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The self-study lesson on this central service topic
was developed by STERIS. The lessons are ad-
ministered by KSR Publishing, Inc.

Earn CEUs

The series can assist readers in maintaining their
CS certification. After careful study of the lesson,
complete the examination at the end of this sec-
tion. Mail the complete examination and scoring
fee to Healthcare Purchasing News for grading.
We will notify you if you have a passing score of
70 percent or higher, and you will receive a cer-
tificate of completion within 30 days. Previous
lessons are available on the Internet at
www.hpnonline.com.

Certification

The CBSPD (Certification Board for Sterile Process-
ing and Distribution) has pre-approved this in-ser-
vice for one-half (0.5) contact hour for a period
of five (5) years from the date of original publica-
tion. Successful completion of the lesson and post
test must be documented by facility management
and those records maintained by the individual
until re-certification is required. DO NOT SEND
LESSON OR TEST TO CBSPD.

For additional information regarding certification
contact CBSPD - 148 Main Street, Suite B-1, Leba-
non, NJ 08833 (www.sterileprocessing.org). For
more information direct any questions to Healthcare
Purchasing News (941) 927-9345, ext 202.

Learning Objectives

1. Discuss the regulatory bodies
involved with disinfection in
healthcare environments

2. Explain the various classes,
types and applications of
disinfectant chemicals used in these
environments

3. Explain the important elements

and information found on chemistry
labeling
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Labels - They're not just
window dressing

by Myrna Kauffman, RN, CNOR

very day, personnel in healthcare fa-
Ecilities work with cleaning chemis-

tries to clean environmental surfaces,
medical and surgical instruments, and pa-
tient use devices and equipment. The clean-
ing chemistries used in these facilities are
different from the cleaning chemistries that
we use in our homes, for good reason. They
must be proven disinfectants with the ca-
pability to eliminate the types and levels of
potential contamination found in healthcare
centers. Often, this means that they are more
concentrated and caustic than household
cleaners, and require regulation and care-
ful handling. For this reason, and because
human health depends on it, central ser-
vice/processing and environmental ser-
vices staffs must have a thorough knowl-
edge of proper cleaning and disinfection
processes and of the products used in those
processes.

Disinfectant classifications
Environmental cleaners are germicidal
products used to clean all surfaces (inside
or outside of healthcare facilities) other
than surgical instruments. These are gen-
erally divided into two groups; limited ef-
ficacy disinfectants and general disinfec-
tants. The limited efficacy disinfectant
category applies to the germicides that kill
either gram-positive or gram-negative
bacteria. This disinfectant category in-
cludes products generally found on su-
permarket shelves that would not be used
in a healthcare facility. The general disin-
fectant category applies to a product that
kills both gram-positive and gram-nega-
tive bacteria.

Regulating healthcare
chemistries

The primary regulatory agencies that in-
fluence the use of germicidal chemistries
in healthcare facilities are the Occupa-
tional Safety and Health Administration
(OSHA), the Food and Drug Administra-
tion (FDA) and the Environmental Pro-
tection Agency (EPA). Each of these regu-
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latory agencies has different responsibili-
ties, although FDA and EPA work closely
to regulate liquid chemical germicides.

OSHA is interested in the regulation and
proper use of germicidal cleaners to pro-
tect healthcare employees. Their goal is to
minimize the risk of work-related exposure
to potentially hazardous chemicals and to
protect patients and visitors from exposure
to pathogenic microorganisms.

FDA is involved with germicides to as-
sure proper and effective cleaning, disin-
fection and sterilization of reusable medi-
cal devices. FDA considers liquid chemical
germicides used for this purpose to be
medical devices that are subject to the
same review, testing and diligence as any
other medical device.

EPA is interested in the proper regis-
tration, labeling and manufacturing of
germicides to ensure that the product’s
disinfection and/or sterilization claims
are clear and validated through testing.

A hospital-grade disinfectant is consid-
ered to be the strongest disinfectant used
in healthcare facilities on environmental
surfaces. All hospital-grade disinfectants
must be registered with EPA, which re-
views all the test data, labeling and prod-
uct formulation to make sure that the
chemistry or formulation meets the mini-
mum requirements and any additional
claims the manufacturer has made. The
hospital-grade disinfectants that have met
the minimum requirement, which is the
ability to kill Staphylococcus aureus, Salmo-
nella choleraisius, and Pseudomonas
aeruginosa, provide low-level disinfection.
The hospital-grade disinfectants that have
an additional tuberculocidal activity claim
provide intermediate-level disinfection.

Instrument cleaning products, another
type of chemistry found in all hospitals,
are usually detergents or enzymatic for-
mulations. They are designed to remove
bioburden and soils of various types from
the surfaces of surgical instruments and
devices. These types of chemistries typi-
cally do not have germicidal claims.
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Different purposes and
applications

In addition to understanding the classes of
chemicals, hospital staff must know how to
use them. Hospital surfaces such as floors,
walls, countertops, light fixtures, furniture
and patient care-related equipment can and
do serve as intermediate hosts to both
pathogenic and opportunistic microorgan-
isms. These surfaces are considered a pos-
sible source of healthcare-associated infec-
tions and must be decontaminated with an
appropriate disinfecting chemistry. In ad-
dition, different areas of the healthcare fa-
cility require different levels of decontami-
nation. For example, a lobby bench may
require a lower level of disinfection than the
floor of an infected patient’s room or an
operating room.

