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The Board for Professional and Occupational Regulation (Board), in response a
request by the Board for Barbers and Cosmetology, conducted a study to determine the
need for regulation of estheticians. The Board recommended that further coordinated study
be done with the Department of Health Professions to determine the appropriate regulation
of this and related occupations such as electrology. Based on research and public
comment, the Board has found convincing evidence to support regulation by mandatory
licensure of Estheticians and Electrologists through the Board for Barbers and
Cosmetology with appropriate exemptions. By reason of the evidence presented and duty
to the protection of the health, safety, and welfare of the citizens of the Commonwealth,
the Board for Professional and Occupational Regulation, after collaboration with the
Department of Health Professions, hereby refers these reports to the Governor and
General Assembly. I am pleased to submit the results of these studies to you.

The Board conducted the studies in accordance with Section 54.1-310 of the Code
of Virginia, which gives authority to study and make recommendations to the General
Assembly on the need to regulate professions or occupations and, if so, the degree of
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regulation that should be imposed. Section 54.1-311 B. of the Code of Virginia, states
that whenever the Board determines that a profession or occupation should be regulated,
it shall consider degrees of regulation and shall regulate only to the degree necessary to
fulfill the need for regulation and only upon approval of the General Assembly.

These reports, approved by the Board on November 18, 2002, outline the
findings, conclusions and recommendations of the Board. Members of the Board for
Professional and Occupational Regulation would be pleased to answer any questions you
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L SUMMARY

The Board for Barbers and Cosmetology voted on March 5, 2001, to request the
Board for Professioml and Occupational Regulation (Board) to conduct a study to
determine the need for regulation of estheticians. On November 13, 2001, the Board
recommended that further coordinated study be done with the Department of Health
Professions to determine the appropriate regulation of this and related occupations.

The Board conducted the study in accordance with Section 54.1-310 of the Code of
Virginia which gives authority to study and make recommendations to the General
Assembly on the need to regulate professions or occupations and, if so, the degree of
regulation that should be imposed. Section 54.1-311 B. of the Code of Virginia, states
that whenever the Board determines that a profession or occupation should be regulated,
it shall consider degrees of regulation and shall regulate only to the degree necessary to
fulfill the need for regulation and only upon approval of the General Assembly. In April
2002, the General Assembly established separate licensing categories for wax
technicians, tattooists and body piercers under the Board for Barbers and Cosmetology.

The Board reviewed the competencies and standards of practice for estheticians in
the Commonwealth and other jurisdictions. The study’s objectives were to determine
specialized skills and training, independent judgment required, actual harm and potential
risk for harm to the consumer, the scope of practice, the economic impact of regulation,

other alternatives than state regulation, and the least restrictive level of regulatlon that is

consistent with the protection of the public's health, safety and welfare. -~~~

The Board conducted reviews of general policy literature, federal and states' laws
and regulations, the definition and scope of practice for estheticians, and malpractice
insurance coverage data. In addition three public hearings were conducted to receive
comments from the public on the issue of state regulation

Public comment supported regulation of estheticians but indicated that several
license categories may be needed to encompass the different services provided and the
training and education required to perform these services in a manner that protects the
health, safety, and welfare of the citizens of the Commonwealth.

Based on research and public comment, the Board has found convincing evidence
to support regulation by mandatory licensure of Estheticians through the Board for
Barbers and Cosmetology with appropriate exemptions. By reason of the evidence
presented and duty to the protection of the health, safety, and welfare of the citizens of
the Commonwealth, the Board for Professional and Occupational Regulation, after
collaboration with the Department of Health Professions, hereby refers this report to the
Genera! Assembly and the Governor with copies to the Department of Health Professions
and Board for Barbers and Cosmetology.
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II. INTRODUCTION

A, Background

As directed by the 1988 General Assembly, the Board of Commerce (predecessor
to the Board for Professional and Occupational Regulation) studied the need for licensing
estheticians. After conducting public hearings and reviewing written comments, the
Board of Commerce concluded that the potential for harm necessitated close monitoring,
but recommended no regulatory program be implemented at that time.

Upon consideration of the statutory and regulatory changes resulting from the
merger of the Board for Barbers and the Board of Cosmetology, on December 4, 2000,
the new Board for Barbers and Cosmetology revisited the issue of licensing individuals
who only administer skin or cosmetic treatments and moved to seek advice from the
Office of the Attorney General.

Legal advice from the Assistant Attorney General stated that there is no indication
that, with its 2000 amendments to § 54.1-700 of Code of Virginia, the General Assembly
intended to impose a new licensure requirement for those who only administer skin or
cosmetic treatments separate and apart from the traditional professional practices associated
with barbering, cosmetology, or nail care. On further advice from the Attorney General’s
Office, the Board for Barbers and Cosmetology voted on March 5, 2001, to request the
Board to conduct a study to determine the need br regulation of estheticians. In April
2002, the General Assembly established separate licensing categories for wax
technicians, tattooists and body piercers under the Board for Barbers and Cosmetology.

On November 13, 2001, the Board recommended that further coordinated study be
done with the Department of Health Professions to determine the appropriate regulation of
this and related occupations.

B. Statutory Authority for Study

Section 54.1-310 of the Code of Virginia provides the statutory authority for the
Board to study and make recommendations to the General Assembly on the need to
regulate professions or occupations and, if so, the degree of regulation that should be
imposed.

Pursuant to § 54.1-311 B. of the Code of Virginia, whenever the Board determines
that a profession or occupation should be regulated, it shall consider the following
degrees of regulation and shall regulate only to the degree necessary to fulfill the need for
regulation and on'v upon approval of the General Assembly:

1. Whether the practitioner, if unregulated, performs a service for individuals
involving a hazard to the public health, safety or welfare.
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2. The opinion of a substantial portion of the people who do not practice the
particular profession, trade or occupation on the need for regulation.

3. The number of states which have regulatory provisions similar to those
proposed.

4. Whether there is sufficient demand for the service for which there is no
regulated substitute and this service is required by a substantial portion of
the population.

