DEA- Controlled Substances info
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Drug Enforcement Agency (DEA - www.dea.gov or 1-800-882-9539) - Penalties for infractions and/or non-compliance can range from written warnings to fines and disciplinary action by the state professional board to revocation of state and federal controlled substance certification. 

REQUIRED: All controlled substances, regardless of their designated schedule, must be secured in an adequate cabinet or safe. 

Self-Assessment Test 

Be sure your controlled substances records include the following: 

· Client name, patient name, date and quantity for every instance where a controlled substance was administered or dispensed from the hospital supply 

· Written inventory, signed and dated every two years, of all controlled substances 

· Purchase records for Schedule II controlled substances completed after receipt of the drug and invoices kept on the premises. 

· A method that alerts you if any amount of controlled substance is missing or unaccounted for (declining balance on hand method) 

Identification 

Label contains a large letter "C" with roman numerals depicting the schedule centered within the "C". 

	Class
IC-I 
	Extreme abuse potential; None approved for medicinal purposes in US
	Heroin, LSD, marijuana

	Class II
C-II 
	High abuse potential; May lead to severe physical or psychological dependence
	Opium derivatives, pentobarbital, morphine

	Class III
C-III 
	Some abuse potential; May lead to low/moderate physical or high psychological dependence
	Pentothal, Telazol

	Class IV
C-IV
	Low abuse potential; May lead to limited physical-psychological dependence
	Phenobarbital, diazepam (Valium)

	Class V
C-V
	Low abuse potential; Subject to state and local regulation
	 


	Common Veterinary Controlled Substances
	Type (Uses)

	Boldenone (Equipoise) C-III
	Anabolic Steroid

	Butorphanol (Torbutrol/Torbugesic) C-IV
	Analgesic, Antitussive

	Demerol (Demerol HCl) C-II
	Analgesic, Sedative

	Diazepam (Valium) C-IV
	Anxiolytic, Relaxant, Anticonvulsant, Appetite Stimulant

	Diphenoxylate with atropine (Lomotil) C-V
	Antidiarrheal, Antispasmodic

	Euthanasia solutions C-II or C-III
	Euthanasia

	Hydrocodone (Hycodan) C-III
	Antitussive

	Ketamine (Ketaset) C-III
	Anesthetic, Restraint (no muscle relaxation)

	Mibolerone (Cheque Drops) C-III
	Anabolic Steroid

	Morphine C-II
	Analgesic, Preanesthetic, Antitussive, Antidiarrheal

	Nandrolone C-III
	Anabolic Steroid

	Pentazocine Lactate or HCl (Talwin) C-IV
	Analgesic

	Pentobarbital C-II
	Anesthetic, Sedative

	Phenobarbital (except dilantin) C-IV
	Anticonvulsant, Sedative

	Sodium Pentothal (Thiopental) C-III
	Anesthetic

	Stanozol (Winstrol-V) C-V
	Anabolic Steroid

	Testosterone C-III
	Anabolic Steroid

	Tiletamine HCl/Zolazepam HCl (Telazol) C-III
	Anesthetic, Relaxant, Analgesic, Tranquilizer


Registration 

· Individual DVMs must be registered with the DEA if they order, dispense, prescribe or administer controlled substances. 

· Practices with multiple facilities: at least one DVM registered at any location where controlled drugs are stored on the premises. 

· i.e. a central hospital with a satellite clinic - if controlled substances are stored at the satellite office, the DVM must be registered at both locations. DVM may transport meds. 

· Mobile DVMs are registered at their “base” of operations; allows prescription of controlled substances from any location; 

· Storage of the drugs must be at the registered location. 

· Relief DVMs are registered at their “office” location, 

· Usually does not order or store any controlled substances as part of their license. 

· Usually gives verbal prescription orders to the staff of the hiring practice for administration or dispensing from the practice's stock. 

· Associate DVMs MAY act as an agent of the registered veterinarian (or practice) and forego the individual registration requirement in certain situations. 

