Subject:  Drug Distribution

Guidelines for Dispensing of Pharmaceuticals

Purpose:  To assure compliance to the rules and regulations as set by the Medical Board of California and the Board of  Pharmacy

Policy:  Physicians who dispense drugs to their patients must satisfy certain sections of the State and Federal Laws and Regulations that govern the dispensing of drugs from physicians' offices.

These guidelines apply to samples distributed by pharmaceutical representatives as well as physician purchased drugs.  When repackaging is done, standards for good manufacturing practice must be maintained.

Procedure:  The following requirements are the minimum standard which must be complied with.

A.  Furnishing of Prescription Drugs

1.  A physician may furnish his or her own patients with drugs that "are necessary in the treatment of the condition" for which the physician is treating the patient.  Drugs may not be furnished by a nurse or attendant (B&P section 4051, H&S Section 26666).

2.  Physicians in group practice may not dispense drugs from a common stock.  Physicians cannot dispense drugs to patients when they are prescribed by another patient.

3. Each physician must maintain an accurate log of all drugs furnished and must furnish the drugs personally.  (B&P 4051).  The amount of drugs purchased and dispensed to patients must be recorded and should balance.  (B&P 4051)

The information in the log must be recorded in the patients medical records so that they can be cross referenced.

4.  The records must be maintained and be open to inspection for at least three (3) years from the date when the sale, purchase or dispensing took place.  Also a current inventory must be kept by every physician (B&P Section 4232)

B.  Controlled Substance - Schedules II-V

1.  Any physician who dispenses controlled substances on Schedules II through V must meet all the labeling and record keeping requirements listed for the dispensing of prescription drugs.  (H&S Sections 1190 and 1191: 21 CFR 1304.03)

2.  Physicians must maintain a complete and accurate inventory of all controlled substances on hand.  This inventory in written form must include:

a.  the name, address and DEA registration number of the registrant

b.  the date and time the inventory is taken (i.e., at the opening or closing of business on the date of the inventory)

c.  the name of each substance

d.  the finished form of each substance (e.g., 10 milligram tablet or 10 milligram concentration per fluid ounce or milliliter)

e. the number of units or volume of each finished form in each commercial container

f.  the number of commercial containers on hand at the time of the inventory (21 CFR 1304.12 and 1304.15)

3. Any physician who dispenses controlled substances must take a physical inventory of all stocks of these substances on hand as of the date he/she begins dispensing.  If no substances are on hand at the initial inventory, a zero inventory should be recorded.  (21 CFR 1304.12)  A new inventory of all controlled substances on hand must be taken every two years from the date of the initial inventory.  The inventory must be maintained at the location appearing on the registration certificate for at least two years.  (21 CFR 1304.12 AND 1304.13)

4.  The inventory and records of sale, purchasing, and dispensing of controlled substances in Schedules III, IV and V must be maintained separately or in such a form that the information is readily retrievable from all other records.  (21 CFR 1304.04)  

The dispensing log for all controlled substances in Schedules III, IV and V should contain the written or typewritten name or the initials of the dispenser in addition to the previously mentioned information required for the dispensing of all prescription drugs.  

(21 CFR 1304.24)  All inventory records must be kept for at least two years from the date of inventory under federal law.  (21 CFR 1305.15)  Under state law all records of sale, purchasing, and dispensing of prescription drugs must be preserved for at 

least three years (B&P Section 4232)  Prudent medical practice would suggest keeping these records even longer than required.  All records must be open to inspection by Drug Enforcement Administration and state officials (21 CFT 1304.15, B&P Section 4232).

C.  Schedule II Controlled Substances

Several requirements apply only to the dispensing of Schedule II controlled substances.

These are:

1.  Physicians may dispense to their patients up to a 72 hours supply of a Schedule II controlled substance when the patient is not expected to require any additional amount of the substance beyond the 72 hours.  (H&S Section 11158)

2. Any physician who dispenses a Schedule II drug must prepare an official triplicate prescription form and send a copy to the State Department of Justice - Bureau of Narcotic Enforcement.  (H&S Section 11164)

3.  The physician must maintain the inventories and all other records concerning Schedule II drugs separately from all other records.  (21 CFR 1304.04) CP

D.  Storage of Prescription Drugs

1.  Prescription drugs and medical devices must be stored at recommended temperatures.  (some products require refrigeration 36-46 F (2-8C)

2.  The pharmaceuticals must be stored in a locked room or cabinet and only employees legally authorized to dispense must have access to the room/cabinet.

E.  Expired Drugs and Drug recalls

The physician/pharmacist shall perform inspections (recommended at least monthly) regularly to remove expired drugs and products that have been recalled by the manufacturers.  No expired or recalled drugs shall be dispensed to patients.

F.  Containers

Under State and Federal Laws pharmaceuticals should be dispensed in special child resistant containers (unless patient requests otherwise).  (H&S Section 30009 15 USC 1472 and 1473).  The container should be impervious to water.

G.  Prescription Label

The container for the furnishing of pharmaceuticals by a physician must be labeled with all of the following information:

1.  trade name of drug or generic name and manufacturers name (Preparations with two or more active ingredients may be identified by brand or commonly used name of principle active ingredients)

2.  directions for use of drug

3.  name of patient

4.  name of prescriber

5.  date of issue

6.  name and address of furnisher

7.  strength of drug or drugs dispensed

8.  quantity of drug or drugs dispensed

9.  expiration date of effectiveness of drug (if included on the original manufacturers label)

(B&P Sections 4228 and 4047.5, H&S Sections 26662 and 26666)

Affix appropriate auxiliary labels whenever possible.

H.  Storage of Oral Trivalent Polio Vaccine

Store Oral Trivalent Polio Vaccine in Freezer for maximum shelf life.

To maintain its potency, it is necessary to store this vaccine at a temperature which will maintain ice continuously in a solid state.  This vaccine may remain fluid at temperatures above - 14 degrees C (+7 degrees F) because of its sorbitol content, hence it can 

be maintained continuously in the freezer.  However, if the vaccine is frozen, it must be completely thawed prior to use.  A container of vaccine that has been frozen and then is thawed may be carried through a maximum of 10 freeze-thaw cycles, provided the temperature does not exceed 8 degrees C (46 degrees F) during period of thaw and provided the total cumulative duration of thawing.  The record shall include dates and the number of hours required to thaw the vaccine each time.

If the 24-hour period is exceeded, the vaccine then must be used within 30 days, during which time it must be stored at a temperature between 2 degrees to 8 degrees C (36 degrees to 46 degrees F)

NOTE:  Thaw vaccine in refrigerator.