5. Whether the profession or occupation requires high standards of public

responsibility, character and performance of each individual engaged in
the profession or occupation, as evidenced by established and published
_codes of ethics. :

6. Whether the profession or occupation requires such skill that the public
generally is not qualified to select a competent practitioner without some
assurance that he has met minimum qualifications.

7. Whether the professional or occupational associations do not adequately
protect the public from incompetent, unscrupulous or irresponsible
members of the profession or occupation.

8. Whether current laws which pertain to public health, safety and welfare .

generally are ineffective or inadequate.

9. Whether the characteristics of the profession or occupation make it
_impractical or impossible to prohibit those practices of the profession or
occupation which are detrimental to the public health, safety and welfare.

10.  Whether the practitioner performs a service for others which may have a
detrimental effect on third parties relying on the expert knowledge of the
practitioner.

Section 54.1-2510, of the Code of Virginia provides the statutory authority for the
Board of Health Professions to advise the Governor, General Assembly and the Director of
the Department of Health Professions on matters relating to the regulation or deregulation of
health care professions and occupations.

C. Methodology

The general methodole g of this study was to review the competencies and
standards of practice for estheticians in the Commonwealth and other jurisdictions. Since
resources were not available to conduct criticality scaling, the Board focused its efforts in
determining the answers to the following key questions:
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What specialized skills and training do estheticians possess?
To what degree is independent judgment required in their practice?

What is the documented actual harm and potential risk for harm to the
consumer resulting from the tasks performed and judgments made by these
practitioners?

Is the scope of practice distinguishable from other regulated occupations or
professions?

What would be the .economic impact to the public if this group was
regulated? ‘

Are there altermatives other than state regulation of this occupation that
would adequately protect the public?

If the Board determines that this profession requires state regulation, what is
the least restrictive level that is consistent with the protection of the public's
health, safety and welfare?

To answer the key questions, the following methods were used:

1.

A review of the general policy literature related to the regulation of
estheticians was conducted.

A review of the current relevant federal and states' laws and regulations was
conducted.

A review of the definition and scope of practice for estheticians was
conducted to determine all facets of the knowledge, skills, abilities, and tasks
involved in the practice of this occupationin order to assess the risk of harm
to the consumer.

Malpractice insurance coverage data was reviewed for individuals, salons,
and schools engaged in offering esthetic services or training in conjunction
with other data, to address risk of harm to the consumer and the economic
impact on the practitioner.

Three public hearings were conducted to receive comments from the public
on the issue of the state regulat:_.: of this occupation, including any public
health and safety issues germane to current practices. Relevant health
professional constituents were notified of all hearings and opportunities for
public comment.
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1L FINDINGS
A. The Practice of Esthetics

As defined in Milady’s Standard Comprehensive Training for Estheticians (2002), a
leading educational resource for the esthetics profession, esthetics (aesthetics) is a branch of
anatomical science that deals with the overall health and well-being of the skin, the largest
organ in the human body.

In establishing regulations and licensing programs for esthetics, the definition and
scope of practice for an esthetician varies somewhat from state to state. As an example,
listed below are the definitions for the states of Maryland, Illinois, and Arkansas:

Maryland — To provide an individual for compensation the service of: (1) cleansing,
exercising, massaging, stimulating, or performing any other similar procedure on the
skin or scalp by electrical, mechanical, or any other means; (2) applying to the face
an alcohol, cream, lotion, astringent, or cosmetic preparation; or (3) removing
superfluous hair by the use of a depilatory, tweezers, or wax.

Illinois — Any person who for compensation, whether direct or indirect, including
tips, engages in the following practices: (1) beautifying, massaging, cleansing,
exfoliating the stratum comeum of the epidermis or stimulating the skin of the
human body, except the scalp, by use of cosmetic preparations, body treatments,
body wraps, the use of hydrotherapy, antiseptics, tonics, lotions or creams or any
device, electrical or otherwise, for the care of the skin; (2) applying make-up or
eyelashes to any person, tinting eyelashes and eyebrows and lightening hair on the
body except the scalp; and (3) removing superfluous hair from the body of any
person by the use of depilatories, waxing or tweezers. However, esthetics does not
include services provided by a cosmetologist or electrologist. Estheticians are
prohibited from performing any procedure which may puncture or abrade the skin
below the stratum cormeum of the epidermis or remove closed milia (whiteheads),
which may draw blood or serous body fluid. The term esthetics includes rendering
advice on what is cosmetically appealing, but no person licensed under this Act shall
render advice on what is appropriate medical treatment for diseases of the skin.

Arkansas — Any combination of the following practices: (1) massaging, cleaning, or
stimulating the face, neck, arms, bust, or upper part of the human body by means of
the hands, devices, apparatus, or appliances, with or without the use of cosmetic
preparations, antiseptics, tonics, lotions, and creams; (2) beautifying the face, neck,
arm, bust or upper part of the human body, by use of cosmetic preparations,
antiseptics, tonics, lotions, or creams; (3) removing, temporarily, superfluous hair
from the body of any person by the use of depilatories or by the use of tweezers,
chemical, or preparations or by the use of devices < appliances of any kind or
description, except by the use of light waves, commonly known as rays.
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Nationally, estheticians primarily operate in salons, day spas, and skin care centers,
however, it is also common for estheticians to work within the practices of dermatologists
and plastic surgeons. The Lam School of Advanced Asthetics, an international leader in the
area of training estheticiars, refers to the following three job titles to delineate the scope of

practice for estheticians working in these various settings:

Medical Estheticians — Work together with medical professionals and focus on pre-
and post-operative care for the doctor’s patients. They concentrate on skin problems
such as acne scarring and the preparation as well as after-effects of cosmetic surgery
of the skin. They work primarily with dermatologists and cosmetic surgeons;

Clinical Estheticians — Work independently within a clinical setting such as a skin
care clinic or salon. Although they also perform spa services, they concentrate

mainly on clinical aspects of skin care to produce results for particular skin concerns
such as acne and wrinkled, aging skin;

Spa or Salon Estheticians — Cater primarily for the rejuvenation or relaxation and
focus on the panpering aspect of esthetics.
B. Education and Training

The procedures and modalities that are fairly consistent in the definition and scope

of practice for an esthetician are indicative of the education and training required to . -

demonstrate minimal competence and proficiency in order to provide esthetic services in a
manner that protects the public health, safety, and welfare.

