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I. [bookmark: _Toc488252568]Introduction and Applicable Regulations 

A. [bookmark: _Toc488252569]Introduction and Overview:

1. Both the State of Louisiana and the Federal Government regulate Controlled Substances used in research. The regulating entity for the State of Louisiana is the Louisiana Board of Pharmacy (“LABP”). The regulating entity for the Federal Government is the Drug Enforcement Agency (“DEA”). 

2. The LABP and DEA require researchers seeking to utilize Controlled Substances to obtain both LABP and DEA registrations and to abide by LABP and DEA regulations regarding licensing, storage, distribution, use, and disposal of Controlled Substances. Such researchers are referred to in this policy as “Registrants”. 

3. Registration is an individual obligation; therefore, it is the responsibility of Tulane University (“Tulane”) researchers (“Registrants”) utilizing Controlled Substances in research to familiarize themselves with the regulations referenced herein. Failure to adhere to applicable laws and regulations may result in an immediate loss of the ability to conduct research using Controlled Substances at Tulane, loss of LABP and DEA license, termination of employment, and/or prosecution by law enforcement. 

4. Registration has to be maintained at all times while Controlled Substances are being used in research or in the Registrant’s possession.

5. Registrants must utilize the Controlled Substances they order exclusively for their own research. Controlled Substances cannot be shared or transferred to others not supervised directly by the Registrant. 

6. Registrants must supervise their employees, students and other agents who assist them in their Controlled Substances research. Supervising personnel includes: explaining what and how Controlled Substances will be used in the research, ensuring personnel are trained in Controlled Substances security and record-keeping procedures, and actively monitoring personnel’s use of Controlled Substances in research to ensure that this Policy and applicable laws and regulations are being followed.

7. Registrants must order Controlled Substances through Tulane Materials Management.

8. Registrants must keep Controlled Substances in a secure locked cabinet or safe and control access to the Controlled Substances.

9. Registrants must keep accurate records on the receipt and use of Controlled Substances. Registrants also must keep an initial and biennial inventory of their Controlled Substances. Records for Schedule I and II Controlled Substances must be kept separately. 

10. Researchers must only dispose of Controlled Substances through the Tulane Office of Environmental Health and Safety (“OEHS”).

11. Registrants must immediately report any theft or Significant Loss[footnoteRef:1] of Controlled Substances to the Tulane University Policy Department (“TUPD”), Office of General Counsel, and the Research Compliance Office.  [1:  Significant Loss is defined in Section I(D).] 


12. Chemical Precursors: certain chemicals have been designated by the DEA as subject to the record keeping requirements, registration requirements, and import and export requirements for Controlled Substances. See “Chemical Precursors Appendix.”  

13. The Tulane National Primate Research Center (“TNPRC”) has additional policies and procedures to ensure proper handling, dispensing, and administering, and recording of all research activities at the TNPRC involving Controlled Substances and are available upon request from the TNPRC Department of Veterinary Medicine. 
B. [bookmark: _Toc488252570]Applicable Laws and Regulations:

1. State: The LABP lists all state laws and regulations applicable to Controlled Substances in the “LABP Law Book.”   

2. Federal (DEA): Federal Controlled Substances Act (Title II of the Comprehensive Drug Abuse Prevention and Control Act of 1970), Title 21 Code of Federal Regulations (CFR) Parts 1300-1321. 

C. [bookmark: _Toc488252571]Definitions:

1. Authorized User: Renewal registration applications to the DEA must include a list of all Authorized Users who have access to Controlled Substances acquired under the Registrant’s license. The list of Authorized Users must include the name, address, and social security number of each Authorized User. 

2. Biennial Inventory: A Registrant must complete a Biennial Inventory of Controlled Substances on-hand at least every second year following the Initial Inventory and whenever the Registrant has on hand a substance that was previously not controlled but is now controlled due to a change in regulations.

3. Chemical Precursors: certain chemicals have been designated by the DEA as subject to the record keeping requirements, registration requirements, and import and export requirements for Controlled Substances. See “Chemical Precursors Appendix.”

4. Continuous Usage Log: Continuous Usage Logs for all of a Registrant’s Controlled Substances are required by 21 CFR – Part 1304.22, “Continuing Records”. Continuous Usage Logs must be maintained in a separate, bound ledger, to include a separate ledger for each product.  The bound leger must contain manufacturer-numbered page numbers so that it is readily apparent if a page has been removed from the book. Each Continuous Usage Log must include the exact product name and a record of each withdrawal with the date, amount, nature of use, dispenser’s signature, and disposal/destruction of the product.

