CONTROLLED SUBSTANCES AUDIT CHECKLIST

DATE:
____________

DEA REGISTRANT #:   _____________________

AUDITORS:
__________________________





SITE NAME:   ________________________________


__________________________





TYPE of ACTIVITY:   ____________________________


__________________________

	APPLICABLE SECTIONS 

(21 CFR 1300)
	OBSERVATION
	YES
	NO
	COMMENTS

	Registration 

(Part 1301)
	· Does the person/ site possess a current DEA registration?  

· If so, specify type of activity: manufacture, analysis, distribution, dispensing, or import/ export.  

· Specify expiry date of registration.

· Note what schedules of controlled substances are covered under registration (e.g., CI, CII, CIII, CIV, CV).


	(
	(
	

	
	· Is the DEA registration specifically for the location that is being audited (e.g., does registration address matches audit site address)?  

· If the DEA registration is not for the audit address, note what coincident activity is being performed at the audit site that is covered under another registration (e.g., analysis coincident to manufacturing [on a contiguous campus]) as defined in Part 1301.13(e).


	(
	(
	

	
	· If not covered under coincident activity, is this site a warehouse as defined in Part 1301.12(1)?


	(
	(
	

	
	· If not a warehouse, is this site an office as defined in Part 1301.12(2)?


	(
	(
	

	
	· If not (any of the above), is this site an office as defined in Part 1301.12(3)?


	(
	(
	

	
	· If not registered with DEA, are they exempt from registration requirements as defined in Parts 1301.22 – 1301.26?


	(
	(
	

	
	· For CII manufacturing registrants, are there accompanying procurement quota letters matching the CII substances noted on the re-registration form (Controlled Substances Code Number)?


	(
	(
	

	
	· Is the current registration for the audit site kept on site? 


	(
	(
	

	
	· If the current registration for the audit site is not kept on site, is there a letter to DEA requesting a central recordkeeping site? 


	(
	(
	

	
	· Is the re-registration application signed by the current DEA Registrant?

 
	(
	(
	

	
	· If not signed by the DEA Registrant, is the registration renewal signed by a Power of Attorney (POA)?  

· Is the authorization letter (POA letter) for that POA signed by the current DEA Registrant?
	(
	(
	

	
	· Is the original signed POA letter on file at the site?


	(
	(
	

	
	· If the original signed POA letter is not on site, is it kept at a DEA-approved central recordkeeping site?


	(
	(
	

	
	· Is there a current State registration on site?


	(
	(
	

	
	· Are there any compounds on the premises and/or activities being performed that are not supported by the current registration?


	(
	(
	


	APPLICABLE SECTIONS 

(21 CFR 1300)
	OBSERVATION
	YES
	NO
	COMMENTS

	Security

(Part 1301.71 – 1301.76)
	· Is the registrant either: (1) a non-practitioner (e.g., pharmaceutical firm), (2) engaged in a narcotic treatment program, or (3) performing compounding for a narcotic treatment program?


	(
	(
	

	
	· If yes (non-practitioner registrant), are the physical security controls for the storage area (safe or steel cabinet) that contain/ hold any CI or CII compounds in compliance with Part 1301.72(a)?


	(
	(
	

	
	· Are the physical security controls for the storage area (safe or steel cabinet) that contain/ hold any CIII, CIV, or CV compounds in compliance with Part 1301.72(b)?


	(
	(
	

	
	· Are the physical security controls for the manufacturing and compounding areas in compliance with Part 1301.73?


	(
	(
	

	
	· Does the registrant’s “Limited Access” during manufacturing operations appear to be in compliance with Part 1301.73(b) and (c)?


	(
	(
	

	
	· Is the registrant a practitioner (e.g., analytical lab, researcher, pharmacist, or physician)?


	(
	(
	

	
	· If the registrant is a practitioner, are the physical security controls for the storage area (safe or steel cabinet) that contain/ hold any CI through CV compounds in compliance with Part 1301.75?


