SAMPLE POLICY


LEGAL NOTICE/DISCLAIMER

The information contained in this document does not establish a standard of care, nor does it constitute legal advice. The information is for general informational purposes only and is written from a risk management perspective to aid in reducing professional liability exposure. Please review this document for applicability to your specific practice. You are encouraged to consult with your personal attorney for legal advice, as specific legal requirements may vary from state to state.
[OFFICE NAME]

SUBJECT:

Drug Samples

PURPOSE: 

To provide a consistent and safe method of receiving, storing, and dispensing medication samples; to provide a system that allows for the recall of any medication in a timely manner; to ensure the supply of samples is secured and safe; to ensure compliance with state and federal regulations and laws; and to ensure samples are dispensed safely by authorized personnel.

POLICY:

[NAME OF OFFICE PRACTICE] may accept medication samples as approved by practice physicians. Sample drugs are intended for short-term use by patients and may be distributed to patients only upon receipt of an order by a licensed physician or other person with legal prescribing authority. Designated office staff members are responsible for proper storage, distribution, labeling, documentation, maintenance, and recording of the medication samples.

PERFORMED BY:
Physicians, Nurse Practitioners, PAs, [Other staff members authorized to dispense drugs in accordance with state and federal laws/regulations], Samples Coordinator (RN, LPN)

PROCEDURE:

Samples Coordinator

1. The samples coordinator is responsible for educating office personnel regarding the Sample Drugs policy, for facilitating compliance with the policy, and for the security of the sample drugs.
Receipt of Samples

2. Pharmaceutical Sales Representatives wishing to provide sample drugs must first receive approval from a physician prior to leaving the samples. 

3. Upon delivery of sample drugs, a “Drug Sample Log Sheet” will be completed by the Samples Coordinator to document the date, drug name, lot number, expiration date, and quantity received. The authorizing physician will initial the “Drug Sample Log Sheet”. 

4. A “Drug Sample Log Sheet” will be completed for each drug and strength.

5. Samples are not to be left unattended and are to be immediately stored.

Storage of Samples

6. All samples will be stored in a locked/secured area following the storage specifications from the manufacturer.

7. Access to the sample drugs will be limited to physicians and staff members authorized to dispense medications in accordance with state and federal laws.

8. Pharmaceutical Sales Representatives are NOT allowed to access the storage area(s) at any time.

Dispensing of Samples

9. Drug samples may only be dispensed upon a complete medication order by a physician (and/or other person licensed to prescribe medications). The medication order must include the drug name, strength, dosage form, dose, and frequency of administration. The order, and the fact that drug samples were given to the patient, will be documented in the patient’s medical record and included in the patient’s medication list. 
10. Office staff authorized to dispense drugs in accordance with state and federal laws will retrieve the drug samples from storage; check for expiration date; and document the date dispensed, medical record number, quantity dispensed, and initials of person dispensing the sample on the appropriate Drug Sample Log Sheet.  

11. The drug samples will be appropriately labeled with the patient’s name, date, drug name, drug strength, amount, dose, instructions, any necessary cautionary statements (e.g., take with food, may cause drowsiness), and physician’s name and address [or other information required by state regulations]. The label should be affixed so as not to cover the drug name, drug strength, lot number, expiration date, or other critical information, such as storage instructions. Multiple units of the same drug may be placed in a single bag or box with an appropriate label affixed.
12. The patient will be appropriately educated regarding the drug and the instructions/education will be documented in the patient’s medical record.

Monitoring

13. Drug sample inventory will be monitored monthly by the Samples Coordinator. Outdated medications will be removed and subtracted from the Drug Sample Log Sheet and properly packaged for incineration/destruction. The number of sample medications in storage will be counted and compared to the balance on the Drug Sample Log Sheets. The ending balance on the medication log should coincide with the amount of medication in sample storage.

14. All manufacturer recalls must be brought to the attention of the Samples Coordinator who will check to see if the recalled drug/lot number was received into stock. If so, all recalled drug samples will be removed from inventory and subtracted from the Drug Sample Log Sheet. Any patients who received recalled medications will be notified by the patient’s physician, and documentation of the notification will be maintained in the patient’s medical record. Recalled drugs may be returned to the manufacturer or properly packaged for incineration/destruction.

Drug Sample Log Sheet (Example)
Drug Name: 
      Amoxil                  


Drug Strength: 
500 milligram tablets  

	Date
	Lot #
	Exp. Date
	Quantity

(#  pills or individual containers)
	+ / -

(Added/

Removed from inventory)


	Physician/

Prescriber
	Med. Record #, R (received into inventory), or

E  (expired/ removed from inventory)
	Balance
	Initials

	1/15/15
	12345
	6/30/15
	160
	+
	Smith
	R
	160
	bgb

	1/17/15
	12345
	6/30/15
	8
	-
	Smith
	W092345
	152
	bgb

	1/30/15
	
	
	
	
	
	Checked supply cabinet
	152
	bgb

	2/20/15
	12345
	6/30/15
	8
	-
	Jones
	P123132
	144
	bgb

	2/28/15
	
	
	
	
	
	Checked supply cabinet
	144
	bgb

	3/15/13
	12345
	6/30/15
	8
	-
	Jones
	U072162
	136
	bgb

	3/22/15
	12345
	6/30/15
	8
	-
	Jones
	T082480
	128
	bgb

	3/30/15
	
	
	
	
	
	Checked supply cabinet
	128
	bgb

	4/1/15
	45678
	12/30/15
	80
	+
	Smith
	R
	208
	bgb

	4/30/15
	
	
	
	
	
	Checked supply cabinet
	208
	bgb

	5/20/15
	12345
	6/30/15
	8
	-
	Smith
	S031490
	200
	bgb

	5/30/15
	12345
	6/30/15
	120
	-
	n/a
	E
	80
	bgb

	5/30/15
	
	
	
	
	
	Checked supply cabinet
	80
	bgb

	6/2/15
	45678
	7/2/15
	8
	-
	Smith
	Y092076
	72
	bgb

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


Drug Sample Log Sheet

Drug Name: 
__________________________


Drug Strength: 
__________________________

	Date
	Lot #
	Exp. Date
	Quantity

(#  pills or individual containers)
	+ / -

(Added/

Removed from inventory)


	Physician/

Prescriber
	Med. Record #, R (received into inventory), or

E  (expired/ removed from inventory)
	Balance
	Initials
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