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During the 1980s and early
1990s, the development of
standards for pharmacy com-

pounding was prompted by the
increasingly early hospital discharges
of patients receiving intravenous ther-
apy and a coincidence of nationwide
injuries and deaths from pharmacy-
compounded injectable preparations.

In 1990, four patients died of
Enterobacter infection from a nonsterile
cardioplegic solution compounded
and sterilized by filtration in a hospital.
In this particular incident, five bottles
of the solution tested were nonsterile,
several subsequent bottles tested were
sterile, and another 93 bottles were dis-
pensed without being tested. In the
same year, two patients became blind
and several others were infected by
Pseudomonas after using indomethacin
eyedrops compounded and sterilized
by autoclaving in a retail pharmacy. As
a result of these tragic events and
enhanced public attention, some FDA
officials began considering banning
some types of pharmacy compound-
ing by regulating compounded prepa-
rations as unapproved new drugs
under the adulteration and misbrand-
ing provisions of the FDC Act.
However, the existence of sterile com-
pounding remains necessary in spite
of the risks.

With the increasing need for sterile
compounding and pressure from the
FDA to address microbial contamina-
tion of compounded products in U.S.
hospitals, several pharmacy organiza-
tions issued practice recommenda-
tions in an effort to provide profession-
al practice assistance to pharmacists
and technicians who compound sterile
preparations. One detailed informa-
tion source specifically related to phar-
maceutical sterile compounding prep-

arations was USP’s Chapter 1206
“Sterile Products for Home Use” in the
United States Pharmacopeia - National
Formulary (USP-NF) in 1995.

The development of USP-NF
Chapter 1206 was stimulated by Reso-
lution No. 5 of the 1985 USP Con-
vention, which urged USP to develop
standards for compounded parenter-

als for home use. The first official pro-
posal of this committee was USP-NF
Chapter 1074, “Dispensing Practices
for Sterile Drug Product Intended for
Home Use,” published in the March-
April 1992 issue of USP’s bimonthly
journal, Pharmacopeial Forum. 

The transformation of USP-NF
Chapter 1206 to 797, from information-
al status (a chapter numbered above
1,000) to required or mandatory stan-
dards (a chapter numbered less than
1,000), began with the June 2000 estab-
lishment of USP Parenteral Prepara-
tions and Compounding Expert Com-
mittee, now called Sterile Com-
pounding Expert Committee, fol-
lowed by the July 13 and 14, 2000,
meeting of the FDA Pharmacy Com-
pounding Advisory Committee. The
requirements of USP General Chapter
797, “Pharmaceutical Compounding -
Sterile Preparations,“ became effective
Jan. 1, 2004, and may be enforced by
the FDA, state boards of pharmacy,
and accreditation organizations. 

The process for revising 797 require-
ments has begun. USP wants input
from healthcare practitioners and
other interested parties regarding the

proposed revisions. The deadline for
providing comments is Aug. 15, 2006.
Historically, USP has solicited stake-
holder input into the standards-setting
process, which is open and transpar-
ent. This participatory approach
strengthens the credibility and au-
thority of USP standards.

USP is committed to broadly dis-
seminating these proposed revisions
to standards for sterile compounding
to increase participation by healthcare
practitioners and other interested par-
ties in the revision/comment process.
USP has also made the proposed revi-
sions available on-line at www.usp.
org.
•View proposed revisions to General
Chapter 797, “Pharmaceutical Com-
pounding - Sterile Preparations” (with
Markup).
•When interpreting revisions in the
Markup version, please refer to the fol-
lowing editing notations: 
– Deletions are presented as a
strikethrough. 
– New content is double-spaced and
presented in larger type. 
– Unchanged text from the official
General Chapter 797 is single-spaced
and appears in 9-point type. 
•View proposed revisions to General
Chapter 797, “Pharmaceutical Com-
pounding - Sterile Preparations”
(without Markup).
•Submit your comments. 

It is the ultimate responsibility of all
personnel who prepare compounded
sterile products to understand these fun-
damental practices and precautions, to
develop and implement appropriate
procedures, and to continually evaluate
these procedures and the quality of the
final products to prevent harm and
fatality to patients who are treated with
compounded sterile preparations.
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