Supporting Statement for Paperwork Reduction Act Submissions

Application for Registration under Domestic Chemical Diversion Control Act of 1993 and Renewal Application for Registration under Domestic Chemical Diversion Control Act of 1993
DEA Forms 510 & 510A

Part A. Justification

1. Necessity of Information: The Controlled Substances Act (21 U.S.C. §§ 822 and 823) require that every person who manufactures or distributes a list I chemical shall annually obtain a registration for that purpose.  Additionally, the Controlled Substances Import and Export Act (21 U.S.C. §§ 957 and 958) require that persons who import or export List I chemicals must obtain a registration prior to conducting such activities.  DEA is required to fund the costs of the Diversion Control Program through the charging of fees.  “Fees charged by the Drug Enforcement Administration under its diversion control program shall be set at a level that ensures the recovery of the full costs of operating the various aspects of that program.” (21 U.S.C. § 886a).  Title 21 Code of Federal Regulations § 1309.21 outlines the procedures and requirements for submission of applications for registration by those persons required to be registered.  DEA Form 510 is utilized by applicants desiring to manufacture, distribute, import, and export List I chemicals.  DEA Form 510a is utilized for renewal of the registration on an annual basis.

2. Needs and Uses: The information provided on the application is necessary to register a person to conduct specific activities with List I chemicals, which are regulated by DEA.  This information is also used by DEA investigators in evaluating the applicant to determine if the requirements for registration have been met.  Failure to collect such information would prevent evaluation of the applicant prior to registration and would impair DEA’s enforcement of the Controlled Substances Act.

3. Use of Technology: Currently, the DEA Form 510 may be submitted electronically through the DEA Diversion Control Program web site at http://www.deadiversion.usdoj.gov.  New applicants complete this form online and submit it to DEA electronically. Currently, 1470 respondents (64%) submit reports electronically.  DEA is taking steps to encourage more respondents to respond electronically. 

4. Efforts to Identify Duplication: The Federal requirement of registration to handle list I chemicals is unique to DEA.

5. Methods to Minimize Burden on Small Businesses: The collection of information does not have a significant impact on small business entities.

6. Consequences of Less Frequent Collection: DEA Form 510 is utilized as an “as needed” basis by applicants desiring to manufacture, distribute, import, and export List I chemicals.  DEA Form 510a is utilized for the renewal of registration on a yearly basis.  Failure to collect the information would impair DEA’s enforcement activities and violate Section 822 and 823 of the Controlled Substances Act.  Businesses and other for-profit entities participating in this information collection maintain the requested data as part of usual and customary business practice.

7. Special Circumstances Influencing Collection: There are no special circumstances in item 7 of the supporting statement applicable to this information collection.

8. Reasons for Inconsistencies with 5 CFR 1320.6: There are no circumstances that require the collection of data that would be inconsistent with the guidelines set forth in 5 CFR 1320.8(d).  DEA meets regularly with the affected industry to discuss policies, programs and regulations. 

DEA did not receive any comments concerning this collection.

9. Payment or Gift to Claimants: There are no such payments or gifts to respondents.

10. Assurance of Confidentiality: Confidential business information is protected under Department of Justice regulations, 28 CFR §§ 16.8 and 16.9.  There are also restrictions under the Freedom of Information Act regarding disclosure of investigative files.  Further, disclosure of information regarding activities of registrants is addressed in 21 U.S.C. § 830.
11. Justification for Sensitive Questions:  Questions of a sensitive nature are not included in the reporting requirements.

12. Estimates of Hour Burden: 
	
	Respondents
	Burden (minutes)
	Total Hour Burden
	@ $10/hour =

	DEA-510 (paper)
	187
	0.5 hours
	93.5 hours
	$935

	DEA-510 (electronic)
	102
	0.25 hours
	25.5 hours
	$255

	DEA-510a (paper)
	644
	0.5 hours
	322 hours
	$3,220

	DEA-510a (electronic)
	1368
	0.25 hours
	342 hours
	$3,420

	Total
	2301
	
	783 hours
	$7,830


Total percentage electronic: 64%

Reporting is required on a DEA Form 510 and 510a.

