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For purposes of these guidelines the term clinic includes multiple practitioner settings such as group practices, professional corporations, hospital satellite urgent care centers, dialysis centers, or other health care entities under the medical direction of a licensed practitioner.  The guidelines apply to all controlled substances in all schedules.

Registration

A controlled substances registration with both the Drug Enforcement Administration (DEA) and the Bureau of Narcotics and Dangerous Drugs (BNDD) is required at any location where controlled substances are stored.  In Missouri these registrations are not issued to clinics, but only to individual practitioners at those locations.

A practitioner wishing to establish a registration at a clinic to allow activities with controlled substances at that location must have a formal relationship with the clinic and is responsible for all security and record keeping for controlled substances at the clinic.  When there is no practitioner with such a relationship, no controlled substances registration may be issued and no controlled substances may be maintained.

Acquisition of Controlled Substances
Controlled substances may be acquired only by an individually registered practitioner.  They cannot be combined with those acquired under another registration.  When multiple practitioners at one location wish to centralize controlled substances, they are allowed to do so under the concept of a “principal practitioner.” Federal regulations in 21 CFR 1301.22(b) allow an individual to administer or dispense as an agent of a principal practitioner, with the principal practitioner being responsible for all controlled substance purchases, security and record keeping.  

Under this concept, all controlled substances must be acquired under the registration of the principal practitioner.  Receiving records such as invoices, DEA Official Order Forms, receipts for samples, or transfer records must be maintained.

If controlled substances are maintained under separate registrations, the drugs for each registration must be kept physically separate.  Records must clearly indicate which registration each supply of drugs is maintained under.  Complete records of receiving, inventory and disposition must be maintained for each separate registration.

As described above, the practitioners have a choice.  They may each have their controlled substances stored separately and each maintain their own separate records, or they may delegate a principal practitioner to manage one supply of controlled substances and maintain one set of records under that single practitioner’s registration.

Storage

Security must be commensurate with the type and quantity of drugs.  All controlled substances must be kept in locked storage that is accessible only to authorized persons.  Drugs must be stored in a locked cabinet or safe.
Keys to storage areas should be carried or placed in a locked area accessible only to authorized persons.  Personal keys should not be issued.  When the facility is closed, keys should be placed in a locked area accessible only to authorized persons.  Persons who have no authority to handle or administer controlled substances should not have access to keys or storage areas.

When controlled substances under a single registration are stored at more than one location in the clinic, record keeping should be maintained at each location, and records of transfer between locations should be maintained.  Records should clearly indicate that all drugs are maintained under the same registration.

Controlled substances should be kept in their original containers, and those with different lot numbers and/or expiration dates should not be combined.  They should be repackaged into other containers only at the time of dispensing.

When large quantities of controlled substances are maintained (e.g., a practitioner who dispenses directly to patients, or a large clinic with several controlled substance storage areas), it is preferable to have the primary supply of drugs locked separately in an area accessible to a very limited number of authorized persons, and smaller supplies for administration available to other authorized staff.

Inventory Records
An inventory of all controlled substances is required annually, and may be taken any date that is within one year of the previous inventory.  A continuous (perpetual) inventory is recommended, and can be conveniently maintained as part of the records of administration/dispensing of each drug.  Receiving and disposition records should be reconciled periodically with the current actual inventory amount.  Supplies accessible to a very limited number of persons should be reconciled at least monthly, while those accessible to more persons should be reconciled more frequently.  When controlled substances are stored in more than one location, a master list of drugs in each location should be kept to confirm that all drugs and their accompanying record keeping are accounted for.  An annual inventory document must be filled out at least every 12 months with the information required in State Regulation 19 CSR 30-1.042.  There is a form for annual inventories on the bureau‘s website at www.health.mo.gov/BNDD.  Annual inventories must be documented on paper and are not allowed to be electronic documents or files.
Administration/Dispensing

Records must be maintained of the disposition of all controlled substances administered or dispensed.  Controlled substances dispensed must be documented separate from the patient’s medical record, including the date, patient’s name and address, drug name and strength, lot number, quantity, prescriber’s name, and name or initials of the person who dispensed. The administration and dispensing log must be maintained separate from the patients’ medical records.  When a separate log sheet is kept for each drug, a continuous inventory balance can also be conveniently calculated and recorded.  A form which may be used for this purpose is available at the Bureau’s website under forms and applications.

Controlled substances dispensed must be packaged according to the Poison Prevention Packaging Act and labeled with the date, principal practitioner’s name and address, prescriber’s name if different from the principal practitioner, patient’s name, drug name and strength, quantity, directions for use, and the statement “Caution: Federal law prohibits the transfer of this drug to any person other than the patient for whom it was prescribed.”

All other applicable laws and regulations regarding medication dispensing must also be complied with.

