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NETWORK 2 CONTROLLED SUBSTANCES

1.  PURPOSE:  To establish a policy for the distribution, accountability, security, inventorying and record-keeping of controlled substances in accordance with Code of Federal Regulations 21 and VA requirements.

2.  POLICY:  All the following areas will be addressed at each facility:

a.  Monthly Controlled Substance Inspections

b.  Controlled Substance for Inpatient

c.  Controlled Substance for Outpatient

d.  Controlled Substance Discrepancies/Security/Record-Keeping

e.  Receipt of Controlled Substances from Acquisition & Materiel Management Service

3.  PROCEDURES:  

a.  Monthly Controlled Substance Inspections – general

1.  Controlled Substance Inspecting Officials will be designated to represent the facility Director and will serve in this capacity for the specified length of time as instructed by the appointing official.  Inspectors may not be Acquisition & Materiel Management Service officials, Pharmacy personnel, physicians, dentists, nurses or other healthcare facility personnel who handle controlled substances.

2.  Orientation of Inspecting Officials will be provided by the facility Director’s office, in conjunction with the local pharmacy staff.  Inspectors will be identified by their government issued photo-ID badges.

3.  No single reviewing inspecting official will inspect any one area two months consecutively.

4.  Unannounced monthly inspections will include accurate accountability of all Schedule II, Schedule III Narcotics and all Schedule III, Schedule IV and Schedule V controlled substances.

5.  The Local Director’s Office will designate a local Controlled Substance Manager or designee Inspection Coordinator, who shall monitor and coordinate activities of the inspecting officials.  


Inspection Procedures:

1.  All inspections are to be completed prior to the end of the administrative day.

2.  Inspecting Officials will inspect pharmacy receiving documents and verify that information has been properly entered into the electronic controlled substance package, upon reporting to the Pharmacy.  Pharmacy will print out the inventory lists for all areas where controlled substances are stored; including the emergency pharmacy drug cache.  The following areas will be inspected:

a.  Pharmacy:  A physical inventory and inspection of Pharmacy stocks and records (VAF 10-2320, 10-2638, and 2577-D or electronic equivalent) will be conducted in the presence of the Pharmacy Manager or designee.  Entries will be compared by the inspector for quantities received in Pharmacy on VAF 10-2320 or electronic equivalent.  An actual physical count will be taken and reconciled for accuracy and completeness.  Inspectors will date and sign VAF 10-2320 (or electronic equivalent), Schedule II, Schedule III Narcotics and Alcohols Register, and all Schedule IV and V controlled substance for each drug or preparation at the time of inspection and upon completion and verification of accuracy of records and inventory.

b.  Ward & Clinics:  

1.   A complete list of active inventory by ward and clinic of the serial and sheet numbers of VAF 10-2638 (or electronic equivalent) will be printed for the inspecting official.

a.  This list will be utilized by the Inspecting Official to check the assigned ward or clinic areas stock inventory and assure records and stocks are maintained and in agreement.  These inspections will be initiated in the presence of the charge nurse OR DESIGNEE.  Each VAF 10-2638 (or electronic equivalent) will be signed and dated certifying accuracy.  Completed forms will be returned to the Pharmacy by the Inspecting Official.

2.   Inspection of current month’s VAF 10-1043, “Alcohols and Narcotics Inventory and Certification Record” (or electronic equivalent) will be completed to assure both nurses with responsibility for controlled substance inventory at the change of shift are verified.

3.   When narcotics/controlled substances are determined to be deteriorated or excess, the following entries will be made on VAF 10-2638 (or electronic equivalent):

a.  Date in “Date” column;

b.  Return to Pharmacy for disposition in “Name of Patient” column;

c.  Signature of nurse and inspecting official in “Administered by” column;

d.  Nursing will return the drug to Pharmacy

e.  Schedule II-V controlled substances narcotic items will be received and stored by Pharmacy for pick up and destruction by the contracted returns company.  All DEA paperwork will be submitted prior to return and destruction of the narcotics.

f.  Schedule II controlled substances turned in for disposition will be returned to Pharmacy.  The following entries will be made in duplicate on VAF 10-2231 “Turn-in” slip (or electronic equivalent) in ink or typewriter:

1.  Ward or clinic

2.  Date

3.  Nomenclature, size/strength and quantity

4.  Nurse signature.

g.  A VAF 10-2321 (or electronic equivalent) will be prepared with data as indicated above {f) 1)-4)}.  Nurses will bring controlled substance, VAF 10-2321, and VAF 10-2638 (or electronic equivalent) for the Schedule II substance and Schedule III narcotic, Schedule IV or V controlled substance to Pharmacy.

h.   A Pharmacist will check and identify/verify the substance in the presence of the Nurse.  The pharmacist will place each returned item in a security envelope with the nomenclature, prescription number and quantity (if appropriate), date and sign the envelope in the presence of the Nurse.  Paperwork will be attached to the envelope containing the drugs, which will be maintained in the Pharmacy vault separate from current drug stocks.

i.  The pharmacist will date and sign receipt of controlled substance on the original and duplicate VAF 10-2321 (or electronic equivalent).  The original will be returned to the Nurse as receipt for the drug.  The duplicate 10-2321 and 10-2638 (or electronic equivalent) will be returned by Pharmacy.

j.  Findings of the inspections will be reported by memorandum to the facility Director and Pharmacy Manager.

b.  Controlled Substances for Inpatient
1.  Each Schedule II, III, IV, and V narcotic controlled substance and alcoholic beverage requires a VAF 10-2321 (or electronic equivalent) form with an original signature by a privileged provider.

