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OBJECTIVES 

Why Are We Here

DEA Registrations

Inventory Requirement

Security Requirements

Record Keeping

Prescribing & Dispensing

Drug Diversion



DO VETERINARIANS 
STILL NEED TO 
WORRY ABOUT 

THIS?

“When medical professionals 

fail to comply with these laws, it 

puts our communities and lives 

at risk,” Green said. “We will 

continue to work with our 

regulatory partners to hold 

registrants accountable.” 

Green-Special Agent in Charge-

DEA 2025

Former Mount Pleasant 
veterinarian & 

receptionist charged 
for illegal drug 
prescriptions

February 7th, 2024



THE WHO, 

WHY AND 

WHAT

• Federal

• Drug Enforcement Agency (DEA)

• Overseen by the Department of Justice.

• Laws are found in Title 21 USC, §801-971, 

• Regulations are found in Title 21 CFR §1300 to the end. 

• State

• New York Bureau of Narcotic Enforcement (BNE)

• Public Health Law Article 33 and Title 10 Part 80 Rules & Regulations on  
Controlled Substances.

The Regulators

• Random on-site inspection

• Diversion Event

• Complaints

• ARCOS, Suspicious Order Monitoring 

Possible Reason for a Visit

• Fines

• $19,246 per violation for serious record-keeping failures.

• $82,950 per violation for prohibited acts concerning controlled substances.

• $124,825 per violation for serious failures related to opioids. 

• Loss of DEA Registration

• Criminal Charges

Consequences



THE DEA AND BNE MISSION AND PROCESSES 

 “To prevent, detect, and investigate the diversion 
of controlled pharmaceuticals and listed 
chemicals from legitimate sources while ensuring 
an adequate and uninterrupted supply for 
legitimate medical, commercial, and scientific 
needs”

• Works with local and federal law enforcement to 
investigate unauthorized use of prescription-
controlled substance medications.

 “Registrants must comply with regulatory 
requirements relating to drug security and 
recordkeeping.”

• Maintains the PMP and ONY Scripts

 https://www.deadiversion.usdoj.gov/

 https://www.health.ny.gov/professionals/narcotic/

Closed System of Drug Distribution

 Establish Drug Schedules and Quotas

 ARCOS & SORS

 DEA Registrations

 Security Requirements

 Record Keeping Requirements

 Investigations

https://www.deadiversion.usdoj.gov/
https://www.deadiversion.usdoj.gov/
https://www.deadiversion.usdoj.gov/


The FDA and DEA 

determine what schedule 

drugs will be placed in. 

Substances are divided 

into five schedules based 

on whether they have a 

currently accepted  

medical use in treatment 

in the United States, their 

relative abuse potential, 

and likelihood of causing 

dependence when 

abused.

Schedule I

• Marijuana and its derivatives are still illegal at the Federal level and still a 
Schedule 1 narcotic

Schedule II

• High likelihood for abuse, acceptable medical use

• Fentanyl, Hydrocodone, Hydromorphone, Codeine, Pentobarbital, Methadone, 
Oxycodone

Schedule 
III

• Lower likelihood for abuse and acceptable medical use.

• Buprenorphine, ketamine, Telazol (tiletamine), Euthasol (pentobarbital + 
phenobarbital), Simbadol, Zorbium

Schedule 
IV

• Less likelihood for abuse and acceptable medical use.

• Midazolam, diazepam, alprazolam, butorphanol, tramadol, alfaxalone, phenobarbital

Schedule V

• Minimal abuse potential, may be controlled at a State level and not Federal.

• Pregabalin, diphenoxylate (Lomotil), gabapentin, Proin, ephedrine, xylazine, 
dexmedetomidine 



DEA REGISTRATIONS: TITLE 21 CRF §1301.11

▪ Every practitioner that handles controlled substances must be registered with the DEA, and 

this is based on a state license, it cannot authorize controlled substance activity outside 

that state.

o Registrations must be renewed every three years.

o The DEA Certificate of Registration (DEA Form 223) must be maintained at the 

registered location in a readily retrievable manner and available for official inspection.