5. Controlled Substance: 
a) A Controlled Substance is a drug or other substance, or immediate precursor, included in Schedules I, II, III, IV, or V, as defined by:  
i. State laws: see Louisiana Board of Pharmacy Laws and Regulations and LA-R.S. 40:964; and
ii. Federal regulations. See 21 CFR 1308 for the DEA List of Controlled Substances.
b) An updated and complete list of the Schedules for all Controlled Substances is published annually in Title 21 Code of Federal Regulations (“CFR”) §§ 1308.11 through 1308.15.
c) Although Louisiana law refers to Controlled Substances as “Controlled Dangerous Substances,” for simplicity purposes, this policy refers to both at Controlled Substances. 

6. Drug Enforcement Agency (“DEA”): the DEA is the federal regulating entity and registration issuer at the federal level for Controlled Substances. 

7. Initial Inventory: A Registrant must complete an Initial Inventory upon first acquisition of a Controlled Substance.  The Registrant is to maintain the Initial Inventory record as a record of having received a Controlled Substance.

8. Louisiana Board of Pharmacy (“LBP”): the LBP is the state regulating entity and license issuer for Controlled [Dangerous] Substances. 

9. Office of Environmental Health and Safety (“OEHS”): Tulane OEHS is responsible for:
a) Conducting annual inspections and security assessment of areas where Registrants store and utilize Controlled Substances as part of animal research or bench research, for compliance with laws, policies, procedures, and regulations applicable to Controlled Substances; 
b) Working with TUPD to conduct an annual Controlled Substances Security Assessment on an institutional level and report results of same to the Tulane Environmental Health and Safety Operations Committee;
c) Facilitation of disposal of Controlled Substances at Tulane.   

10. Office of the General Counsel: A Registrant must immediately report the following to the Office of General Counsel:
a) Theft of any amount of a Controlled Substance or any significant loss of a Controlled Substance; and
b) An inspection by the DEA or LABP.
 
11. Registrants: Tulane University researchers who are licensed by the LBP and the DEA to utilize Controlled Substances as part of their animal or bench research. Registrants are responsible for complying with all federal and state laws and regulations applicable to Controlled Substances. 

12. Research Compliance Office (“RCO”): A Registrant must immediately report the following to the RCO: theft of any amount of a Controlled Substance or any significant loss of a Controlled Substance. The RCO will coordinate resolution issues not resolved during an annual inspection or not resolved in a reasonable amount of time following the annual inspection.   

13. Significant Loss: Significant Loss is a subjective term that is not defined by the federal Controlled Substance Act. Consider the following when determining whether a loss is significant:
a) The actual quantity of Controlled Substances lost in relation to the type of business;
b) The specific controlled substances lost;
c) Whether the loss of the Controlled Substances can be associated with access to those Controlled Substances by specific individuals, or whether the loss can be attributed to unique activities that may take place involving the Controlled Substances;
d) A pattern of losses over a specific time period, whether the losses appear to be random, and the results of efforts taken to resolve the losses; 
e) If known, whether the specific Controlled Substances are likely candidates for diversion;
f) If known, local trends and other indicators of the diversion potential of the missing Controlled Substance.
g) For more detailed guidance, see 21 CFR § 1301.76.
14. Tulane University Police Department (“TUPD”): TUPD shall:
a) Assist Registrants with fingerprinting and/or background checks that may be requested of a Registrant by the DEA and/or the LABP; 
b) Assist OEHS in conducting an annual Controlled Substances security assessment at an institutional level and report results of same to the Tulane Environmental Health and Safety Operations Committee;
c) Receive and act upon reports of theft or significant loss of controlled substances from Registrants; 
d) Be present for an inspection conducted by the DEA and/or LABP;
e) Take custody of abandoned Controlled Substances; and
f) Assist OEHS with disposal of Controlled Substances
I. [bookmark: _Toc482094469][bookmark: _Toc482094533][bookmark: _Toc482094608][bookmark: _Toc482094817][bookmark: _Toc483299492][bookmark: _Toc483299519][bookmark: _Toc483301910][bookmark: _Toc483301937][bookmark: _Toc483303309][bookmark: _Toc488251036][bookmark: _Toc488251122][bookmark: _Toc488251167][bookmark: _Toc488251194][bookmark: _Toc488251270][bookmark: _Toc488252352][bookmark: _Toc488252572]
II. [bookmark: _Toc488252573]Policy and Procedures for Controlled Substances used in Animal and Bench Research at Tulane 

In accordance with Title 21, CFR, Parts 1300-1308 and state (LABP) Laws and Regulations, all Tulane employees who conduct research activities that involve Controlled Substances must comply with applicable federal and state laws and regulations regarding their use and possess and maintain all necessary LABP licenses and DEA registrations.