· Reserved for large medical facilities with an oversight and review board. 

· Institution does routine background on providers and a central pharmacist overseeing ordering to patient administration.

· All registered DVMs MUST conduct a background check of and provide controls for any person they authorize to prescribe, dispense or administer controlled drugs as their agent. Contact your state DEA office for specifics. 

· “Agent” cannot write or phone prescriptions to be filled outside of the practice; 

· Registered DVM only can execute a prescription. 

· Registered DVM should review and “countersign” medical record entry of the agent where controlled substances were administered or dispensed. 

· Registered DVMs license is at risk if agent misuses or diverts controlled substances and the registered DVM did not have the safeguards to recognize or prevent the action. 

Storage 

· Controlled substances must be kept in a securely locked, substantially constructed cabinet or safe. 

· If a portable lock-box is used, it must be securely affixed to an immovable object such as a cabinet or wall. 

· Cabinets should have hinges that are not exposed. 

· Mobile units should be stocked with only enough of each drug for basic operation. Excess supplies should remain in a fixed, secure location. 

· Locking bins/compartments or a lock box mounted to the vehicle for storage of controlled drugs (out of sight) 

· The container must be locked when unsupervised. 

· Statistically, the majority of thefts of controlled drugs from veterinary hospitals comes from employees rather than break-ins 

Ordering 

· Purchase of Schedule II substances (morphine, demerol, oxymorphone, fentanyl patches) the supplier must receive an accurate DEA Form 222 from the practice. 

· Triplicate forms are supplied with the initial registration. 

· Replacements should be requested by calling the DEA at 1-800-882-9539. 

· Order forms must be used sequentially, original and second copy sent to the vendor. The third copy is retained by the practice. 

· Voided or unusable forms must be retained (all three copies). 

· Completed forms are maintained separately from all other documents 

· Received shipments are annotated on the retained form with quantity and date 

· Purchases of Schedule III - V are ordered in the same manner as any other supplies. 

· The supplier will ask for a copy of your current DEA registration to keep on file. 

· Keep a file with copies of invoices (or packing lists) for easy reconciliation of discrepancies 

· All purchase records are maintained for two years (with the biennial inventory). 

· Practices with multiple locations: 

· Meticulous records must be kept of each transfer, 

· Second location must also registered with the DEA, include all safety precautions 

· Cannot “transfer” more than 5% of total for any drug to any other location per year without special registration. 

· Schedule II drugs transferred must have a completed DEA Form 222 by the receiving to the issuing facility. The issuing facility annotates and submits copy 2 of the DEA Form 222 to the DEA field office at the time transfer. 

· PROHIBITED: 

· Obtaining controlled substances from a retail pharmacy for “in-house” or resale use 

· Pharmacy filled prescriptions for specific patients may not be used for another patient 

· Borrowing or purchasing controlled substances from other practices (subject to the 5% rule above) 

· Registered DVM may not order/transfer euthanasia solution to an impound facility for their exclusive use. DVM can agree to euthanize (or supervise euthanasia) of animals with drugs from his or her supply on a case-by-case basis 

· Controlled substances "issued" to a facility not properly licensed to possess them. 

Accountability - Record keeping 

· Dispensing or administering controlled substances to a patient must be recorded both on the medical record as well as a “readily retrievable” log. 

· A perpetual log is the most convenient, effective method to manage inventory 

· Logs must include the date, client, patient, drug and amount, and balance on hand. 

· Conduct and document the biennial inventory 

· Generate regular "hard copy" reports for the files. 

· Use “drawn/given" method for drugs drawn up and given to effect. 

· e.g., Pentothal 10/8 (10 ml drawn up, only 8 ml given). 

· Wasted amount is the difference - Disposed of by sanitary sewer. 

· Indication of a potential problem if recurring large differences between “drawn/given” 

· Mobile: logged out in the central pharmacy to a specific truck or DVM. 

· Patient and client data maintained on truck using a log sheet for each drug. 

· When container is empty, log sheet is totaled and returned to the central pharmacy. 