The regulations for all of the states that currently have a licensing program for
- estheticians consist of curriculum requirements that must be met by their licensed schools
and successfully completed by individuals seeking licensure. The following is a list of the
standard subject matter content for the esthetician curriculum mandated by state licensing
boards:

. Laws, rules and regulations governing the profession

. Anatomy, physiology, and analysis of the skin

. Bacteriology

. Conditions of the skin

. Facials

= Skin resurfacing

. Laser therapy
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. Mask therapy

. Nutrition for skin and body care

. Dermatology and cosmetic surgery — basic exposure

. Scar treatments

= Chemistry pertaining to the practice of esthetics

. Body treatments — wraps and masks

. "Health and Safety — (client and practitioner) infectious diseases and viruses

(AIDS, HIV, and Hepatitis B) and hazardous chemicals
- Disinfection and Sanitation
= Aromatherapy
. Electric modalities
- Face and body waxing and depilatories

. Makeup application

. Professional ethics
. Business marketing
. Salon management

In addition to satisfactory completion of education and training in theory, some
states, such as Ohio, require that an individual desiring a skin care (esthetician) license also
complete an internship program mandating hours of technical instruction and practical
operation (performances).

There are currently nine proprietary schools in Virginia that offer an esthetician
training program. These schools are certified and monitored by the Proprietary Division of
the Department of Education. The certificaton process includes curriculum review,
assessment of staff qualifications, and the adequacy of the school’s facility and equipment.
Three of these schools, Yvonne De Vilar Scientific Skin Care, Ltd, Ana Visage Institute,
and The Skin Care Center, all located in the Northern Virginia area, are currently licensew
by Maryland to offer their required 600 hour training program to individuals seeking
licensure in that state. Listed below are the costs for the esthetic programs, including books
and materials, provided by these three schools:
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1. Yvonne De Vilar Scientific Skin Care, Ltd.

600 hours $9,000.00
2. Ana Visage Institute

600 hours $6,500.00

300 hours $4,000.00
3. The Skin Care Center

600 hours $6,150.00

300 hours $4,150.00

150 hours (refresher) $2,950.00

Training and educational opportunities are also made available to estheticians by
professional associations such as the National Coalition of Esthetic & Related Professional
Associations (NCEA) which publishes The Medical Journal for Skin Care Professionals
(PCI). The American Estheticians Education Association publishes Skin Inc., a monthly
magazine dedicated to current issues, trends, and challenges in the skin care industry. These
and other professional associations related to the practice of esthetics also set standards, and
codes of ethics for the industry, however, membership and adherence to these standards are
voluntary.

C. Profile of Industry

The skin care industry has experienced significant growth during the past decade.
Evidence of this growth is apparent in the increasing number of specialty salons, day spas,
and skin care centers that employ estheticians to perform a variety of skin care services.
Such services may include, but are not limited to:

» Microdermabrasion~ mechanical exfoliationof the skin
. Chemical Peel — chemical exfoliation of the skin using glycolic acids
- Laser Resurfacing — use of lasers to vaporize a thin layer of skin and give

new skin a smoother appearance

. Waxing — use of depilatory wax for the removal of hair from the face, arm,
underarm, leg, back, bikini area, and full body

. Skin Analysis — use of methods of skin typing based on appearance,
reactions to external and topical substances, medications, and environment

. Faciak — extraction, hydration, and massage

. Makeup Application
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= Holistic Therapy — aromatherapy, Shiodara, herbalism, Reiki, Lomi Lomi,
Shiatsu, craniosacral massage, reflexology, and polarity therapy

. Cellulite Treatments — stimulation of circulation to eliminate built up
cellulite

= Back Treatments — back facials or back deep cleansing

. Body Wraps and Body Masks — conditioning the skin using remineralizing

and detoxifying wraps and masks consisting of ingredients such as seaweed

. Body Exfoliation — use of dry brushing, salt glow, scrubs, and gommage to
-exfoliate the body ‘

] Metabolic Stimulation — applying specialized products to encourage
metabolic stimulation

Of the first two services listed, microdermabrasion and chemical peels, it is
necessary to point out that both of these exfoliation procedures have often been the subject
of controversy between the esthetic and medical professions. The Esthetics Manufacturers
and Distributors Alliance (EMDA) of the American Beauty Association has recommended
that all exfoliation procedures performed by estheticians be referred to as exfoliations, rather
than peels in order to clarify the domain of the esthetician verses that of the physician.
During an exfoliation procedure, also known as a superficial peeling, performed by an
esthetician, only the stratum @rneum (the outermost layer of the epidermis) is affected.
Any procedure that removes cells beyond the stratum corneum is considered a medical peel
and should only be performed by a dermatologist or plastic surgeon.

The delineation between these two exfoliation procedures, the use of certain levels
of glycolic acids, and the use of instruments associated with the practice, often described as
“sandblasting” equipment for the skin, are some of the issues that the industry and
regulatory agencies have had to closely examine in order to ensure consumer safety.

In advancing its goal to enhance the professional treatment of clients of the
professional beauty industry, EMDA has published “Guidelines for Professional Cosmetic
Resurfacing Exfoliating Procedures™ that have been endorsed by the National Interstate
Council of State Boards of Cosmetology (NIC). The Ohio Board of Cosmetology has
adopted these same guidelines and requires all of its licensees providing microdermabrasion
services to adhere to the guidelines in providing these services.

In addition to endorsing the EMDA guidelines referenced above, the NIC has
published Health and Safety Standards for the industry, based on the potential risks to
clients, practitioners, and students. These standards address blood spill procedures, infection
control, wet disinfection and storage standards.