A. [bookmark: _Toc488252574]Who at Tulane may apply to the LABP and DEA for a Controlled Substances License?  

1. Only Tulane University faculty who conduct research or teaching activities that involve Controlled Substances on Tulane property are eligible to apply for LABP or DEA registrations (“Registrant” or “Registrants”).[footnoteRef:2]  [2:  Human subject research where Controlled Substances are utilized where this Policy is applicable, as noted in the introductory section, “Research Not Subject to This Policy”. ] 


2. Approval by the Tulane Vice President of Research via the Letter of Verification Request Form for Controlled Substances as more fully detailed below.

B. [bookmark: _Toc488252575]Registration Process – Tulane, LABP, and DEA Requirements:

1. [bookmark: _GoBack]Complete Training. Registrants must first complete the training module entitled, “Use of Controlled Substances in Research”, available on Tulane’s “TULearn (Bridge)” portal. The TULearn (Bridge) portal is located in Gibson Online (https://gibson.tulane.edu/). After clicking and logging-in under either the "Staff" or "Faculty" tab, “TULearn (Bridge)” is located under the “Services” section. Registrants can also access TULearn (Bridge) at https://tulane.bridgeapp.com/learner/courses. Click “Learning Library” tab and enter “Controlled Substances” in the “Search” field. It will take a minute to load, but the course will open in a new window of your browser. Note that a popup browser could prevent the new tab from opening. Registrants must retain the completion of training certificate, as it will be needed as part of the process of obtaining the LABP license and DEA registration. 

2. Obtain a “Letter of Verification” from Tulane University.
a) A Letter of Verification, provided by Tulane’s Vice President for Research, must be included with an application to the LABP for a new Controlled Dangerous Substances license. 
b) In order to obtain a Letter of Verification, the registrant/applicant must complete and submit a “Letter of Verification Request Form for Controlled Substances.” The letter of Verification Request Form includes a certification by the applicant’s department chair (or Dean, if the registrant/applicant is a Department Chair), who must certify that the applicant is a legitimate researcher with a full-time faculty appointment with Tulane and that the department chair (or Dean) has notified OEHS of the applicant’s intention to obtained a Controlled Substance license/registration (for purposes of keeping a centralized registry of registrants and ensuring that an annual inspection occurs). Such notification can be sent to OEHS at oehs@tulane.edu. 
c) See “Letter of Verification Request Form for Controlled Substances.”[footnoteRef:3] [3:  Qualtrics to be used to take information from the letter of verification request form to populate the database of Registrants and assigned monitors. ] 


3. Apply for a Controlled Dangerous Substances license from the LABP. 
a) Applications for new licenses and renewal of licenses are located on the LABP website at Controlled Dangerous Substances Forms & Applications. 
i. Veterinarians should complete the LABP Application for New Controlled Dangerous Substances License for Practitioner.
ii. Researchers should complete the LABP Application for New Controlled Dangerous Substances License for Selected Persons & Organizations. 
iii. The “Practice Address” on the form should list all locations where the Registrant will store and use/utilize Controlled Substances under the Registrant’s license. Changes to the address where the Registrant stores Controlled Substances must be reported to the LABP within 10 days of the change using the LABP Request for Change of Address for Louisiana Controlled Dangerous Substances License. 
b) The LABP may require an applicant to complete a background check. If so, fingerprinting for the background check can be completed by TUPD. 
c) The LABP, at its discretion, may inspect the location(s) where the Registrant lists that Controlled Substances will be stored and/or utilized. 
d) If the LABP and/or DEA requests a copy of the applicant’s IACUC protocol as a condition of issuing the license and/or registration, the applicant should not provide the actual protocol. Instead, contact the Tulane IACUC Director to provide a letter for the LABP and/or DEA instead of providing the IACUC protocol. 

4. Apply for DEA Registration under the Controlled Substances Act. The DEA will not accept an application until the Registrant has received a license from the LABP. 
a) New registration applications to the DEA: DEA Form 225 “Manufacturer, Distributor, Researcher, Analytical Laboratory, Importer, Exporter”. 
b) New application forms and renewal application forms are available at http://www.deadiversion.usdoj.gov/drugreg/index.html. 
c) The DEA, at its discretion, may inspect a location where Controlled Substances are to be stored prior to issuing a registration. Registrants who indicate to the DEA that Schedule I Controlled Substances will be utilized should expect a DEA inspection prior to DEA approval of the registration, and unannounced inspections at least annually once such registration is approved.
d) If the LABP and/or DEA requests a copy of the applicant’s IACUC protocol as a condition of issuing the license and/or registration, the applicant should not provide the actual protocol. Instead, contact the Tulane IACUC Director to provide a letter for the LABP and/or DEA instead of providing the IACUC protocol. 