▪ A separate registration must be obtained for each principal place of business or 

professional practice where controlled substances are distributed or dispensed.

▪ If controlled substances are being ordered under your DEA registration number, then you are 

the DEA Registrant for that location.

o If you are an associate DVM, or Relief DVM, you do not need a separate DEA registration 

for each location you work.



EXCEPTIONS AND MORE

Do All DVMs Need a DEA Registration?

▪ Title 21 CRF §1301.22

o An individual practitioner who is an agent or 

employee of  another practitioner registered to 

dispense controlled substances may, when acting in 

the normal course of business or employment, 

administer or dispense (other than by issuance of  

prescription) controlled substances if and to the 

extent that such individual practitioner is authorized 

or permitted to do so by the jurisdiction in which he 

or she practices, under the registration of the 

employer or principal practitioner in lieu of being 

registered him/herself. 

o The DEA Registrant is still ultimately responsible. 

The intent of this regulation was for hospital interns 

to work under a DEA suffix. 

Mobile Vets

▪ Title 21 §822: 

o A registrant who is a veterinarian shall not be 
required to have a separate registration to 
transport and dispense controlled substances in 
the usual course of veterinary practice at a site 
other than the registrant's registered principal 
place of business or professional practice, so long 
as the site of transporting and dispensing is in a 
State where the veterinarian is licensed to 
practice veterinary medicine.

o Transportation/security and record keeping 
requirements are all the same as “practice sites”.

o Must have individual DEA Registrations and may 
have to report dispensing of controlled 
substances if required in your State



RECORD KEEPING- INITIAL & BIENNIAL INVENTORY

Title 21 CFR §1304.11:

▪ Initial Inventory: Must be taken on the date he/she first engages in the ordering, distribution or 
dispensing of controlled substances. 

▪ Biennial Inventory: The registrant shall take a new inventory of all stocks of controlled substances on 
hand at least every two years…and shall be maintained in written, typewritten, or printed form at the 
registered location.

o Taken either as of opening or closing of business and must be marked as which.

o Schedules I or II, make an exact count, III-V can estimate.

o Newly added controlled substances must be counted and then added to biennial moving forward.

Section 80.112 – Biennial Inventory:

▪ As of May 1, 1975, and every two years thereafter prepare and maintain…a biennial inventory in 
compliance with federal statute and regulations and shall be kept available for inspection for at least five 
years.



BEST PRACTICE RECOMMENDATION

 Create coversheet for 
inventory.

 CII drugs MUST be 
separate from CIII-CV

 If state-controlled drugs 
not Federal- inventory 
separately.

 2 people complete!

 Do not inventory drugs 
waiting for client pick-up.

 Reconcile against 
logbooks.



SECURITY REQUIREMENTS- STORAGE
Fact or Folly?

Title 21 CFR §1301:

▪ All applicants and registrants shall provide 

effective controls and procedures to guard 

against theft and diversion of controlled 

substances.

▪ Controlled substances listed in Schedules II, 

III, IV, and V shall be stored in a securely 

locked, substantially constructed cabinet. 

o Schedule II drugs must be separated 

from Schedule III-V drugs in the safe. 

o Suppliers shall only ship to address listed 

on DEA Registration.

Safe must be a double 
locked key entry?

Hospital must have 
cameras?

You can keep non-
controlled substances 

in your safe?



SECURITY REQUIREMENTS- EMPLOYEES

Title 21CFR §1301.76: Other Security 

Controls for Practitioners

 The registrant shall not employ, as 

an agent or employee who has access 

to controlled substances, any person 

who has been convicted of a felony 

offense relating to controlled 

substances or who, at any time, had 

an application for registration with 

the DEA denied, revoked or 

surrendered for cause.

Section 80.6 - Safeguarding controlled 

substances

▪ Controlled substances shall at all times be 

properly safeguarded and securely kept at the 

address on file with the DEA and which is used in 

the ordering of the controlled substances.

