Part 8, Certification of
	Opioid Treatment Programs, including 42 CFR § 8.12, the Federal
	Opioid Treatment Standards. I have read, understand and will comply
	with these standards which govern the treatment of narcotic addiction
	with approved opioid drugs.
	B. Attached is a description of the current accreditation status of the
	OTP. This description includes the name and address of the
	accreditation body and the date of the last accreditation action.
	C. Attached is a description of the organizational structure of the OTP
	which includes the name and complete address of any central
	administration or larger organizational structure to which this program
	is responsible. The description shall specify how the program will
	provide adequate medical, counseling, vocational, educational, and
	assessment services, at the primary facility, unless the program
	sponsor has entered into a formal documented agreement with another
	entity to provide these services to patients enrolled in the OTP. In
	addition, the attachment includes the names of the persons responsible
	for the OTP.
	FORM SMA-162 (revised January 2007) (FRONT) (Submit in triplicate)
	Center for Substance Abuse Treatment
	Division of Pharmacologic Therapies
	Substance Abuse and Mental Health Services Administration
	Attention: OTP Certification Program
	1 Choke Cherry Road, Suite 2–1086
	Rockville, MD 20857
	Overnight:
	1 Choke Cherry Road, Suite 2–1086
	Rockville, MD 20850
	Paperwork Reduction Act Statement
	FORM SMA-162 (revised January 2007) (BACK)


<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /CMYK
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<

    /BGR <>
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /CZE <>
    /DAN <>
    /DEU <>
    /ESP <>
    /ETI <>
    /FRA <>
    /GRE <>

    /HRV (Za stvaranje Adobe PDF dokumenata najpogodnijih za visokokvalitetni ispis prije tiskanja koristite ove postavke.  Stvoreni PDF dokumenti mogu se otvoriti Acrobat i Adobe Reader 5.0 i kasnijim verzijama.)
    /HUN <>
    /ITA <>
    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /LTH <>
    /LVI <>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /POL <>
    /PTB <>
    /RUM <>
    /RUS <>
    /SKY <>
    /SLV <>
    /SUO <>
    /SVE <>
    /TUR <>
    /UKR <>
    /ENU (Use these settings to create Adobe PDF documents best suited for high-quality prepress printing.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /ConvertToCMYK
      /DestinationProfileName ()
      /DestinationProfileSelector /DocumentCMYK
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


	txtProgramName: 
	txtDispensingAddress: 
	txtSubmissionDate: 
	txtProgramNumber: 
	txtDEANumber: 
	txtSponsor: 
	txtMedicalDirector: 
	txtDispensingTelephone: 
	txtDispensingFax: 
	txtDispensingEMail: 
	txtSponsorTelephone: 
	txtSponsorFax: 
	txtSponsorEMail: 
	txtDirectorTelephone: 
	txtDirectorFax: 
	txtDirectorEMail: 
	txtNumberPatientsMethadone: 
	txtNumberPatientsLAAM: 
	txtNumberPatientsSubutexSuboxone: 
	txtNumberPatientsOther: 
	txtNumberPatientsOtherSpecify: 
	txtProgramStatusOtherSpecify: 
	txtProgramFunidngOtherSpecify: 
	txtDateSigned: 
	rbutStatus: Off
	rbutPurpose: Off
	chkFundingSources: 
	samhsa: Off
	patientPay: Off
	IndianHealth: Off
	PrivateCharities: Off
	StateGovt: Off
	PrivateHealthIns: Off
	DeptVA: Off
	CountyGove: Off
	Other: Off

	btnReset: 