	(
	(
	

	Employee Screening

(Part 1301.90 – 1301.93
	· Is there an employee screening procedure in place (per recommendations of Part 1301.90)?
	(
	(
	

	
	· Is this employee screening procedure company-wide?


	(
	(
	

	
	· Is there any additional employee screening for persons directly handling/ manufacturing significant quantities of controlled substances (e.g., manufacturing operators, materials management personnel, lab analysts who synthesize and purify drug substance)?

 
	(
	(
	

	
	· Does the company employ drug screening?  If so, please specify in the comments section what portion of total company employees are drug screened (e.g., all, only manufacturing, analytical, etc.).


	(
	(
	

	
	· Is the drug screening process:  (1) the same for all new employees, (2) randomly performed throughout the company, (3) performed on an annual basis at the same time as the medical physical/ evaluation  of certain employees working with CS materials, and/or (4) upon reasonable cause of suspicion of personnel involved with diversion?  Please specify by numbers in the comment section.


	(
	(
	

	Labelling & Packaging

(Part 1302)
	· Are there any labeling or packaging operations for commercial products (that contain controlled substances) at the audit site? If so, specify product and CS schedule.
	(
	(
	

	
	· Is the location and size of the symbol on the commercial product labeling in conformance with Part 1302.04?  If not, please specify if product is intended for export outside of the United States jurisdiction.


	(
	(
	

	
	· Are any investigational supplies (with controlled substances) packaged or labelled on the audit site premises?  If so, specify compound and CS schedule.


	(
	(
	

	
	· For any product imported into the United States and received or handled at this audit site, is the commercial product labelled in accordance with Part 1302.03 – 05?


	(
	(
	

	
	· Are there tamper-evident seals on each bottle, multiple dose vial, or any other commercial container in accordance with Part 1302.06?


	(
	(
	


	APPLICABLE SECTIONS 

(21 CFR 1300)
	OBSERVATION
	YES
	NO
	COMMENTS

	Quotas

(Part 1303)
	· Does the audit site manufacture either commercial or investigational product (finished dosage form) that contains a CI or CII compound and requires procurement of the drug substance from another source?

  
	(
	(
	

	
	· If yes (to the above), are the procurement quotas for those CI or CII compounds on site and in compliance with Part 1303.12?  If not, please specify.


	(
	(
	

	
	· If the audit site manufactures either commercial or investigational product that contains a CI or CII compound, but does not have a procurement quota – are they exempted as defined in Part 1303.12(e)(1) – (3)?


	(
	(
	

	
	· Does the audit site engage in the manufacture of a CI or CII drug substance? 


	(
	(
	

	
	· If yes (to the above), does the audit site have copies of those individual manufacturing quotas? If not, please specify.


	(
	(
	

	
	· Are the inventories on hand at the audit site (or designated warehouse) in accordance with the limits specified in Part 1303.24?  If not, please comment what limits are exceeded.


	(
	(
	

	
	· Has the audit site been engaged in any hearings regarding either procurement quotas or individual manufacturing quotas?  If so, were any quotas denied?


	(
	(
	


	APPLICABLE SECTIONS 

(21 CFR 1300)
	OBSERVATIONS
	YES
	NO
	COMMENTS

	Records & Reports

(Part 1304)
	· Does the audit site have records for the last two years on site as defined in Part 1304.03(a)?
	(
	(
	

	
	· If no (to the above), is there a DEA-approved central recordkeeping site where the audit site records are kept?


	(
	(
	

	
	· If no (to the above), is the audit site exempt from recordkeeping aspects as defined in Part 1304.03(b) – (h)?  If yes, please specify nature of exemption.


	(
	(
	

	
	· Does the letter requesting central recordkeeping contain the aspects defined in Part 1304.04(a)?  If not, please specify missing or non-compliant portions.