▪ Access to controlled substances stocks shall be 

limited to the minimum number of employees to 

efficiently work and handle to controlled 

substance.

▪ An administrative head or supervisor is not 

relieved of his responsibility to detect and 

correct any diversion or mishandling of 

controlled substances by a delegation of 

responsibility.



TITLE 21 CFR §1301.90 EMPLOYEE 

SCREENING PROCEDURES

 It is the position of DEA that the obtaining of certain 

information is vital to fairly assess the likelihood of 

an employee committing a drug security breach. The 

need to know this information is a matter of business 

necessity, essential to overall controlled substances 

security. In this regard, it is believed that conviction of 

crimes and unauthorized use of controlled 

substances are activities that are proper subjects for 

inquiry. It is, therefore, assumed that the following 

questions will become a part of an employer's 

comprehensive employee screening program:



AUTHORIZED USER 
LIST- 

BEST PRACTICE 
RECOMMENDATION

 Statement certifying which listed individuals are authorized to handle DEA 
Registrant’s controlled substances.

 Statement certifying authorized individuals have been properly training to handle 
controlled substances.

 Review and update regularly, at least yearly when inventories completed.

 Consider all individuals that will be “touching” the controlled substances, including 
relief DVMs.



RECORD KEEPING

Title 21 CFR §1304.21& 

Section 80.105 

 Every Registrant shall 

maintain, on a current 

basis, a complete and 

accurate record of each 

substance received, sold, 

delivered, or otherwise 

disposed of by him/her.

 Records shall be 

maintained at the 

premises where the 

licensed activity is 

conducted for at least 

5 years.



RECORD KEEPING-CII DRUGS DEA 222 Form Guide

▪ Ordering:

o No mistakes or cross-outs will be accepted. 

▪ Receiving:

o Make sure to complete Part 5 of the 

form with the date and amount received. 

o Attach to signed and dated 

invoice/packing slip and place in CII 

folder.

▪ Backorders:

o Form is good for 60 days, complete part 5 

when order comes in- especially if part of 

order was already received.

▪ Errors:

o Mark void on form and KEEP in file!

▪ Unneeded forms MUST be returned to DEA

• Must complete a DEA 222 Form or

• Use DEA Controlled Substance 
Ordering System (CSOS)

Procurement

• Must be stored securely. 

• Recommend keeping a log to track 
222 forms received and used

• Lost or stolen DEA 222 Forms must 
be reported to DEA

Title 21 CFR 
§1305.16:

• Pre-Sign 222 Forms- Get Power of 
Attorney to sign

• Share CSOS Login info- each user 
must have own account

DO NOT



RECORD KEEPING- PACKING SLIPS/INVOICES

Title 21 CRF §1304.4 and §1305.14 & 

Section 80.105 :

• All records for Schedule II drugs must be maintained 

separately form Schedule III-V, and Schedules III-V must 

be maintained separately from Schedule II and from the 

ordinary business records or clearly identifiable. 

• All original controlled substance packing slips/invoices must 

be signed and be dated for the date received by at least 

one individual.

o Best practice recommendation is to have 2 individuals 

validate quantity received, sign, and date packing 

slip/invoice.

• Best practice recommendation is to have a different person 

receiving the order than the person that ordered.



RECORD KEEPING- LOGS

INS

 What came in, 

 When it came in, 

 How much came in,  

 From whom, and

 Who received.

OUTS

 What went out,

 When it when out, 

 How much went out, 

 Who got, (address)

 Who authorized, 

 Who administered, 

 Waste (if any), and 

 How much is left.

▪ CII records separate 

from CIII-CV

▪ Each drug needs to be 

recorded individually.



COMMON LOG MISTAKES

 Forgetting to document waste

 Not reconciling empty bottles- Not resolving 
discrepancies in automated dispensing 
machines

 Not creating separate log sheet for 
compounds.

 Not properly documenting the transfer of 
back-stock to active inventory

 Forgetting to document use!!