· Prescriptions filled at a retail pharmacy are written in the medical record. 

Inventories 

· Minimum Requirements: 

· Initial inventory must be done when drugs are first received 

· Must include the name, address & DEA registration number of the veterinarian, the date and time the inventory is taken and the signature of the person conducting the inventory. 

· The written inventory must be maintained for two years. 

· Biennial inventory: Complete inventory procedure/documentation must be done every two years 

· Can do inventory more frequently (monthly is recommended) 

· The first entry on each page of a loose-leaf log includes name of drug, drug concentration/strength, and "balance forward" or an actual "per inventory" balance that matches the last entry on the previous page. 

· Some State Boards of Pharmacy require a bound ledger 

Shortages 

· Try to find the source of the shortage. 

· Check math or record keeping problem. 

· Check entries are posted to the correct drug and strength 

· Compare sales records with logs to see if filled and not entered on the log. 

· Correction: Entry to correct the balance is appropriate with explanation 

· Report to the DEA field office if shortage cannot be explained or if it's obvious that there was a theft. 

· Report it immediately to the local police and the DEA. 

· Follow agent's instructions when making the report 

Refilling Prescriptions for Controlled Substances 

· Refills for controlled substances have limitations. 

· Schedule II drugs cannot be refilled without a new prescription (either verbal or in writing) every time. 

· Schedule III-V drugs can be refilled up to five times in 6 months before a new prescription order is required. 

· DEA implies that only up to a 30 day supply of a controlled substance should be dispensed at one time. 

· For example phenobarbital patients must have the prescription refilled every month and be reevaluated every 6 months. 

· Implied that the veterinarian must examine the patient before a prescription can be given, 

Disposal of Outdated controlled substances 
· Take immediate steps to dispose of them. Check with your state DEA office if permission is required. 

· Small amounts (perhaps up to 10% of a full bottle) of C-III, IV or V substances may be disposed of by flushing it down the sink while the water is running. 

· Log the date, time, drug, quantity, and method of disposal. 

· Recommended to have two persons sign the log as witnessing the destruction. 

· If large amount (more than 10% of a full bottle), or any amount of a schedule II substance contact a reverse distributors (private companies authorized to receive controlled substances that are no longer wanted or are expired). 

· Secure and account for the drugs as usual until they are shipped and confirmation is received from the reverse distributor. 

· Reverse distributors: 

· BFI Pharmaceutical Service, 801-N North Blacklawn Rd, Conyers, GA 30207 (800) 777-6565 

· Capital Returns, Inc., 9600 W Flagg Ave, Milwaukee, WI 53225 (414) 527-9912 

· Easy Returns Midwest, dba Reverse Management Systems, 201 San Augustine St, Center, TX 75935 (800) 797-3837, (409) 598-4100 

· EXP Pharmaceutical Waste Management, 2416 Radley Ct, Ste 9, Hayward, CA 94545 (800) 350-0397 

· Guaranteed Returns dba Devos, Ltd., 140 N Bell Mead Rd #3, East Setauket, NY 11733 (800) 473-2138 

· Pharmaceutical Credit Corp., 130 Seaboard Ln, Ste A-6, Franklin, TN 37067 (800) 487-4308 

· Pharmaceutical Recovery Svcs, Inc., 1890 Semoran Blvd, Ste 339, Winter Park, FL 32792, (800) 238-7774 

· Pharmaceutical Services Group, Inc., 1600 N M291 Highway, Ste 405, Sugar Creek, MO 64056 (816) 257-2677 

· Pharmaserv, 11426-B Kingston Pike, Knoxville, TN (423) 675-1355 

· Reverse Distribution Services, Ltd., 4100 Fleetwood Rd., Fort Worth, TX 76155 (817) 868-5300 

· Rx Returns, Inc., RD #1 Tollgate Rd., Palm, PA 18020 (215) 679-9418 

· SAI Transport, 3420 Youngs Ridge Rd., Lakeland, FL 33809 (941) 858-7110 
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