5. Once received, the LABP Controlled Dangerous Substances License and the DEA Certificate of Registration (DEA Form 223) must be maintained at the registered location in a readily retrievable manner and kept available for official inspection (see http://www.deadiversion.usdoj.gov/pubs/manuals/pract/section2.htm). 

6. Once DEA and LABP licenses have been obtained, register the licenses with Tulane OEHS by contacting the OEHS Help Desk at OEHS@tulane.edu or 504-988-2871.[footnoteRef:4] Only license holders who have registered licenses with OEHS are able to utilize the on-site destruction of expired or unwanted Controlled Substances services provided by OEHS.   [4:  Qualtrics to be used to populate the database of Registrants. ] 


7. Controlled Substances registration with LABP and DEA for researchers is location-specific, and all locations where Controlled Substances are stored or utilized by a researchers Registrant must be listed. In changes or additional locations must be reflected to an amendment filed with the LABP and DEA.  

C. [bookmark: _Toc488252576]Annual Registration Renewal:

1. Complete Tulane Controlled Substances Training annually and submit a renewal form to OEHS. See OEHS Renewal Form for Controlled Substances.
 
2. Both the LABP and the DEA require an annual renewal. 

3. Renewal Controlled Dangerous Substances applications to the LABP: “Application for Renewal of Louisiana Controlled Dangerous Substances License for Selected Persons and Organizations.”

4. Renewal registration applications to the DEA: DEA Form 225a “Manufacturer, Distributor, Researcher, Analytical Laboratory, Importer, Exporter”. The renewal application to the DEA requires that the registrant list all Controlled Substances on hand, the amount of each Controlled Substance used within the past year, and a list of all Authorized Users who have access to Controlled Substances acquired under the registrant’s license. The list of authorized users must include the name, address, and social security number of each Authorized User. 

D. [bookmark: _Toc488252577]Storage of Controlled Substances:

1. Registrants must provide effective controls and procedures to guard against theft or diversion of Controlled Substances. The LABP and DEA  evaluate physical security measures based on the type and amount of Controlled Substances on hand; the Registrant’s location in a high or low crime area; the number of persons who have access to the Controlled Substance storage area; the presence and use of an alarm system; and any prior history of drug diversion. See Louisiana Administrative Code, Title 46, Chapter 27, § 2713, Security Requirements. 

2. Containers: Controlled Substances should be stored in their original, labeled containers, and they should be stored separately from general chemicals.

3. Schedule I Substances: Schedule I Controlled Substances must be kept in a securely locked, substantially constructed cabinet. See 21 CFR 1301.75 (a). A strong metal cabinet, safe, refrigerator, or freezer securely fastened to the floor or wall in a manner that prevents it from being readily removed is generally acceptable. See DEA Security Requirements for Practitioners. 
a) Contact Tulane OEHS for further guidance on acceptable storage cabinets for Schedule I Controlled Substances. 
b) TUPD and OEHS can perform a security assessment for Registrants. See “Security Assessment Form for Controlled Substances.” 
c) OEHS, working with TUPD, shall conduct an annual Controlled Substances Security Assessment on an institutional level and report results of same to the Tulane Environmental Health and Safety Operations Committee. 

4. Controlled Substances listed in Schedules II, III, IV, and V shall be stored in a securely locked, substantially constructed cabinet safe, refrigerator, or freezer. See 21 CFR 1301.75 (b).

5. Rooms in which Controlled Substances are stored must be locked when the Registrant or an Authorized User are not present in the room. The Registrant must control access to the room and keep a list of all persons to whom the Registrant has issued a key, key card, or key code for room access. The “Access Log for Controlled Substances” may be used for this purpose.  The Registrant must immediately disable access for persons who no longer require access to perform job duties; persons who no longer work for Registrant and/or Tulane; and persons whose access to Controlled Substances must be terminated because of security concerns.

6. For additional guidance, see the DEA’s Controlled Substances Security Manual – Security Requirements for Practitioners (including researchers). 