Board for Professional and Occupational Regulation Page 10 of 18
Estheticians Study (11-18-02)

Many estheticians also provide laser and light-based hair removal except, where
prohibited by law. Alabama, for example, will only allow estheticians certified by the
manufacturer of a device, or under the supervision of a physician, to operate laser and
intense-pulsed light devices. Milady’s Standard Comprehensive Training for Estheticians
textbook provides the following definitions for Laser and light-based hair removal:

= Laser hair removal — (The acronym derived from Light Amplification by
Stimulated Emission of Radiation.) A direct beam of radiation that
penetrates the epidermis creating a photochemical destruction of hair
follicles (photothermolysis).

. Pulsed Light hair removal — The use of energy pulsed light (or photo light) at
intervals of a thousandth to almost a billionth of a second to destroy the vein
of the hair bulb.

Since Virginia does not regulate estheticians, the use of these devices and the risk to
consumers can not be monitored.

Another aspect of the esthetics profession which borders on a practice often
- regulated under medical boards, as is the case in Virginia, is body massage services. The
body massage services are frequently offered by day spas as part of their “Body Services”
package along other services such as body wraps and body masks. One of the leading
educational resources for the esthetics profession, Milady's Standard Comprehensive
Training for Estheticians, points out that licensure for body massage varies from state to
state and that a massage therapist license may be required to offer this service.

According to Robert N. Kretzmer, CIC, Vice President of Inner Harbour Insurance,
Inc., a major provider of insurance coverage for the skin care industry, including
estheticians, esthetic schools, and facilities providing esthetic services since 1980, the
following claims and incidents have been filed against estheticians:

] Skin peels — burns, discoloration and bruising

. Microdermabrasion — burns and bruising

. Waxing — burns and scarring

. Medications — applying chemicals without asking if medications are being
taken

. Skin Care Products — applying without knowing about earlier adverse

reactions to skin care products

. (this is only a limited example of claims reported)
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Referring to his handling of numerous claims related to the esthetics industry, Mr.
Kretzmer states that many of the claims stem from untrained, under trained and unregulated
individuals practicing esthetics. In addition, Kretzmer states that it has and continues to be
his direct experience to find many Virginia Esthetic salons, spas, and schools without the
proper esthetic malpractice lability or those that are performing services for which there is
simply no malpractice coverage under their current policies. Kretzmer points out that this is
a very serious situation because if a claim or incident occurs where a consumer is injured,
there may be no or limited insurance coverage available to assist the injured.

Mr. Kretzmer advised that the current minimum annual premium for general and
malpractice insurance offered by Inner Harbour Insurance for estheticians and esthetic
salons offering standard skin care services (not including microdermabrasion and chemical
peels) is $350.00. This premium provides for coverage in the amount of one million dollars
per occurrence, and one million dollars aggregate for the practitioner or the salon. Kretzmer
advised that since estheticians operate as sole proprietors they are only required to pay
$350.00. For those estheticians and esthetic salons that do offer microdermabrasion and
chemical peel services, or any additional specialty services such as electric steam baths,
electrolysis, and aromatherapy, for example, there is an additional charge per service based
on gross receipts. Mr. Kretzmer advises that the minimum annual premium for general and
malpractice coverage for esthetic schools is $50.00 per student which provides the school
with the same coverage as estheticians and esthetic salons.

D. Regulation of Estheticians in Other States e

At this time, Virginia, Connecticut, Kentucky, and South Dakota are the only
states that do not regulate estheticians.

Since the time of the previous study in 2001, the state of North Carolina has
increased its hours of education from 450 to the national standard of 600. Utah, the most
recent state to enact laws requiring licensure, established a two tier license (1) a basic
esthetics license which requires 600 hours of training and (2) a master esthetics license
which requires an additional 600 hours with a minimum of 200 in lympathic training and
100 in anatomy and physiology.

In Maryland, an esthetician must complete 600 hours of instruction or a twelve
month apprenticeship in licensed salon, and effective March 2002, use or possession of
lasers or microdermabrasion machines in any salon or by any practitioner is prohibited.
South Carolina requires 450 hours of training for estheticians and an esthetic license is not
recognized in a medical practice. The District of Columbia requires 350 hours of training to
be eligible for an estheticians license, and the state of West Virginia requires 600 hours.

Listed below are the mandated training hours, licensing fees, and renewal
requirements for seven states surrounding Virginia:



Board for Professional and Occupational Regulation Page 12 of 18
Estheticians Study (11-18-02)

1. District of Columbia
250 hours $305.00 Biennial

2. Maryland
600 hours or 12 month apprenticeship $25.00 Biennial

3. Delaware
600 hours $28.20 Biennial

4, North Carolina
600 hours $10.00 Annual

5. Pennsylvania
300 hours -$21.00 Biennial

6. South Carolina
450 hours ) $15.00 Annual

7. West Virginia
600 hours $25.00 Annual

According to Marian Raney, Editor, Skin, Inc., magazine, there are an estimated
40,000 practicing estheticians nationwide (taken from Cosmetology state boards) and

approximately 7,000 day spas nationwide (information taken from Price Waterhouse . ... .

Coopers International Spa Association (ISPA) study).

The Board’s inquiry into the number of complaints filed with other state boards
pertaining to estheticians does not ndicate any significant number of consumer complaints
prior to, or after, the enactment of their esthetician licensing programs. However, based on
interviews with various state board administrators, the risks of harm to consumers of esthetic
services such as chemical peels, microdermabrasion, and waxing, was a major factor in
development of their regulatory programs.

E. Federal Laws Affecting the Practice of Esthetics

The U.S. Food and Drug Administration (FDA) determined that microdermabrasion
equipmert was a Class 1 exempt device in 1998. This means that the FDA has no control
over who uses these devices, however, individual states may impose regulations regarding
use of microdermabrasion equipment.

In 1993, The Occupational Safety and Health Act (OSHA), in its federal oversight of
workplace safety for employees developed guidelines for the safe handling of bloodbomne
materials instruments and equipment. These voluntary guidelines are designed to reduce the
occupational risk and exposure to the HIV (AIDS) virus and hepatitis B virus (HBV).
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Another OSHA requirement that affects the practice of esthetics is the mandatory
use of a Material Safety Data Sheet (MSDS) due to the use of chemicals in the workplace.
These forms include information about flammability, toxicity, how to handle spills, and
other information pertaining to the use of chemicals in the workplace.