2.  Schedule II-V controlled substance and alcoholic beverage will only be dispensed to a nurse with accompanying VA 10-2638 (or electronic equivalent).  Security requires double locked access of these items.

3.  No outpatient pass or discharge order for controlled substance may be faxed. An original signature is required.

4.  VAF 10-2321 (or electronic equivalent) will be signed for and dated when a controlled substance is delivered to an area or picked up from Pharmacy.  The “Narcotic Dispensing/Receiving Report” will be maintained in the Pharmacy vault for 3 years.  

5.  Controlled Substance Inspecting Officials, during monthly inspections will randomly check VAF 10-2638 (or electronic equivalent) entries against patient chart.

c.  Controlled Substances for Outpatient
1.  VAF 10-2577D (or electronic equivalent) is required for all controlled substance orders for outpatient.  Providers writing outpatient prescriptions for any controlled drug (Schedule II, III, IV and V) will abide by regulations prescribed by the Drug Enforcement Agency (DEA).  These regulations require the prescribed to include, in addition to the medication order, the following on all such prescriptions:  

a.  Legal signature of the prescriber (no initials or rubber stamp permitted);

b.  Prescriber’s name stamped, typed or handprinted immediately beside or below the signature;

c.  Prescriber’s DEA registration number – this number may be one that the prescriber has obtained directly from DEA or one that has been assigned to the prescriber by Pharmacy Service;

2.  Prescriptions will not be filled if more than 7 days prior to dispensing action.

3.  Outpatient prescriptions for Schedule II substances and Schedule II narcotics are not refillable.  Alcohols cannot be prescribed for outpatients.  Schedule III-V may be filled with a 30-day supply and five refills except where explicitly exempted by law or regulation; Schedule II narcotics may be filled with a 30-day supply and no refills.

4.  The label of any drug listed as a “controlled substance” in Schedule II, III, IV or V of the Controlled Substance will, when dispensed, contain the following wording:  CAUTION:  Federal Law Prohibits the transfer of this drug to any person other than the patient for whom it was prescribed.”

5.  Outpatient controlled substances awaiting patient pickup will be stored in a locked area.

6.  Pharmacy will verify the identity of the person picking up the medication.  The person picking up the prescription will sign the back of the prescription or designated log book.

d.  Controlled Substances Discrepancies/Security/Record Keeping

1.  A supply of VAF 10-2577D (prescription pads) will be secured in the Pharmacy vault for distribution to providers.  These pads are to be dispensed to providers who will assume responsibility for security at the time of receipt.

2.  Access to Pharmacy Controlled Substance drug storage area is restricted to authorized Pharmacy personnel.

3.  Controlled substances will be secured by a double lock on ward/clinic areas and a record of receipt of and dispensation of these agents will be maintained on VAF 10-2638 (or electronic equivalent).

4.  Controlled substances delivered to areas outside pharmacy areas will be inventoried by the receiving registered nurse to ascertain any discrepancy.  If discrepancies exist, a report must be made to the Pharmacy Supervisor.  If the discrepancy is not resolved, the Supervisor will report the incident to the facility Director.

e.  Receipt of Controlled Substances

1.  Pharmacy will order necessary controlled substances by approved mechanism.  Copies of all C-II controlled substance invoices will be reviewed by the receiving pharmacy staff and A&MM staff as appropriate.  Each receiving and dispensing action will be entered into the VISTA computer system to maintain a perpetual inventory of the controlled substances.

4.  RESPONSIBILITY:

a.  Network Pharmacy Manager is responsible that all Federal Laws and VA requirements are adhered to within the scope of pharmacy criteria with regard to controlled substance receipt, record keeping, dispensing and destruction.

b.  Controlled Substance Inspecting Officials, as designated by the facility Director, will act on behalf of the facility Director and are responsible to conduct inspections on a monthly basis and report findings to the facility Director.

c.  Nursing is responsible for receiving, inventorying for accuracy and securing controlled substances in a double-locked area.  Nursing is responsible for accurate record keeping of receipt and dispensing of controlled substances as well as inventorying and certifying balances between shifts.

d.  Acquisition and Materiels Management Service is responsible for providing a timely review of all invoices and DEA forms for C-II agents.  

5.  REFERENCES:

a.  VA Manual M-1, Part I

b.  VA Manual M-1, Part VII

c.  M-2, Part 1, Code of Federal Regulations 21, Part 1300-End

d.  JCAHO Accreditation Manual for Hospitals

e.  M-2, Part VII, Chapter 5

6.  RESCISSIONS:  None.

7.  FOLLOW-UP RESPONSIBILITY:  George Knight, R.Ph., VISN Pharmacy/PBM Manager, (315) 425-3756.

8.  AUTOMATIC RESCISSION DATE:  July 31, 2006.

Signed 8/18/03//

WILLIAM F. FEELEY

Network Director

DISTRIBUTION:   VISN 2 Network Website



        VISN 2 Medical Centers



        VISN 2 Care Line Managers







1