E. [bookmark: _Toc488252578]Purchasing, Invoice, and Acquisition Records:

1. All purchasing of Controlled Substances must be completed through Tulane Materials Management using the Tulane Requisition Form.[footnoteRef:5] It is the responsibility of the Registrant to be in compliance with all DEA and LABP requirements for purchasing of Controlled Substances. All DEA Form 222s are to be completed and maintained by the Registrant. See Tulane Materials Management Purchasing Policy and Procedures Manuel, Section 10.3, “Controlled Substances”.  [5:  OEHS is copied by Materials Management on such orders. Phase II of implementation is to review incorporating OEHS sign-off. ] 


2. Registrants must maintain complete, current, and accurate purchasing records for Controlled Substances that are accessible from all locations where Controlled Substances are stored and/or utilized/administered.  

3. Registrants are responsible for adequately securing all records (ordering records (DEA Form 222), invoice records, acquisition records, inventory records, and continuous usage logs) of Schedules I and II Controlled Substances. Such records must be maintained separately from all other records of the Registrant in a locked cabinet at all times except during the time of immediate use. See 21 CFR 1304.04, Maintenance of records and inventories. 
a) A DEA Form 222 is required when ordering a Schedule I or II Controlled Substance in addition to an invoice. A purchaser must submit Copy 1 and Copy 2 of the DEA Form 222 to the supplier and retain Copy 3 (blue copy) in the purchaser's files. Copy 3 (blue) of the DEA Form 222 must be completed by the Registrant. 
b) It is important that the DEA Form 222 be complete and free from errors; therefore, Registrants should be precise in completing the DEA Form 222. For detailed guidance, see 21 CFR 1305.13, Procedure for filling DEA Forms 222, and DEA Form 222 Questions & Answers. 
c) Only the Registrant or Authorized Users under the Registrant may handle DEA Form 222s (completion of forms, submitting of forms, and storage of forms). 

4. Invoice and acquisition records of Controlled Substances listed in Schedules III, IV, and V shall be maintained either separately from all other records of the Registrant or in such form that the information required is readily retrievable from the ordinary business records of the Registrant. See 21 CFR 1304.04, Maintenance of records and inventories. 

5. The Registrant must retain all Controlled Substances supplier invoices, shipping documents, and packing slips and ensure that such records include the exact date that the Registrant received each Controlled Substance.  

6. The Registrant must maintain all invoice and acquisition records for at least two years from the date of such records. The Registrant must be able to readily retrieve such records for inspection by authorized employees of the DEA.  See 21 CFR 1304.21, General requirements for continuing records. For Controlled Substances paid for by a sponsor, the Registrant must abide by the record keeping requirements of the sponsor if the sponsor’s record retention time period is longer than 2 years.

F. [bookmark: _Toc488252579]Prohibition on Transfer or Distribution of Controlled Substances:

1. Tulane requires that the Registrant utilize any Controlled Substance ordered under their registration solely for their research as described in the Registrant’s initial application, amendment(s), and renewal applications submitted to DEA and LABP. 

2. Tulane does not permit the Registrant or an Authorized User to transfer or provide Controlled Substances to any other persons for use in those persons’ research or for any other use.

3. Registrants are to dispose of unwanted, expired, or excess Controlled Substances as per the Disposal of Controlled Substances section of this policy. 

G. [bookmark: _Toc488252580]Inventory Requirements – Initial Inventory and Biennial Inventory:

1. Registrants must maintain inventory records for all Controlled Substances on hand as required by 21 CFR – Part 1304.11. If a Registrants delegates any inventory duties to an Authorized User, the Registrant is still responsible for the adequacy, accuracy, and completeness of the inventory. 

2. An Initial Inventory must be taken upon first acquisition of a Controlled Substance.  The registrant is to maintain the Initial Inventory record as a record of having received a Controlled Substance. See “Initial Inventory Form for Controlled Substances (Sample).”

3. A subsequent inventory of Controlled Substances must be taken at least every second year (Biennial Inventory) following the Initial Inventory and whenever the Registrant has on hand a substance that was previously not controlled but is now controlled due to a change in regulations. See “Biennial Inventory Form for Controlled Substances (Sample).”

4. All inventories must be:
a) Documented separately for non-inventory records;  ; 
b) Labeled/identified as an “inventory”; 
c) Signed and dated by the Registrant; 
d) Labeled as to whether the inventory was taken on the opening or closing of business (i.e., at the start of the workday or at the end of the workday) on the date the inventory was taken; and
e) In a physical format where all sheets of the inventory are contained in a bound book with manufacturer-numbered page numbers, i.e., so that it is readily apparent if a page has been removed from the book.