F. Public Comment

Public comment supported licensure of estheticians. Several comments gave
evidence that there is a large spectrum of services provided by estheticians and the education
and training needed to be proficient in these services varies as well. If estheticians are
regulated, public comment indicated that several license categories may be needed to
encompass the differert services provided and the training and education required to
perform these “services in a manner that protects the health, safety, and welfare of the
citizens of the Commonwealth.

The Board for Professional and Occupational Regulation received written public
comment and conducted public hearings on the following dates and locations:

September 20, 2002, 1:30 p.m.

Newport News City Council Chamber

City Hall Building

2400 Washington Avenue

Newport News, Virginia 23607 - . - —

September 23, 2002, 1:30 p.m.

Departme nt of Professional and Occupational Regulation
3600 West Broad Street

Richmond, Virginia 23230

October 4, 2002, 10:00 a.m.
Roanoke City Council Chamber
Noel C. Taylor Municipal Building
215 Church Avenue SW

Roanoke, Virginia 24011

Iv. Conclusion

Based on research and public comment, the Board has found convincing evidence
to support regulation by mandatory licensure of Estheticians through the Board for
Barbers and Cosmetology with appropriate exemptions. By reason of the evidence
- presentes and duty to the protection of the health, safety, and welfare of the citizens of
the Commonwealth, the Board for Professional and Occupational Regulation, after
collaboration with the Department of Health Professions, hereby refers this report to the
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General Assembly and the Governor with copies to the Department of Health Professions
and Board for Barbers and Cosmetology.
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DEPARTMENT OF PROFESSIONAL AND OCCUPATIONAL REGULATION

3600 West Brosd Street, Richmond, Virginia 232304917
Teiephone. (804) 367-8500  TDD: (804) 367.9753

LOUISE FONTAINE WARE : hup:/~www.stale va u/dpor DEPUTY DIRECTORS:
DIRECTOR JAMES L. GUFFEY
, Lajorcement
ey MEMORANDUM STEVEN L, ARTIUR
. Admmuaraton & Fiasace
KAREN W O°NEAL
- TO: Board for Barbers and Cosmetology Public Participation List Kegulisory Frograma

And Interested Parties

FROM: William H. Ferguson, 11
Assistant Director
Board for Barbers and Cosmetology

IDATE: August 29, 2002
PHONE: 804-367-8590

SUBJECT: Board for Barbers and Cosmetology Emergency Regulations o
Board for Barbers and Cosmetology Proposed Regulations e e
Board for Barbers and Cosmetology Proposed Public Participation Guidelines
Wax Technician Regulations
Tattooing and Body-piercing Regulations
Board for Professional and Occupational Regulation Estheticians Study
Board for Professional and Occupational Regulation Electrologists Study

The Board for Barbers and Cosmetology would like to notify you of the following seven
regulatory actions:

1. Board for Barbers and Cosmetology Emergency Regulations: Board for Barbers and
Cosmetology Emergency Regulations became effective July 2, 2002. These regulations
are available on our website, www.state.va.us/dpor or, you may make a written request or
contact us by phone at (804) 367-8509, to request a copy of the regulations.

To access the Board for Barbers and Cosmetology Emergency Regulations on the DPOR
Internet Site, please follow the following instructions:

On the intemnet, go to www.state.va.us/dpor

Select’'Boards and Regulations’ from the menu un the left side

Select cither “Barbers’ or "Cosmetology™ from the menu that appears below Boards and
Regulations

Select *Barbers and Cosmetology Regulations and Statutes’ from the Board's page

Current forms may be accessed at the same site. Page A 1of5

Board for Architects, Profetsional Engineers, Land Surveyors, Centified Interior Designers, and Landscape Architects, Board for Asbestos, Lead, and Home Inspecton,
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Board for Barbers and Cosmetology Participation List
August 29, 2002
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2. Board for Barbers and Cosmetology Proposed Regulations: The Board for Barbers
and Cosmetology is conducting regulatory review of its regulations. Board for Barbers
and Cosmetology Proposed Regulations are being promulgated and consists of changes
necessary to ensure the health, safety, and welfare of the public and effective
administration of the Board’s programs. The proposed regulatory changes will
promulgate regulations for the newly combined Board for Barbers and Cosmetology
clarify and standardize requirements for licensure; provide for and ensure that health,
sanitation standards, and safety are adequate in facilities where barbering and
cosmetology are practiced; and extend the temporary work permit period from 30 to 45
days to allow sufficient time for posting examination scores and avoid interruption of
employment, and adjust licensing fees.

The text of the proposed regulations may be accessed electronically on the Virginia Town
Hall internet site, www.townhall.state.va.us or requested from the Board for Barbers and

Cosmetology.

Public Comments may be submitted to the Board until September 27, 2002. A Public
Hearing is scheduled on September 10, 2002, 9:30 am., at the Department of
Professional and Occupational Regulation, 3600 West Broad Street, Richmond, VA,
23230. s —— = —— . - =

3. Board for Barbers and Cosmetology Proposed Public Participation Guidelines: The
Board for Barbers and Cosmetology is conducting regulatory review of its public
participations guidelines. Board for Barbers and Cosmetology Proposed Public
Participation Guidelines are also being promulgated to establish Public Participation
Guidelines for the newly combined Board for Barbers and Cosmetology to ensure that the
Board is meeting its statutory mandate without burdensome requirements and to ensure
that the public has knowledge and opportunity to participate in the formation and
development of regulations and are being changed to provide access to information
through electronic notification to listed participants.

The text of the proposed public participation guidelines may be accessed electronically
on the Virginia Town Hall internet site, www.townhall.state.va.us or requested from the
Board for Barbers and Cosmetology.

Public Comments may be submitted to the Board until September 27, 2002. A Public
Hearing is scheduled on September 10, 2002, 9:30 a.m., at the Department of
Professional and Occupational Regulation, 3600 West Z.cad Street, Richmond, VA,
23230.

