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ULS, Pharmacopeia (LSP), ASHE, the State Boards of Pharmacy, JCAHO and the FDA are

all working together o forever change the standards by which your pharmacy compounds

sterile preparations,

On January 1se of 2004, USE |‘|.1|;1||l.]u.'|.l the gmude by which your 11!&.1T|11.||;i¢\ sterle
compounding progam will be evaluated and potennally regulated by...the USP General

Chapter <797> Pharmaceutical Compounding-Sterile Preparations



Iraditional ™ degree corners are less than ideal for space utilization
and ergonomics, BLC, Smith has a solution for the poor performance

of Y0 degree corners. . radivs them!

Especially useful in picking stations and order review areas, radiused
corners encourage better space utilization and they support healthier
ergonomics with more user mendly access to the product being

stored and funcoons being performed,

Unit Dose Picking

The R.C. Smith solunon storage pass thru
module helps manage a sterile environment

while enhancing workflow and efficiency:

The mtegrated ar block shutter allows for easy
and unhindered access to the loading side of
the module (also available with doors). The
design of the soluton storage pass thru module
maturally promotes a First In-Firse Our inven-
tory svstem (FIFOY) and the ware racking has
gravity fed shelving thar is adjustable in heighe,

dividable and is casy to keep sterilized.

The module s also available as a pass thru cart,

rather than the rack.
loading Side

Order Entry/Raview

Anle-dren Side
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In the April 2004 issue of JCAHOS Perspecaves newsletter,
JCAHO announced that they would begin monitoring  for
compliance with USP-797, R.C, Smith recently polled the various
State Boards of Pharmacy and found that most are currently

reviewing USP-797 and will announce their stance on their adop-

Ante Area with PassThru Solution Storage

tion of it in the near future. Rumor on the street is that the FDA s
seriowsly looking at regulating the compliance of USP-797.
Although the final stance and magnitude of enforcement by all
agencies mentioned is yet to be seen, one thing is certain: USP-797

15 real and needs to be addressed and complied with!

The underying objective of USP-797 is a very honorable one that
reads “to prevent harm and fawlity to patients that could resul
from microbial contaminatdon (nonsterility), excessive bacterial
endotoxins, large content errors in the strength of correct ingredients,
and incorrect ingredients in compounded sterile products (CSP%).”
The USP-797 document provides a foundation for procedures and
practices required to best promote the safe preparation of CSP5 in
three risk levels, classified according to the potential for microbial,

chemical and physical contamination.

To be in compliance with USP-797, it is vital that a proper physical
layour of the sterile preparation area is achieved and that proper
equipment i utilized, maintained and monitored. The physical
layour must address such factors as the proper placement and
adjacency of hoods, a buffer area, an ante area, location of stock,
refrigerators/ freezers, the gowning and personnel cleansing loca-
ton, the transfer of products and other related funcdons. In addi-
ton, proper construction materials and techniques must be utilzed
along with an air flow layout that reduces particulates to the classi-
fication level required for the assigned risk level. An important goal
should be to achieve compliance while ar the same tme improving

on functienality, ergonomics and work flow:

The first step to developing a compliant and functional sterile
preparation layout is to acquire a copy of the USP-797 document
and perform a self evaluaton to determine which risk level your
facility will fall into (R.C. Smith has copies available for $25 plus a

£5 postage and processing fee).

To assist pharmacies with the development of a proper physical
layout, R.C. Smith Company has a design ream that can provide
layout options that comply with USP-797 while providing for

optimal functonaliey, workflow and ergonomics.

You may purchase a copy of USP-797 from R.C. Smith for $25 plus a $5 postage
and processing fee. See the order form in this issue of Rx ProjectTalk.