5. The Biennial Inventory must include the following for each Controlled Substance that the Registrant has/had on-hand since with previous Biennial Inventory: 
a) The name of each Controlled Substance;
b) Each finished form of each Controlled Substance (e.g., 10-milligram tablet or 10-milligram concentration per fluid ounce or milliliter);
c) The number of units or volume of each finished form in each commercial container (e.g., 100-tablet bottle or 3-milliliter vial) for each Controlled Substance; and
d) The number of commercial containers of each such finished form (e.g. four 100-tablet bottles or six 3-milliliter vials) for each Controlled Substance.

H. [bookmark: _Toc488252581]Continuous Usage Logs:

1. Continuous Usage Logs for all Controlled Substances are required by 21 CFR – Part 1304.22, “Continuing Records”. 

2. Continuous Usage Logs must be maintained in a separate, bound ledger, to include a separate ledger for each product.  The bound leger must contain manufacturer-numbered page numbers so that it is readily apparent if a page has been removed from the book.

3. Each Continuous Usage Log must include the exact product name and a record of each withdrawal with the date, amount, nature of use, dispenser’s signature, and disposal/destruction of the product.

4. See “Continuous Usage Log for Controlled Substances (Sample).” 

I. [bookmark: _Toc488252582]Authorized Users:

1. The Registrant cannot hire or utilize any employee, agent, or student whose work requires them to have access to Controlled Substances if that person has been convicted of a felony relating to Controlled Substances, or has had a DEA registration denied, revoked or surrendered for cause. 

2. The Registrant must require all employees, students, or other agents who will be working with Controlled Substances to complete and sign the “Tulane University Controlled Substances Authorized User Attestation” prior to beginning any work with Controlled Substances. See “Authorized User Attestation Form for Controlled Substances.” 
a) The Registrant must also complete and sign the Tulane University Controlled Substances Authorized User Attestation prior to any work with Controlled Substances. 
b) As noted in the section entitled, “Registration Process – Tulane, LABP, and DEA Requirements,” renewal applications to the DEA require that the Registrant list all Controlled Substances on hand, the amount of each Controlled Substance used within the past year, and a list of all Authorized Users who have access to Controlled Substances acquired under the registrant’s license. The list of authorized users must include the name, address, and social security number of each authorized user

3. Authorized Users must follow all the rules and regulations applicable to Registrants and as outlined in this policy.  Registrants are responsible for supervising all Authorized Users who have access to Controlled Substance acquired under their Controlled Substance License. 

4. Tulane does not permit the Registrant or an Authorized User to transfer or provide Controlled Substances to any other persons for use in research or for any other use. 

5. The Registrant must keep as part of their Controlled Substances records all completed Authorized User Attestations. Authorized User Attestations for individuals no longer conducting research utilizing Controlled Substances under the Registrant are to be maintained but may be maintained separately from active Authorized Users for a period of 2 years from the date the individual ceased to conduct research or other activities involving Controlled Substances under the Registrant.  For Controlled Substances paid for by a sponsor, the Registrant must abide by the record keeping requirements of the sponsor if the sponsor’s record retention time period is longer than 2 years.

6. Authorized Users who work with Controlled Substances in bench research and/or animal research and who are convicted of a felony relating to Controlled Substances or have a DEA registration or LABP license denied, revoked, or surrendered for cause while working for the Registrant, must immediately report such events to the Registrant, and the Registrant immediately must terminate their access to Controlled Substances. Registrants are encouraged to keep a log of persons working for them that the Registrant has authorized to work with Controlled Substances. The “Controlled Substances Authorized User Signature Log” may be used for this purpose. See “Authorized User Signature Log for Controlled Substances.”

J. [bookmark: _Toc488252583]Theft or Loss of Controlled Substances:

1. Registrants and Authorized Users must immediately report any theft of any amount of a Controlled Substance or any Significant Loss of a Controlled Substance (i.e., the loss cannot be accounted for) to the Tulane University Policy Department (“TUPD”), Office of General Counsel, and the Research Compliance Office. 
a) Reporters are to comply with all follow-up actions as directed by the TUPD. Contact the TUPD dispatch line for the applicable campus:
· Downtown Campus: 504.988.5555
· TNPRC: 985.871.6411
· Uptown Campus: 504.865.5911
b) Contact the Office of General Counsel at 504.865.5783.
c) Research Compliance Office at 504.988.1147 or ControlledSubstances@tulane.edu. 
d) Although an Authorized User may report the loss to TUPD, the Registrant is responsible for ensuring such reporting is done.  

