
OCT-04-1999 NON 01:45 PM TX STATE BRD OF PHARMACY FAX NO. 5123059082 P. 02 

-RECEIVED 
\ OCT - 4 1ggg 

TEXAS STATE BOAiD 

Opinion Co/jjmieee 

OF P-cY 

October 4,1999 
‘~-~-’ : ,, y # & -4 ID g- 

’ I3 

7 

!.! 
Elizabeth Robinson c g/IQ 3 4 mI\~~I) 
Chairman, Opinions Committee 
Of&c of the Attorney General 

Wi 04 lggg 

P.O. Box 12548 
Austin, Texas 7871 l-2548 

.RQ 

opinion CocJ~~~~ee 

Dear Ms. Robinson: - ma\- 
Y 

The Texas State Board of Pharmacy (Eioard) requests an opinton regarding 
the use of an automated dispensing system at a facility which does not have a 
valid pharmacy license, such as a nursing home, and the dispensing of controlled 
substances and/or dangerous drugs through the use of such a system by a 
pharmacist not physically located at the facility. 

The automated dispensing system is a machine, which is designed to 
mcchsnically sort and then individually label and package oral medications for 
administration to patients in long-term cam facilities (i.e., nursing homes). A 
licensed pharmacist would load the machine with bulk medications, A nurse at a 
nursing home would input a prescription order into an on-site computer. Then a 
pharmacist at an off-site pharmacy would review the prescription order with the 
patient’s medication record. When the rcvicw is complete, the pharmacist would 
send the order to .the automated dispensing system at the nursing home and 
instmct the machine to prepare and dispense the prescription for the patient. 
Access to the bulk medications contained in the automated dispensing syslem 
other than lhose dispensed would be limited to a licensed pharmacist 

Thus, the question posed by the Board is two-fold: 

1, Under the provisions of the Texas Dangerous Drug Act, Chapter 
483, Health and Safety Code, and the Texas Controlled Substances Act, Chapter 
481, Health and Safety Code, may a pharmacy store bulk unlabeled dangerous 
drugs and/or controlled substances in an automated dispensing system al a 
facility. such as a nursing home, if this facility is not licensed ss a pharmacy and 
is at a location other than the licensed pharmacy? 
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2. If bulk unlabeled dangerous drugs and/or controlled substances 
may be stored in such a system, does a pharmacist have to be physically present at 
the facility where tbc automated dispensing system is localed when a prescription 
is dispensed using the system? 

Currently, dangerous drugs and ControUcd substances for a patient in a 
nursing home are handled as follows: 

&s Di.snensed by a Liccnsem 

Most dangerous drugs and controlled substances in a nursing home are drugs that 
a pharmacy has dispensed and lab&xl for a specific patient of the nursing home. 
Generally the nursing home obtains these drugs as follows: 

(1) 

(2) 

A proscription drug order is oalled or faxed to a pharmacy. 

The order is tilled by a pharmacist in the pharmacy and the medication is 
placed in an appropriate container which is Iabeled for the specific patient. 

(3) The order is then delivered to the nursing home whcrc it is placed in a 
scoured medication catt or area 

(4) The medication is then administcrcd to the patient according to the 
physician’s instruction by a nurse or m&cation aid. 

&&&m&U&stances or L&nvcrous Dru~for 

(1) Controlled Substm Scction 242.161 of the Health and Safety Code 
allows a nursing home (Long-Term Care Facility) lo maintain a supply of 
bulk controlled substances for a r&dent’s emergency medical needs In an 
cmcrgcncy medication kit. The facility is required to obtain a conlrollcd 
substance registration with the Texas Department of Public Salbty and 
comply with rules adopted by the Texas Dcpartmcnt of Hcahh which 
specify the augment, type and proccdtirc for use of the controlled 
substances in the cmcrgcncy medication kit. 

mus Dw Section 19.1510 ofTitle 40 of the Texas Administrative 
Godo allows a physician to maintain a supply of bulk dangerous drugs for 
the emergency medical needs of the residents in a nursing home facility. 
These drugs are considered the physician’s drugs but are kept for use in an 
emergency. 
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A lawsuit has been filed against the Board by KVM Technologies, Inc., 
the manufacturer of the Envoy Automated Medication System, a machine which 
opcratcs according to the above-menlioned process, and by Charles Ashy, R.Ph., a 
licensed pharmacist. The plaintiffs rcquost that the applicable regulations of Ihe 
Board be declared as invalid or altcrnativcly not applicable to plaintiffs in their 
operation of the Envoy System. Howcvcr. the parties have agrccxl to abate the 
proceedings for a period of appmximatcly GO days and allow for an Attorney 
General’s opinion In light of the abatement, the Board and KVM Tcchnologics 
and Mr. Ashy jointly requost the Attomcy General to rcndcr an opinion as 
expeditiously as possible. 

I have attached a letter written by the former General Counsel of the 
Board, Cynthia Villareal-Reyna, which outlines in detail the applicable statutory 
provisions and rules governing this issue. 

Please do not hesitate to contact mo at 302-8026, or Kerstin Arnold, 
General Counsel, at 3058035 if you have any tin&r qncstions. 

Board Mcrnbers 

Steve Dillawn, Attorney for KVM Technologies, Inc. 