	(
	(
	

	
	· If the audit site is a registered manufacturer, distributor, importer/ exporter, narcotic treatment program, or compounder for a narcotic treatment program, are records for CI or CII compounds separate from those for CIII, CIV, or CV compounds -- and are both sets of records separate from non-controlled substance records as defined in Part 1304.04(f)?


	(
	(
	

	
	· If the audit site is a pharmacy, are the controlled substances records maintained separate from all other records and the CI or CII compounds separate from those for CIII, CIV, or CV compounds as defined in Part 1304.04(h)?


	(
	(
	

	
	· Has the audit site performed an inventory in the last two years as defined in Part 1304.11?


	(
	(
	

	
	· If yes (to the above), does the inventory reflect all material “on hand” and delineated by material which is on site versus that which is kept elsewhere (e.g., in a warehouse or kept by customer service representatives for complimentary distribution)?  Please note if the inventory reflects being taken on the opening of the business day or the closing of the business day.  Indicate if it does not state either one.


	(
	(
	

	
	· In the event that the biennial inventory date has been changed – (1) is the new date more than 6 months from the previous biennial inventory date or (2) is the next biennial inventory more than 24 months from the previous inventory? 


	(
	(
	

	
	· Is there a letter of notification to the DEA for the change in inventory date?


	(
	(
	

	
	· With regard to changes in the re-scheduling of a controlled substance, are there any compounds handled at the audit site that were re-scheduled and are either not included in an initial inventory at the time of being re-scheduled or are not part of the biennial inventory?  If so, specify compounds and nature of schedule change and date.

   
	(
	(
	

	
	· For manufacturing inventories, are the bulk drug substance, in-process materials, bulk dosage form, finished dosage form, retains, pharmaceutical waste, and any other applicable forms adequately documented as detailed in Part 1304.11(e)(1)?  If not, please specify exceptions by compound, form, and CS schedule.


	(
	(
	

	
	· For distributor inventories, are the records in compliance with Part 1304.11(e)(2)?  If not, please specify exceptions by compound, form, and CS schedule.


	(
	(
	

	
	· For dispenser and researcher inventories, are the records in compliance with Part 1304.11(e)(3)? If not, please specify exceptions by compound, form, and CS schedule.


	(
	(
	

	
	· For importer/ exporter inventories, are the records in compliance with Part 1304.11(e)(4)? If not, please specify exceptions by compound, form, and CS schedule.


	(
	(
	

	
	· For analytical registrants, are the inventory records in compliance with Part 1304.11(e)(5)? If not, please specify exceptions by compound, form, and CS schedule.


	(
	(
	


	APPLICABLE SECTIONS 

(21 CFR 1300)
	OBSERVATIONS
	YES
	NO
	COMMENTS

	Records & Reports

(Part 1304) 

(continued)
	· Are the continuing records sufficient in detail to be in compliance with Part 1304.21?  If not, specify deficiencies.
	(
	(
	

	
	· For manufacturing registrants, are the continuing records in compliance with Part 1304.22(a)?  If not, specify deficiencies.


	(
	(
	

	
	· For distributor registrants, are the continuing records in compliance with Part 1304.22(b)?  If not, specify deficiencies.


	(
	(
	

	
	· For dispenser and/or researcher registrants, are the continuing records in compliance with Part 1304.22(c)?  If not, specify deficiencies.


	(
	(
	

	
	· For importer/ exporter registrants, are the continuing records in compliance with Part 1304.22(d)?  If not, specify deficiencies.


	(
	(
	

	
	· For analytical registrants, are the continuing records in compliance with Part 1304.23?  If not, specify deficiencies.


	(
	(
	

	
	· For maintenance treatment and detoxification program registrants, are the continuing records in compliance with Part 1304.24?  If not, specify deficiencies.


	(
	(
	

	
	· For treatment programs that compound narcotics for other locations, are the continuing records in compliance with Part 1304.25?  If not, specify deficiencies.