Since there is no one-type-fits-all chemis-
try for all applications in hospitals, there is
a lot to know about the multitude of prod-
ucts in use. It is critical for environmental
staff to understand the properties and ap-
propriate uses and handling of all the chem-
istries and formulations being used in their
healthcare center, for several important rea-
sons. The first is to ensure the safety of the
first people to come into contact with the
chemicals - hospital personnel. Then, when
they’re being applied, it's to maintain the
integrity of hospital surfaces and devices,
while effectively disinfecting them. Ulti-
mately, it's to assure the safety of the
facility’s patients.

Labels are a robust resource

The labels on healthcare cleaning and dis-
infection formulations are regulated by
EPA. To comply with the EPA require-
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ments, the label must be clear and readily
understood. The statements on the label
must be accurate without any false claims
and they must distinguish between man-
datory and recommended action. Because
they are so carefully prepared and thor-
oughly reviewed, the labeling on an EPA-
registered germicidal cleaner provides an
enormous amount of valuable information
for the user.

Below is a list of the important informa-
tion that should be available to hospital staff
on every EPA-regulated label:

EPA Registration Number

A number is assigned to a product when it
is registered with EPA. If this number does
not appear on the front of the product la-
bel, it means that the product is not regis-
tered with EPA. The registration number
shows that EPA has reviewed the product
data and has determined that the product
can be used with minimal risk if the direc-
tions for use are followed.

Active Ingredients

An active ingredient is known or proven to
be responsible for killing microorganisms.
All active ingredients must be listed by their
proper chemical name and the percentage
that exists in the product.

Inert Ingredients
The inert ingredients do not have an ac-

tive role in the killing of microorganisms
and do not have to be listed on the label.
Only the percentage of inert ingredients
in the germicide must be listed. The inert
ingredients are usually added to serve
other purposes, such as assisting in dis-

EPA Est. 1130-IL-1

EPA Reg. No. 7T0144-1-1043 Product Made in LS A

solving the active ingredient or affecting
how the product works.

Precautionary Statements:

The precautionary statement lists all the in-
formation regarding the hazardous nature
of the germicidal chemistry or sterilant.
Here you will also find the directions for
use, proper disposal methods, first-aid in-
structions, and general information for stor-
age.

The directions for use are specific as to
the dilution rate, time and temperature for
greatest efficacy, and the appropriate pro-
tective clothing, masks, goggles to wear to
reduce the risk of injury. The proper stor-
age conditions section explains what actions
and environmental conditions will help
maintain the product until it is used and
instructs on appropriate disposal of the di-
luted chemistry, any unused portion and
the empty container. The first aid recom-
mendations will detail proper action if
someone has accidentally swallowed or had
the chemistry splash on their skin or into
their eyes. It may even have a “note to phy-
sicians” that will provide doctors with spe-
cific medical information.

Efficacy
The efficacy statement must list the specific
microorganisms that the product was suc-
cessfully tested against. If the product was
tested under adverse conditions, e.g.: hard
water and/or 5% serum, this information
may also appear on the label. This is good
to know, especially if your facility has hard
water or performs a lot of orthopedic sur-
geries, for example.

See SELF-STUDY on page 32
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Warranty Statement

The warranty statement is intended to limit a
company’s liability or as a warranty for the prod-
uct. The label will often have the manufacturer’s
name, address and telephone number in case of
any questions that might arise during the use of
the product.

Know thy chemistry
Staff can learn a great deal about EPA-registered
chemistries by reading their labels and follow-
ing all directions for use. In fact, there are impor-
tant benefits to being a chemistry know-it-all.

For example, proper use of label-recom-
mended PPE and handling will protect every-
one who must handle the chemistry while it is
in the facility. Following label directions on
proper dilution, application and exposure time
on surfaces will yield the assurance that you
have safely and effectively removed microor-
ganisms and other soils, and thereby protected
patients and reduced the risk of cross-contami-
nation. Following label instructions for proper
storage will protect your supply-chain invest-
ment and optimize the useful life of these hos-
pital-grade formulated products.

The more you know and understand, the more
effective you will be at using these products and
the better the results can be for your facility. HPN
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Labels — They're not just window dressing

Circle the one correct answer:

1. To achieve a low level disinfection claim, a manufacturer must show the chemistry’s
ability to kill Staphylococcus aureus, Salmonella choleraisius, and Pseudomonas
aeruginosa.

a. True b. False

2. To achieve an intermediate level disinfection claim, a manufacturer must show that the
chemistry has the ability to:
a.  Kill Staphylococcus aureus
¢.  Be tuberculocidal
e.  All of the above

b. Kill Salmonella choleraisius
d. Kill Pseudomonas aeruginosa

3. The same cleaning chemistries can be used in all areas of the hospital.
a. True b. False

4. A registered chemistry must have a number from which of the following government

agencies?
a. FDA b. OSHA c. EPA d. None of the above
5. Statements made on a label must distinguish between recommended and mandatory
actions.
a. True b. False

6. All of the following in a disinfection cleaning chemistry must be listed on the label:
a.  Active ingredients by name b. Inert ingredients by name
¢.  Percentage of inert ingredients d. Aand C

7. Which of the following government agency/agencies is concerned with the healthcare
workers safety when using disinfecting chemistries?
a. FDA b. OSHA c. EPA
d.  None of the above e. All of the above

G2

The enzyme instrument cleaning chemistries that are used to clean surgical instruments
and devices usually have germicidal claims.
a.  True b. False

=

Information found with the Precautionary Statements includes:
a.  The directions for use b. Exposure time needed
¢.  Dilution rate d. The temperature required to achieve maximum efficacy
e.  All of the above f. None of the above

10. The limited efficacy disinfectants kill both gram-positive and gram-negative bacteria.
a. True b. False
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