Page A 2 of 5
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4. Wax Technician Regulations: The Board for Barbers and Cosmetology is promulgating
Wax Technician Regulations govemning the licensure and practice of waxing as directed
by Acts 2002, c. 797. These regulations will establish the licensing requirements and
applicable fees for individuals, salons, instructors, and schools offering waxing services.

Public Comments may be submitted to the Board until September 25, 2002.

5. Tattooing and Body-piercing Regulations: The Board for Barbers and Cosmetology is
promulgating Tattooing and Body-piercing Regulations governing the licensure and
practice of tattooing and body-piercing as directed by Acts 2002, ¢. 869. These
Regulations wil] establish the licensing requirements and applicable fees for individuals,
salons, instructors, and schools offering tattooing and body-picrcing services or training
programs.

Public Comments may be submitted to the Board until September 25, 2002,

6. Board for Professional and Occupational Regulation Estheticians Study: The Board
for Professional and Occupational Regulation within the Dcpartmcnt of Professional and
Occupational chulauon is conducting a study to examine thc appropnateness of
regulating estheticians in Virginia.=-— - ==

Public Hearings are scheduled for the following dates and locations:

September 20, 2002, 1:30 p.m.
Newport News City Council Chamber
City Hall Building

2400 Washington Avenue

Newport News, Virginia 23607

September 23, 2002, 1:30 p.m.

Department of Professional and Occupational Regulation
3600 West Broad Street

Richmond, Virginia 23230

October 4, 2002, 10:00 a.m.
Roanoke City Council Chamber
Noel C. Taylor Municipal Building
215 Church Avenue SW

Roanoke, Virginia 24011
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7. Board for Professional and Occupational Regulation Electrologists Study: The
Board for Professional and Occupational Regulation within the Department of
Professional and Occupational Regulation is conducting a study to examine the
appropriateness of regulating electrologists in Virginia.

Public Hearings are scheduled for the same dates and locations listed for estheticians in
number 6 on previous page.

You may submit comments to the Board for Barbers and Cosmetology by:

Mai) 3600 West Broad Street

Richmond, Virginia 23230
E-mail barbercosmo@dpor.state.va.us
FAX: 804-367-9265

Page A4 of 5



Public Hearing
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The Department of Professional and Occupational Regulation
(DPOR), in collaboration with the Department of Health
Professions (DHP), is conducting a study to examine the
appropriateness of regulating estheticians and electrologists in
Virginia.

Public Hearings are scheduled for the following dates and locations:

September 20, 2002, 1:30 p.m.
Newport News City Council Chamber
City Hall Building

2400 Washington Avenue - ———— S
Newport News, Virginia 23607

September 23, 2002, 1:30 p.m.

Department of Professional and Occupational Regulation
3600 West Broad Street

Richmond, Virginia 23230

October 4, 2002, 10:00 a.m.
Roanoke City Councll Chamber
Noel C. Taylor Municipal Building
215 Church Avenue SW
Roanoke, Virginia 24011

Appointments are not required. If you prefer to provide written
comments, they may be sent to: Department of Professional and
Occupational Regulation, 3600 W. Broad St., Richmond, Virginia, 23230;
ATTN: Board for Cosmetology. Persons desiring to attend a meeting and
requiring special accommodations/interpretive services should contact
DPOR at (804) 367-8590/TDD (804) 367-9753 as soon as possible so
that suitable arrangements can be made. DPOR fully complies with the
Americans with Disabllities Act. Page A 5 of 5
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INTRODUCTION |

The Occupational Safety and Health Act (OSHA) of 1970 (29 U.S.C. 651 ET SEQ) was created
within the U.S. Department of Labor to encourage employers and employees to implement safer
work and health practices in an effort to reduce on the job hazards. The Act aiso requires the
development and implementation of training programs to increase compsetency of safety and
health personnel. Mandatory provisions are evaluated through analysis and are continually rede-
fined to more specific standards, as proves necessary over time.

The purpose of the Act is...to assure so far as possible every working man and woman in the
Nation safe and healthful working conditions ard to preserve our human resources." It is OSHA's
responsibility to see that working conditions meet standards established by the Occupational
Safety and Health Act. This extends to il employers and employees in the 50 states, the District
of Columbia, Puerto Rico and all other temritories under federal government jurisdiction.

An employer, as defined by the act, is "any person engaged in a business affecting commerce
who has employees, but does not include the United States or any state or political subdivision
of a state. The act does not cover self-employed persons; farms at which only immediate mem-
bers of the farm employer's are employed; and working conditions regulated by other federal
agencies under other federal statutes.” ,
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PURPOSE OF THE BLOODBORNE
PATHOGEN ACT

In 1983, OSHA issued a set of voluntary guidelines designed to reduce the occupational risk or
exposure to the Hepatitis B Virus (HBV). The voluntary guidelines, which were sent to employers
in the healthcare industry, included a description of the disease, recommended work practices
and recommendations for use of immune globulins and the Hepatitis B vaccine.

On November 27, 1987, OSHA published In the Federal Register an ANPR announcing the initi-
ation of the rule-making process. On March 6,1992, they issued new regulations on the protec-
tion of employees from infection with bloodbome pathogens.

Although there were various compliance dates, the exposure control plans ware required by May
5, 1992 and came into effect on July 6, 1892. These iegally enforceable standards for workplace
safety authorizes OSHA to conduct workplace inspections. After presenting proper credentials,
an OSHA compliance officer (industrial hygienist) can enter any “"workplace, or environment,
where work is performed by an employee of an employer.” Most inspections are conducted with-
out advance notice and any and all findings will be cited and penalties for noncompliance will be
impased on the employaer. It is through this system of inspection and issuance of citation and fines

Page B 6 of 44
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UNIVERSAL PRECAUTIONS

"Universal Precautions” is the name for the Center for Disease Control's recommended policy for
workers regarding blood and body fluids.

The general rule is to protect yourself from the transmission of bloodborne pathogens:

Wear gloves and olhér protective barriers to reduce the risk of exposure. HBV and HIV and other
infoctious diseases are spread by direct contact through skin or mucous membranes. Preexisting

lesions on hands or from injuries incurred at the workplace, at home or from dermatitis may pro-
vide a route of entry.