	(
	(
	

	
	· If the audit site is a manufacturer that imports narcotic raw materials (e.g., poppy straw, opium, poppy straw concentrate, etc.), are the reports in compliance with Part 1304.31?  If not, please specify compound and nature of non-compliance.


	(
	(
	

	
	· If the audit site is a manufacturer that imports coca leaves, are the reports in compliance with Part 1304.32?  If not, please specify compound and nature of non-compliance.


	(
	(
	

	
	· Is the audit site an ARCOS reporter?  If so, specify whether ARCOS reports are submitted on a monthly or quarterly basis.


	(
	(
	

	
	· Has the audit site properly filed all the required ARCOS reports in accordance with Part 1304.33?  If not, please specify non-compiant portions (e.g.., missing quarterly reports, no annual inventory, or late reports).  If audit site has been ARCOS reporter for at least two years, confirm that at least two years of records are on site or kept at an ARCOS-recognized central recordkeeping facility.

 
	(
	(
	

	
	· Do ARCOS reports contain transactions for materials that are not required under the ARCOS reporting regulations (e.g., steroids) or are ARCOS reports missing transactions for compounds that should be included?  If either case, please specify compound and feature of non-compliance.

 
	(
	(
	

	
	· If the audit site is a central reporter for other ARCOS reporters, is there a letter on file (to ARCOS) that requests central report status?  Please note if there is written confirmation of this request in the files.


	(
	(
	


	APPLICABLE SECTIONS 

(21 CFR 1300)
	OBSERVATIONS
	YES
	NO
	COMMENTS

	Order Forms

(Part 1305)
	· Are unexecuted DEA 222 forms secured in a locked or restricted access area?  Describe controls in place from facility entrance down to locked drawers with numbers of personnel with access.  Also note if they are kept on site.


	(
	(
	

	
	· Are there any log book entries (for receipt or distribution) for CI or CII compounds that do not have an accompanying DEA 222 form?  If so, specify compound, date, DEA 222 number, quantity of compound, etc.


	(
	(
	

	
	· If yes (to the above), do any of these CI or CII compound transactions qualify under the DEA 222 exceptions noted in Part 1305.03? 


	(
	(
	

	
	· Are any of the DEA 222 forms signed by someone other than an authorized POA?  Ensure the POA signing the DEA 222 forms is authorized by the current DEA Registrant.  Also check if any revoked POA signed a DEA 222 form past the date of revocation.


	(
	(
	

	
	· Are the DEA 222 forms executed in compliance with Part 1305.06?  If not, specify non-compliant issues.


	(
	(
	

	
	· Note the total number of voided DEA 222 forms; specify in the comments section.


	(
	(
	

	
	· Note the total number of DEA 222 forms with notes/ memos to the files that clarify adjustments to shipped quantities (e.g., received too much).  


	(
	(
	

	Prescriptions

(Part 1306)
	· This CS audit checklist does not encompass pharmacy audits.  Please refer to the latest regulations within 21 CFR 1306 for applicable aspects.


	(
	(
	

	Destruction and/or Disposal

(Part 1307)
	· Review destruction records (DEA 41 forms) for the last two years and compare to ARCOS reports for the same time period.  Note any inconsistencies.
	(
	(
	

	
	· If on-site destruction is performed, confirm that DEA authorization is in place (e.g., letter in the files).

 
	(
	(
	

	
	· If off-site destruction (e.g., transport to incinerator) is performed, have the DEA stipulations been met?  For example, if DEA requires 1 month prior notice, is the letter notifying DEA of the proposed destruction date in accordance with those conditions?  If conditions are not met, specify in comments section.