2. 21 CFR – Part 1301.76, “Other security controls”, requires Registrants to report to the DEA all thefts of any Controlled Substance (whether the theft is subsequently recovered or not) and any “Significant Loss” of any Controlled Substance using DEA Form 106 within one business day of discovery of such loss or theft. DEA encourages online submission of a completed DEA Form 106.  The Registrant is the responsible party for completing such reporting to the DEA; however, it must be completed in consultation with TUPD, Office of General Counsel, and the Research Compliance Officer. 
 
3. Pursuant to 21 CFR – Part 1301.76, when determining whether a loss is “significant”, the following factors are to be considered:
a) The actual quantity of Controlled Substances lost in relation to the type of business;
b) The specific Controlled Substances lost;
c) Whether the loss of the Controlled Substances can be associated with access to those Controlled Substances by specific individuals, or whether the loss can be attributed to unique activities that may take place involving the Controlled Substances;
d) A pattern of losses over a specific time period, whether the losses appear to be random, and the results of efforts taken to resolve the losses;
e) If known, whether the specific Controlled Substances are likely candidates for diversion; and
f) If known, local trends and other indicators of the diversion potential of the missing Controlled Substance.

4. Registrants must consult with General Counsel, Research Compliance, and TUPD in determining whether a loss of Controlled Substances is “significant”. 

K. [bookmark: _Toc488252584]What to do in the event of a DEA or LABP inspection:[footnoteRef:6]  [6:  This section of the policy does not apply to inspections that LABP and/or DEA may conduct prior issuance of a license. However, Registrants are encouraged to contact the Research Compliance Office to discuss such inspections as part of Tulane’s efforts to provide resources to future applicants. ] 


1. Registrants must contact TUPD when such inspections occur, before allowing any inspection or actions by the inspector.  

2. Offer the inspector(s) a conference room or other location in which to wait. Advise the inspector(s) that Tulane University policy requires Registrants to contact TUPD when such inspections occur. 

3. Immediately contact the TUPD dispatch line for the applicable campus:
1. Downtown Campus: 504.988.5555
2. TNPRC: 985.871.6411
3. Uptown Campus: 504.865.5911

4. TUPD will contact the Tulane Office of General Counsel (504.865.5783) and the Tulane Research Compliance Office (504.988.1147 or ControlledSubstances@tulane.edu) to advise of the inspection. 

5. TUPD will be present for the DEA/LABP inspection. 

6. See “DEA Checklist of Required Records for Researchers (Sample).” 

L. [bookmark: _Toc488252585]Disposal of Controlled Substances:  

1. Disposal of Controlled Substances, including small amounts of Controlled Substances and expired Controlled Substances, must be done in coordination with the Tulane Office of Environmental Health and Safety (“OEHS”) and the TUPD. Information on scheduling disposal of Controlled Substances is available on the OEHS website at http://tulane.edu/oehs/disposal-of-controlled-substances.cfm. Contact OEHS as follows:

Office phone: 504.988.5486
Direct line: 504.988.2871
Email: oehs@tulane.edu 
OEHS Website: http://tulane.edu/oehs/ 

2. Registrant must complete and submit to the DEA a DEA Form #41 for each disposal of Controlled Substances. 
3. Empty bottles or containers that previously contained Controlled Substances do not have to be disposed of through this process. 

4. DEA Form 41 completion and sign-off: Each DEA Form 41 must be signed by two witnesses. This is typically the OEHS delegate and either the Registrant or the Registrant’s authorized delegate. See “Registrant Record of Controlled Substances Destroyed – DEA Form 41: Destruction of Controlled Substances.” 

M. 

M. [bookmark: _Toc488252586]Departing Registrants:

1. Registrants leaving Tulane are required to notify LABP and DEA of the change. Tulane will not notify the LABP and DEA on behalf of the Registrant.

2. Disposal of a Registrant’s current inventory of Controlled Substances on hand must be completed prior to the Registrant’s departure from Tulane. Registrants are to conduct disposal in accordance with the section “Disposal of Controlled Substances” above. Transfer of Controlled Substances is such situations is prohibited. 