R
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HEPATITIS B VACCINATION

The recommendations of the Immunization Practices Advisory Committee, Protection Against
Viral Hepatitis, published by the U.S. Public Health Services in 1990, support the OSHA recom-

mendations that, "persons at substantial risk of HBV who are demonstrated or judged likely to be
susceptible should be vaccinated."

Exposure determnination must be based on the definition of occupational exposure without
regard to personal protective clothing and equipment. The exposure determination is made
by reviewing job classifications and listing exposures.

Employers must make the Hepatitis B vaccine available to all employees within 10 working days
of initial assignment where they may have occupational exposure. 1A Heaithcare Professional
(MDRN) must evaiuate the employee for contradictions of administering the HBV prior to vacci-
nation. This must be well documented in their employee file. Post-exposure evaluation and fol-
low up: employees who experience an exposure incident must be provided and documented.

2All vaccinated employee’s must have surface antibodies drawn (HBsADb) to ensure coverage

from the vaccine. This result must be part of their employee personnel file. Employee’s refusing

to receive vaccine may change their mind at anytime and reconsider. At which time the employ-
er is responsible to provide vaccination.

An employer is not required to make the Hepatitis B vaccine available if;

(1)  the employee has been previously vaccinated,

(2) anemployee is already immune according to antibody testing or,
(3) when the vaccine is contraindicated due to medical reasons,

(4) employee has no exposure risk.

If an employee for whatever reason chooses not to accept the vaccine, the following declination
form (provided on page 10) must be signed and kept in the employees records. By far the best
way of ensuring employee safety from Hepatitis B infection is by education of the employee about
their occupational risk and the safety of having the vaccine. Through vaccination, the vast major-
ity of employees will receive durable immunity to the virus.

1 Provided by Dame Practice Management.
2 Provided by Dame Practice Management.
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POSTEXPOSURE EVALUATION
AND FOLLOW-UP

All medical evaluations and procedures, including the vaccine and vaccination series, must be
made available at no cost to the employee. These procedures must be available within a rea-
sonable time and place and be performed by, or under the supervision of a licensed physician or
other licensed health care professional.

The employer must also ensure that all laboratory tests are conducted at an accredited labora-
tory at no cost to the employee if an bloodbome incident or exposure occurs.

Documentation of the exposure incident in the employees chart must contain the following infor-
mation;

(1)  Document the route of entry and how it occurred,

(2) Identify and document the source or individual, if possible,

(3)  Obtain confidential consent from both the individual source and employer to determine
HIV or HBV infectivity,

(4) Provide the employee with serologic testing, if source individual is not available,

(5) Provide any necessary counseling and safe, effective postexposure prophylaxis accord
ing to the U.S. Public Health Service guidelines. R

A written evaluation must be provided to the exposed employee within 15 days of the exposure
incident and must include documentation for postexposure evaluation and documentation that
the employee has been informed of the results of the medical evaluation and that any medical
conditions resulting from the exposure incident may require further evaluation or treatment.

3Employers must be aware of the fact that exposure incidents must be reported to Workers
Compensation within 24 hours. Most workers compensation carriers require specific treatment for
the exposed employee (i.e. go to specific doctor or clinic).

3 Provided by Dame Practice Management. Page B 9 of 44
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STERILIZATION AND DISINFECTION
FOR THE SKIN CARE SPECIALIST

In the skin care industry, following strict sterilization techniques is important not only for our
clients, but for our own protection.Every client must be treated as though they could be canying
some kind of infection. The most threatening agents are not even the most publicized, such as
mycobacterium tuberculosis or the Hepatitis B virus. The implements used by a skin are spe-
cialist should be at best disposable a one-time use items. These would include facial
sponges/cloths, extraction tissue/cotton, brushes, lancets and gloves.

There is a distinct difference between sterilization and disinfection. Sterilization is the destruc-
tion of all forms of microbial life, in or about an object, by heat (steam or hot air), chemical steri-
lant (sodium hypochlorite, gluteraldehyde, phenolic, idophor), or gas (ethylene oxide).
Disinfection is the process that eliminates many pathogenic microorganisms on inanimate objects
with the exception of bacterial spores. ) .

The disposable combine roll is an inexpensive altemative to sponges/cloths and provides
enough absorbency to clean and remove products. Lancets should be individually wrapped and
sterile. Disposable gloves can be non-sterile and are available in three types. Latex gloves are

.composed of natural rubber derived from petroleum, This type of glove provides better touch

accuracy, however, latex breaks down when exposed to cream and oil products. During the
course of a facial treatment this type of glove will be compromised.
Vinyl or polyvinyl chloride (PVC) gloves provide optimum protection during the course of a

facial treatment. Gloves must be wom throughout the facial treatment procedure in order to pro-~

vide protection. Polyethylene gloves also provide optimum protection and tend to allow for better
feel but are generally more costly.

The issue of creating a “latex-safe environment” is also of increasing importance, due to the
increased signs of latex allergies. Current data suggest that about 10% of workers have latex-
specific IgE antibodies in their bloodstream and another 2.5% already experience type | mediat-
ed allergic responses to the material. (Johns Hopkins Medical Institution Study). The availability
of nonlatex materials—polyvinyl chloride, nitrile, neoprene, and other forms of synthetic rubber can
block infectious pathogens as well as standard gloves. However, nitrile gloves have been shown
to contain allergenic ingredients such as mercaptobenzothiazole, thiurams, and carbamates. For
more information you can contact the Web site of the nonprofit ELASTIC Coalition, a latex aller-
gy patient advocacy group at http//www.netcom.com/®nam1/latex_gllergy.html.

The more expensive implements such as comedone extractors, epilating needles, tweezers,
high frequency electrodes, and galvanic eiectrodes require following rigid guidelines to prevent
contamination. (See Table A.1)

Providing an antiseptic environment does not stop here however. It should include counter-
tops, machinery, chairs, magnifying lamps, and any other objects that you or your client may
touch. To simplify the process of disinfecting these items, use only stainless steel bowls and hai.,
non-porous materials if possible. When it comes to gowns, towels, and sheets, it may be easier
to use a laundry service. If you do, ask about their procedure and if they use a detergent with
bleach. All laundry facilities are required by OSHA to follow proper washing procedures and a sur-

-charge may be applied to your invoice.