DRUG WASTE 

▪ Unused portion of a 

controlled substance injection 

intended to be used for a 

specific patient. (§1304.21)

▪ ½ a controlled substance 

tablet when the other half has 

been administered to a 

patient.

▪ Tablet dropped on the floor 

and not administered to 

patient.

▪ Remainder of controlled 

substance fluid bag not 

administered to a patient.

Title 21 CRF §1317.90:

▪ The method of destruction shall be consistent with the purpose of 

rendering all controlled substances to a non-retrievable state to prevent 

diversion of any such substance to illicit purposes and to protect the public 

health and safety.

▪ Requires a witness and must be documented on use log!!



EXPIRED DRUGS

Title 21 CFR §1317.05:

1. Request assistance from the Special Agent in Charge of the Administration by submitting one copy of 

the DEA Form 41 listing the controlled substance(s) which the registrant desires to dispose. The 

Special Agent in Charge shall instruct the registrant how to dispose of controlled substances. Either 

reverse distributor or on-site destruction (DEA Form 41)

2. Use a reverse distributor to destroy controlled substances.

▪ Keep an inventory of all expired drugs.

▪ Keep all expired drugs segregated but securely stored.

▪ Keep all records for a minimum of 5 years.

❖ MUST have records of disposal- can NOT use drug take-back days or pharmacy drop boxes!!!



THEFT AND LOSS REPORTING

Title 21 CFR §1301.76

 The registrant shall notify the Field Division Office of the 

Administration in his area, in writing, of the theft or 

significant loss of any controlled substances within one 

business day of discovery of such loss or theft.  

o Initial notification sent via email notification to local 

DEA office.

 The registrant must also file a complete and accurate 

DEA Form 106 within 45 days after discovery of the 

theft or loss.

 Recommend follow-up notice be sent if no theft or 

significant loss is determined.

 Always print and save a copy of DEA 106 submission and 

attach to any investigation notes.

Section 80.110 

  Persons authorized to possess controlled shall promptly 

notify the department of:

o Each incident or alleged incident of theft, loss or possible 

diversion of controlled substances a form of this 

purpose furnished by the department shall be filed with 

the Bureau of Narcotic Enforcement, New York State 

Department of Health.

❖ https://www.health.ny.gov/forms/doh-2094.pdf

o Any charge or proceeding brought in any court or 

before any governmental agency, State or Federal, in 

which it is alleged that the licensee, its employees, 

subsidiaries, managing officers, or directors has failed to 

comply with the provisions of the Federal Controlled 

Substances Act or the laws of any State relating to 

controlled substances.

https://www.health.ny.gov/forms/doh-2094.pdf
https://www.health.ny.gov/forms/doh-2094.pdf
https://www.health.ny.gov/forms/doh-2094.pdf
https://www.health.ny.gov/forms/doh-2094.pdf


EMAIL NOTIFICATION AND SIGNIFICANT LOSS 

▪ DEA recognizes there is no single 

objective standard that can be applied 

to all registrants-what constitutes a 

significant loss for one registrant may 

be construed as comparatively 

insignificant for another.

▪ Any unexplained loss or discrepancy 

must be reviewed within the context of 

a registrant's business activity and 

environment.

▪ Make sure to document investigation 

and determination if significant or 

not.cumennvestigation and determination.



RECORDS TO BE MAINTAINED

DEA 
Registrations

All DVMs 
current DEA 
Registrations

Any POA, 
active and 
revoked

Biennial 
Inventory

Initial 
Inventory

5 years’ 
worth of 
Biennial 

Inventories

Authorized 
User List

Keep 5 years’ 
worth, 

depending on 
how managed

Background 
check, training 
information.*

Theft & Loss

Keep copies 
of all 106 and 

email 
communicatio
ns for at least 

5 years.

Keep all 
investigation 
records on 

resolved/non-
reported losses 

for at least 5 
years.

CII Records

Completed 
222 or 

CSOS forms

Signed & 
dated 

invoices

CIII-CV 
Records

Signed & 
dated 

invoices

Keep 5 
years’ worth

Expired 
Inventory 
Records

Keep at least 
5 years’ 
worth of 
inventory 
records.