A physician with state and federal controlled substance registrations must be present on the premises to provide direct supervision when dispensing and administering takes place, with one exception.  Dispensing and administering may take place when the physician is away from the practice location if the activity is performed by a mid-level practitioner, APRN or PA, and they have contacted the physician and obtained verbal permission for the administering or dispensing for that patient.  The physician must have a supervision or collaborating agreement with the mid-level practitioner. 
Transfers Between Registrations

Controlled substances received by another practitioner may be transferred to the principal practitioner using DEA Official Order Forms for Schedule II or a record of transfer for Schedules III-V.  The record of transfer should contain the name, DEA registration number and address of each practitioner; the name, strength, quantity and dosage form of the drug; the date of transfer and the signatures of the persons performing the transfer.  A copy should be retained by each practitioner.  Transfer forms for drugs in Schedules 3,4,5 are available on the bureau’s website.
Drug Destruction

A partially used controlled substance that has been contaminated by patient contact and is unsuitable for use may be destroyed in the presence of two authorized persons.  A record must be made including the date, drug name and strength, quantity, reason for destruction and signatures of both persons.  BNDD or DEA should be contacted for procedures for destruction of all other controlled substances.  All other unwanted controlled substances, such as expired drugs, must be returned to the supplier or sent to a reverse distributor and may not be destroyed on the premises by a registrant.

Theft/Loss and Diversion Reporting

Any theft or loss of a controlled substance must be reported to BNDD immediately upon discovery, and a written report submitted within seven days.  The registrant may contact the BNDD to request more time if needed.  A similar report is required by the DEA. When such a discrepancy occurs, BNDD should be contacted immediately and a form will be provided for reporting to the BNDD.  An insignificant loss is handled differently.  An insignificant loss is drugs lost but there is accountability for where the drugs went and there was no crime.  These are considered instances where drugs were dropped, spilled, or a compounded batch was ruined.  The drugs were not lost or stolen, but you need to account for them.  These incidents are written down to describe what happened and then stapled to your annual inventory form.  A form for reporting losses and theft and diversion is available on the bureau’s website. Any diversion must be reported.  Diversion is when the drugs leave their normal and legal channel and enter into a path that is not authorized by law.
Clinics With Pharmacies in Them
A licensed pharmacy must maintain a controlled substances registration separately from the individual practitioners regardless if it is owned and/or operated by the clinic and regardless if it is on the clinic premises.  A prescription may not be written for office stock to obtain controlled substances for general dispensing or administration by the clinic. Only persons licensed by the Missouri Board of Pharmacy have authority to enter the pharmacy.  Practitioner’s drugs from the clinic should never enter the pharmacy.
A patient may bring their prescription to an authorized practitioner so that the practitioner may administer the medication in the clinic.  The medication must remain in the possession of the patient and the clinic or practitioner is not authorized to take possession or store the medication. 
Samples

Controlled substances received as manufacturer samples must be treated in the same manner as any other controlled substance.  All requirements for receiving, storage, transfer, administration, dispensing, labeling, destruction and loss reporting apply.

Compounded Medications for Infusion/Injection

Authorized practitioners may write a prescription for a medicine to be compounded by a compounding pharmacy.  Once the prescribed medication is prepared, there are two options:


A.  The pharmacy may dispense the medication to the patient, similar to other prescriptions dispensed in 
       a retail pharmacy setting.  The patient would bring the medication to the doctor for administering.  

                   None of the medication may stay with the doctor or in the clinic. The prescribed drugs stay in the 

                   patient’s possession.

B.   If the physician wants the pharmacy to ship the medicine directly to the physician/clinic for 


                   handling and storage:



i)  The practitioner must write the prescription and staple a DEA Form 222 Order Form to the 

                             prescription;


ii)  The pharmacy may prepare and send the medication back to the practitioner.  The DEA Order 

                              Form process is completed and filled out by both the practitioner and the pharmacy;

                        iii)  The DEA will look upon this transaction as a “distribution” of medication from the 

                              pharmacy to a medical provider, instead of dispensing to the patient;

                        iv)  In order to do this process, the pharmacy must also have a DEA registration as a distributor;

                         v)  The practitioner must maintain all required records for the medications received into their 

                              possession such as receipt records, inventories and administration/dispensing logs.

Discontinuing Practice

When the principal practitioner discontinues practice at the registered address, the BNDD and DEA registrations are no loner valid.  Any control substances held under that registration must be transferred to another DEA/BNDD registrant.
Responsibility

Practitioners are ultimately responsible for all controlled substances activities that occur under their state and federal registrations. Although other persons may be delegated authority for certain activities the registrant is responsible for providing training, oversight and supervision.  Policies and procedures should be developed to address the preceding topics.  All required records must be maintained for two years.  Record keeping and supplies should be inspected routinely by the practitioner to ensure compliance.  

If you have questions regarding this or other controlled substances issues, please call the Bureau of Narcotics and Dangerous Drugs at 573/751-6321, or email BNDD@health.mo.gov.   There are additional educational documents available on the bureau’s website at www.health.mo.gov/BNDD.
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