Number of respondents:



2,301
Frequency of response:  DEA Form 510 as needed & 

   DEA Form 510a annually
Average annual responses:



2,301
Average time per response:





Paper: 30 minutes


Electronic: 15 minutes 

DEA Form 510: (102 electronic responses x 15 min) + (187 paper responses x 30 min) = 119

DEA Form 510a: (1368 electronic responses x 15 min) + (644 paper responses x 30 min) = 664
Total annual burden:
783 hours

Cost to respondent:
783 Burden Hours x 1 response per year @ $10 per burden hour = $7,830

TOTAL RESPONDENT COST            $7,830
This estimate is based on the population of the regulated industry participating in this business activity.  The $10 hourly charge is a usual and customary business expense not directly associated with this information collection.

13. Estimate of Cost Burden: As noted previously, persons applying for a new registration and persons applying to renew registrations pay a registration application fee based on their business category.  Fees associated with this application are as follows:

	Business Activity
	# Registrants
	Fee
	Total

	Manufacturer
	202
	$2,386
	$481,972

	Distributor
	1,734
	$1,193
	$2,068,662

	Importer
	183
	$1,193
	$218,319

	Exporter
	182
	$1,193
	$217,126

	Total
	2,301
	
	$2,986,079


Mailing cost for applications:  831 responses @ $0.39 per response = $324.09

TOTAL RESPONDENT COST:  $2,986,403.09

14. Estimated Annualized Cost to Federal Government:  

COST TO FEDERAL GOVERNMENT:

Printing: $3,354
Mailing: $2,884
Personnel costs:

1 GS-7 (10% of time):  $4,958.98
1 GS-9 (100% of time): $60,659.20
1 GS-13 (40% of time): $41,842.17
Total Personnel Costs: $107,460.35

TOTAL COSTS: $113,698.35
15. Reasons for Change in Burden:   

Changes Occurring Due to Interim Rule
The Interim Rule mentioned above controls the chemical N-phenethyl-4-piperidone (NPP) as a List I chemical under the Controlled Substances Act.  NPP is being controlled due to its use in the illicit manufacture of the Schedule II controlled substance fentanyl, the most potent opioid licitly available for human and veterinary use.  The illicitly manufactured fentanyl has been linked to hundreds of recent deaths and overdoses, as discussed further in the Interim Rule.  NPP is used in this illicit manufacture.

As NPP is being controlled under the Controlled Substances Act as a List I chemical, persons handling NPP will be required to comply with regulatory controls related to List I chemicals.  Any person who manufactures, distributes, imports, or exports NPP must register with DEA.  As discussed in the Interim Rule, DEA has identified 14 domestic chemical companies who would be required to register with DEA.  Persons wishing to register with DEA to handle List I chemicals must do so using DEA Form 510, Application for Registration under Domestic Chemical Diversion Control Act of 1993, and persons wishing to renew their registration must do so using DEA Form 510a, Renewal Application for Registration under Domestic Chemical Diversion Control Act of 1993 [OMB control # 1117-0031].  As such, DEA is reflecting this population increase in the information collection.  This change increased the public burden associated with the collection by an estimated 3.5 hours, and increased the cost associated with this collection by $16,702.

Other Changes

Population Adjustment:  Since the last renewal of this information collection, the population responding to this information collection has decreased.  When this collection was renewed in 2005, the population responding was 3,054 persons.  Currently (prior to changes made by the Interim Rule discussed above) the population is 2,287.

After revising the collection to reflect the changes made by the Interim Rule discussed above, the population becomes 2,301 persons.