Keep reverse 
distributor 

records with 
inventory 
records.



PRESCRIBING AND DISPENSING REGULATIONS



CONTROLLED SUBSTANCE PRESCRIBING & DISPENSING

Title 21 CFR §1306.05

 All prescriptions for controlled substances shall be 

dated as of, and signed on, the day when 

issued and shall bear the full name and address 

of the patient, the drug name, strength, dosage 

form, quantity prescribed, directions for use, and 

the name, address and registration number of the 

practitioner.

 No refills can be authorized for CII Rxs, up to 5 

refills can be authorized for CIII-CV Rxs but 

expire in 6 months.

 If electronically generated or written out by 

technician must still have DVM “wet” signature.

80.63 Practitioners

▪ Adequate safeguards and security measures 

shall be undertaken, and Practitioners shall 

maintain a record of the disposition of all 

forms, including but not limited to use as a 

prescription, cancellation, return, loss, 

destruction, unauthorized use and 

nonreceipt.

▪  Shall immediately notify the department, 

upon forms supplied by the department, of 

the loss, destruction, theft or unauthorized 

use of forms. As well as failure to receive 

requested forms from the department.



PRESCRIBING CONTROLLED SUBSTANCES

 CII Drugs: No such prescription shall 

be made for a quantity which would 

exceed a 30-day supply, except for 

certain chronic conditions, then up to a 

90-days’ supply if condition/code 

documented on Rx.

o No refills allowed on benzodiazepines.

 CIII-CV drugs 30-day supply RXs with 

5 refills, if greater than a 30-day supply 

only with chronic code- one refill 

allowed.

 5 days supply on emergency oral Rxs 

for CII, CIII, and CV, for CIV 30-day 

supply or 100 dosage units, whichever 

is less.

o Written RX must be received by the 

pharmacy within 7 business days.

 No more than a 7-days’ supply of an opioid for treatment 

of an acute issue.

 No controlled substance Rx shall be issued prior to an 

examination of the patient except:

o For the same acute or chronic condition as needed;

o In an emergency when the RX –max of a 5-day supply;

o Following referral provider guidance;

o Covering for another provider when access to the 

records is available.



DISPENSING CONTROLLED SUBSTANCES: PART 80 

 80.61:  A person authorized by law to obtain 

controlled substances for professional use shall not 

use such drugs for the treatment of his own 

addiction or elicit use.

 Cannot dispense prescriptions written by another 

DVM- must have VCPR!

▪ 80.71 Practitioner; dispensing controlled 

substances.

o No additional dispensing of that controlled 

substance until all but a 7-days’ supply is 

remaining, and max of a 30 days’ supply.

▪ Shall submit dispensing information, for all 

controlled substances dispensed, not later 

than 24 hours after the substance was 

delivered.



DRUG DIVERSION 

& PREVENTION



POSSIBLE WAYS FOR DIVERSION TO OCCUR

Client Diversion Employee/Co-Worker Diversion



SIGNS OF DRUG DIVERSION OR A SUBSTANCE USE DISORDER

Changes in appearance, attitude, or personality (agitated or depressed)

A sudden inability to handle usual responsibilities

Unexplained, or unusual absenteeism

Irritable, antagonistic and even hostile, especially when questioned

Coming in early, staying late, preferring to work alone

Poor or sloppy record keeping

Frequently volunteering to perform CS inventory, receive orders, or place orders



KEY ELEMENTS TO PREVENTING DRUG 

DIVERSION

 Set clear lines of accountability and expectations for following 

DEA and State regulations.

 Be an ACTIVE participant in the management of  YOUR controlled 

substances.

 Rotate controlled substance duties- a system of checks and 

balances and do routine inventory checks.

 Limit who has access to controlled substances.

 Set clear policies on drug testing and back-ground checks, 

especially if drug diversion is suspected.

 Limit what drugs are stocked- can you prescribe instead of 

dispense?



QUESTIONS?

Lisa Penny RPh

lisa3penny@gmail.com
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