   
	(
	(
	

	Schedules of Controlled Substances

(Part 1308)
	· Does the audit site handle or manufacture any exempt preparations covered under Part 1308.24, 1308.26, or 1308.32?  If yes, specify compound.
	(
	(
	

	List 1 & II Chemicals

(Part 1310)
	· Does the audit site engage in the manufacture, distribution, import, or export of any List 1 (Part 1310.02(a) or List II chemicals (noted in Part 1310.02(b)?  If so, specify compounds affected and list the activities associated for each (e.g., retail distribution, import, export, etc.).


	(
	(
	

	
	· Has the audit site purchased, sold, distributed, or imported/ exported any finished dose manufacturing equipment, such as a tablet press or encapsulating machine?  If so, note date of purchase and date.

 
	(
	(
	

	
	· Was there notification of the regional DEA administrator of such activity (tablet press) and if so, note date of letter in comments section.  If the transaction was exempt from reporting as defined in Part 1310.01 note destination of tablet press in comments and relationship of receiving party to shipper (e.g., subsidiary).


	(
	(
	

	
	· For a  manufacturer of a List I or List II compound, are the filed manufacturing and inventory reports in conformance with Part 1310.05?  If not, specify non-compliance aspects in comments section.


	(
	(
	

	
	· For a  manufacturer of a List I or List II compound, are the records and reports in conformance with Part 1310.06?  If not, specify non-compliance aspects in comments section.


	(
	(
	


	APPLICABLE SECTIONS 

(21 CFR 1300)
	OBSERVATIONS
	YES
	NO
	COMMENTS

	Miscellaneous:

Training
	· Do audit site records indicate current training records for the employees handling CS materials?  If not, specify non-compliant situations.


	(
	(
	

	
	· Does corporate training occur for: (1) all new employees at the beginning of employment, (2) only for new employees who are likely to handle CS materials, (3) annually for all employees, (4) annually only for employees likely to handle CS materials, or (5) on a supervisor-specified basis.  Indicate any and all situations by numbers in the comments section. 

 
	(
	(
	

	
	· Does the training program recognize on-the-job experience as a substitute for formal re-training (e.g., courses and testing)?  If so, briefly specify conditions where this is acceptable (e.g., no re-training required on a piece of equipment if operated in the last six months).


	(
	(
	

	
	· Is training only evaluated by written testing?


	(
	(
	

	
	· Is training also evaluated by performance?  Please specify if non-compliance issues from an employee will trigger re-training (e.g., weighing errors).


	(
	(
	

	
	· Is training also comprised of outside personnel such as DEA seminars or private programs?


	(
	(
	

	SOPs
	· Are the SOPs being followed with respect to continuing records (e.g., all completed for all transactions)? If not, specify non-compliant situations.

 
	(
	(
	

	
	· Are the SOPs being followed with respect to the handling and storage of CS materials in the labs and/or manufacturing environments?  If not, specify non-compliant situations (e.g., in-process storage of manufacturing materials with inadequate security safeguards).


	(
	(
	

	
	· Are the SOPs being followed with respect to routine inspections and in-house audits?  If not, specify non-compliant situations (e.g., quarterly or annual audits overdue).


	(
	(
	

	Loss/ Diversion Reports
	· Are there any documented situations of unaccounted losses or potential diversion of product that were not reported to DEA?  If so, specify situation and reasons why.


	(
	(
	

	
	· Are the accountability systems in toto sufficient to quickly detect loss or diversion?  If not, please specify potential areas for improvement.


	(
	(
	

	
	· Is there an electronic database used for capturing and tracking CS material movement within the audit site or company?  If so, briefly outline characteristics of system (e.g., bar code, word processing tables, spreadsheet).


	(
	(
	

	
	· Are outside auditors used to assess CS quality systems?  If so, summarize background (e.g., law enforcement [DEA] or pharmaceutical [QA, GMP]).


	(
	(
	

	
	· Has the audit site experienced any losses/ diversion of CS material with use of outside contractors (e.g., carriers, brokers, warehouses, etc.)?  If so, specify situation and resolution.


	(
	(
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