N. [bookmark: _Toc488252587]Abandoned Controlled Substances that do not tie back to a Registrant: TUPD will take custody of all abandoned Controlled Substances until OEHS can dispose of the abandoned materials and complete the DEA Form 41. It is the responsibility of anyone who discovers abandoned Controlled Substances on Tulane premises to immediately contact TUPD as follows: 
1. Downtown Campus: 504.988.5555
2. TNPRC: 985.871.6411
3. Uptown Campus: 504.865.5911

O. [bookmark: _Toc488252588]Annual Inspections: 

1. An annual inspection of each Registrant to whom this policy applies must be conducted by a trained inspector. At Tulane, inspections are conducted by OEHS using the “Inspection Form for Controlled Substances”.[footnoteRef:7] OEHS is to maintain records of annual inspections. When possible, inspectors should work with the Registrant to resolve any compliance issues noted as part of the monitoring. Issues not resolved during the annual inspection or in a reasonable amount of time following the annual inspection will be referred to the Research Compliance Office for further actions.  The annual inspection must be completed for all Registrants active in each academic year.  [7:  Qualtrics will be used to capture the data for purposes of a central list of all Registrants and results/compliance status of annual monitoring. ] 


2. OEHS inspectors will receive training on how to conduct a Controlled Substances inspection prior to undertaking an inspection. 

3. As part of the IACUC’s ongoing Post Approval Monitoring (“PAM”) program, where possible, information obtained during PAM activities will be provided to assist in keeping the central list of Registrants current. As part of PAM, the IACUC ensures that: 
a) Any Controlled Substances present are approved for use on the IACUC protocol;
b) Any Controlled Substances present are not expired; 
c) New PIs who request the use of Controlled Substances are asked if they are a DEA Registrant, and if so, such information is forwarded to OEHS to update the central list of Registrants. 

P. [bookmark: _Toc488252589]Time Frame for Retention of Records: 

1. All records related to Controlled Substances, including Initial Inventories, Biennial Inventories, Continuous Logs, financial records, and shipping records must be maintained and made available to the DEA upon request for at least 2 years (in the case of Continuous Logs, the 2-year time period begins on the last date on the Continuous Log), as required by 21 CFR – Part 1304.04, “Maintenance of records and inventories”. 

2. For Controlled Substances paid for by a sponsor, the Registrant holder must abide by the record keeping requirements of the sponsor if the sponsor’s record retention time period is longer than 2 years.

Q. [bookmark: _Toc488252590]Deviations from this Policy: Any requests for deviations from this policy should be submitted in writing to Tulane’s Vice President for Research. 

R. [bookmark: _Toc488252591]Resources: 

1. Reminders of obligations under this policy will be sent out annually to the Tulane research community. 

2. Tulane University Controlled Substances website: http://www2.tulane.edu/oehs/controlled-substances.cfm 

3. Contact Information for questions, reporting concerns, or other matters related to Controlled Substances:

a) Office of Environmental Health and Safety (OEHS)
OEHS Help Desk: http://www2.tulane.edu/oehs/ask-a-safety-professional.cfm
Email: oehs@tulane.edu
Phone: 504.988.5486

b) Tulane University Police Department (TUPD)
Downtown Campus: 504.988.5555
TNPRC: 985.871.6411
Uptown Campus: 504.865.5911
c) University Research Compliance Officer
Brian J. Weimer, Esq. 
Email: ControlledSubstances@tulane.edu 
Phone: 504.988.1147
1440 Canal St. (Tidewater Bldg.)
Suite 2425, Mail Code #8401
New Orleans, LA 70112

S. [bookmark: _Toc488252592]Revision History:

1. Version 1: December 7, 2016
2. Version 2: July 20, 2016

III. [bookmark: _Toc488252593]Forms, Logs, and Appendices (listed in order of appearance in this policy):
A. Chemical Precursors Appendix
B. Letter of Verification Request Form for Controlled Substances
C. OEHS Renewal Form for Controlled Substances (to be created by OEHS)
D. Security Assessment Form for Controlled Substances
E. Access Log for Controlled Substances
F. Initial Inventory Form for Controlled Substances (Sample)
G. Biennial Inventory Form for Controlled Substances (Sample)
H. Continuous Usage Log for Controlled Substances (Sample)
I. Authorized User Attestation From for Controlled Substances 
J. Authorized User Signature Log for Controlled Substances
K. DEA Checklist of Required Records for Researchers (Sample)
L. Inspection Form for Controlled Substances
IV. [bookmark: _Toc488252594]Forms, Logs, and Appendices (listed in alphabetical order)

A. Access Log for Controlled Substances
B. Authorized User Attestation From for Controlled Substances 
C. Authorized User Signature Log for Controlled Substances
D. Biennial Inventory Form for Controlled Substances (Sample)
E. Chemical Precursors Appendix
F. Continuous Usage Log for Controlled Substances (Sample)
G. DEA Checklist of Required Records for Researchers (Sample)
H. Initial Inventory Form for Controlled Substances (Sample)
I. Letter of Verification Request Form for Controlled Substances
J. OEHS Renewal Form for Controlled Substances (to be created by OEHS)
K. Security Assessment Form for Controlled Substances
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