Miskeyed  information in ROCIS:  When this collection was last renewed  in 2005, the actual cost to respondents, as displayed on the Supporting Statement, was $1,490,000.  However, due to a data entry error, the cost as displayed on the OMB 83-I was entered as $149,000.  This inaccurate information was migrated to ROCIS when collections were uploaded.  The correct cost, prior to any change to the collection, should be $1,490,000.
Change in Fee for Registration Application:  The Controlled Substances Act requires that all manufacturers, distributors, dispensers, importers and exporters of controlled substances and List I chemicals obtain an annual registration with DEA (21 U.S.C. §§ 822 and 958(f)).  In addition, the CSA, as codified in 21 U.S.C. § 821, authorizes the Attorney General, who in turn redelegates this authority to the Administrator of DEA, to “promulgate rules and regulations and to charge reasonable fees relating to the registration and control of the manufacture, distribution, and dispensing of controlled substances and listed chemicals” (21 U.S.C. § 821 as amended by Pub. L. 108-447).  The Controlled Substances Act requires that “Fees charged by the Drug Enforcement Administration under its diversion control program shall be set at a level that ensures the recovery of the full costs of operating the various aspects of that program” (21 U.S.C. 886a(1)(C)).  The Act defines the term "diversion control program" as “the controlled substance and chemical diversion control activities of the Drug Enforcement Administration”, and further defines “controlled substance and chemical diversion control activities” as “those activities related to the registration and control of the manufacture, distribution, dispensing, importation, and exportation of controlled substances and listed chemicals” (21 U.S.C. 886a(2)).

On November 16, 2005, DEA published a Notice of Proposed Rulemaking (70 FR 69474) proposing to adjust its registration and reregistration application fees for controlled substances and List I chemical registrants.  This adjustment was necessitated, in part, due to passage of the Consolidated Appropriations Act of 2005 (Pub. L. 108-447) referenced above.  After evaluating comments received to the Notice of Proposed Rulemaking, DEA published a Final Rule adjusting the registration and reregistration application fees for controlled substances and List I chemical handlers on August 29, 2006 (71 FR 51105).  This Final Rule adjusted registration and reregistration application fees as follows:

	Registrant Class
	Current Annual Fee
	Previous Annual Fee

	Manufacturers (chemical)
	$2,293
	$595 (registration)

	Distributors, Importers/Exporters (chemical)
	$1,147
	$595 (registration) 



	
	
	

	
	
	


The Table below presents the actual number of respondents and registration fees, taking into account the increase of 14 respondents reflected in the Interim Rule discussed above.

	Business Activity
	# Registrants
	Fee
	Total

	Manufacturer
	202
	$2,386
	$481,972

	Distributor
	1,734
	$1,193
	$2,068,662

	Importer
	183
	$1,193
	$218,319

	Exporter
	182
	$1,193
	$217,126

	Total
	2,301
	
	$2,986,079


Summary of changes
The table below presents a summary of all changes occurring regarding this information collection:

	
	Current Inventory
	Requested Inventory

	Respondents
	3,054
	

	Adjustment to Population
	3,054
	2,287

	Increase Due to NPP Interim Rule (discussed above)
	2,287
	2,301

	Hour Burden
	1,503.25 hours
	

	Adjustment to Hour Burden
	3,054 hours
	779.5 hours

	Increase Due to NPP Interim Rule (discussed above)
	779.5 hours
	783 hours

	Fees
	
	

	Miskeyed information
	$149,000
	$1,490,000

	Adjustment in Fees due to previous rulemaking (71 FR 51105, August 29, 2006)
	$1,490,000
	$2,969,377

	Increase in fees Due to NPP Interim Rule
	$2,969,377
	$2,986,079


16. Plans for Publication: There are no plans to publish the information.

17. Expiration Date Approval: It would be an administrative burden to replace existing forms in all field locations when nothing of substance changed except Date of Expiration, therefore, approval is requested not to list Date of Expiration.

18. Exceptions to the Certification Statement: There are no exceptions to the certification statement. 
Part B. Statistical Methods

The Drug Enforcement Administration will not be employing statistical methods in this information collection.