The skin care specialist must also follow strict rules of hygiene, including washing their hands
. Page B 11 of 44
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every time they leave the client's face and touch another object. Wearing gloves outside of the
treatment room is strictly prohibited. Upon removal of gloves, the employee must be provided
with hand washing facility to immediately wash their hands, in case the gloves were compro-
mised. An antibacterial soap can accomplish this level of sanitization. If you are suffering from a
cold and are coughing, a face mask is mandatory. It should also be used when performing acne
surgery(extractions) on a pilosebaceous client to protect yourself from accidentally getting fluids
on your face.

In conclusion, it is evident that if the skin care specialist comes into contact with five mucous
membranes, possible body fluids and blood. The following of strict sterilization procedures to pre-
vent the spread of infectious agents is now law and not just a matter of good professional con-
duct. The Center for Disease Control in Atlanta, Georgia and your local OSHA office may be a
source of continuous information to update these guidelines. Also please be aware the OSHA is
a nationally governed act under the Department of Labor and these laws supersede any state
cosmetology board guidelines.
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METHODS OF STERILIZATION
AND DISINFECTION

Classification of Object

1. Critical Objects

Sterilization

Procedure Time

FETRY AT TR
B ~ (240 3
! i *% A Ly b

.
&N . « D
L et 2 SRR A
H )

Disinfection
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) . . N TR E'Eg.:.;.-u
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with blood/body fluids AT MR
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Modified from Rutolo, Washington, Guidelines for Infection Control Practice,
Association for Practitioners in Infection Control, Inc. January 1990.
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KEY TO STERILIZATION
AND DISINFECTION METHODS

A Heat sterilization (steam or hot air 2@ see manufacturer's recommendations)

B Ethylene oxide gas (see manufacturers recommendations)

Cc Giutaraldehyde-based formulations {2 percent),used at full strength has been shown to
sterilize items if they are soaked for about seven hours.

D Demand-release chlorine dioxide. Will corrode aluminum, copper, brass, series 400
stainless steel, and chrome with prolonged exposure.

E Siabilized hydrogen peroxide 6 percent. Will corrode copper, zinc, and brass.

F Wet pasteurization at 75 degrees Centigrade for 30 minutes after detergent cleansing.
G Sodium hypochlorite (1,000 ppm available chlorine). Will corrode metal instruments.

H Ethy! or Isopropyi alcohol (70 to 90 percents)

I Sodium Hypochlorite (100 ppm available chiorine)

J Phenolic germicidal detergent solution (follow manufacturer's recommendations)

K lodophor gemmicidal detergent solution (follow manufacturer’s recommendations)

L Quatemary ammonium germicidal detergent solution (follow manufacturer's recommen

dations)

*Note: Scientific literature has been used to augment the manufacturer's label claims because
these claims are not consistently verifiable. Vaniations in chemical sterilant efficacy is evident
when subjected to conditions such as dilution age, temperature, pH, and the presence of
organic matter. The Environmental Protection Agency registration claims are based only on effi-
cacy data submitted by the manufacturer. Post-registration efficacy testing is not performed by
the EFA.
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A HEAT STERILIZATION

Dual purpose autoclaves/sterilizers can be used for steam or dry heat. Requires distilled water to
operate, depending on manufacturer's recommendations. Takes approximately 30 minutes to
sterilize. Only for use with hard, non-porous implements, it has a tendency to dull sharp points.

B ETHYLENE OXIDE GAS STERILIZATION

Ideal for porous or difficult to clean, narrow, channeled implements. Refer to manufacturer's rec-
ommendations for operation and sterilization time.

C GLUTARALDEHYDE-BASED FORMULATIONS - (2 PERCENT)

Lower percentages of qlutaraldehyde phenate are no longer considered high level disinfectants
and must be used at 2 percent. Time requirements have also been updated by the Center for
Disease Control to 20 minutes for disinfection. Once activated by alkaline solutlon it has a limit-
ed shelf life of 14 days.

4Gluteraldehyde products (i.e. CidexPlus) have a shelf life of 28 days. You must verify efficacy
with gluteraldehyds test strips.

D DEMAND-RELEASE CHLORINE DIOXIDE"
A relatively new sterilant which sterilizes after six hours. Refer to manufacturer's recommenda-
tions for restrictions and directions.

E STABILIZED HYDROGEN PEROXIDE - (6 PERCENT)

Scientific literature contains limited accounts of the properties of hydrogen peroxide, although it
has been found to be antibacterial, anti-viral, anti-sporicidal, and anti-fungal. Commercially avail-
able 3 percent hydrogen peroxlde is a stable and effective disinfectant when used on inanimate
surfaces.

F WET PASTEURIZATION
Some scientific data chalienges the efficacy of this method of disinfection and doesn't consider it
for high level use.

G SODIUM HYPOCHLORITE

Sodium hypochiorite, or household bleach has a broad spectrum of antimicrobial activity and is
inexpensive and fast-acting (20 minutes). Unfortunately its use is limited due to corrosiveness,
inactivation by organic matter and instability. Chlorine stability is dependent on pH, and as the pH
rises due to prolonged shelf life so the number of hypochlorite ions, which reduce the anti-micro-
bial efficiency. Atemative compounds that relsase chlorine and have more stability are demand-
release chlorine dioxide and Chloramine-T.

H ETHYL OR ISOPROPYL ALCOHOL (70 - 90 PERCENT)

These alcohols are rapidly anti-bacterial, anti-tuberculous, anti-fungal, and anti-viral, but they do
not destroy bacterial spores. Not recommended for high-level disinfection because of their inabil-
ity to inactivate bacterial spores and isopropyl's inability to inactivate hydrophilic viruses.

| SODIUM HYPOCHLORITE

Referto G
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J PHENOLIC GERMICIDAL DETERGENT SOLUTION

Phenol (carbolic acid) may be used with numerous other derivatives such as ortho-phenylphenol
or ortho-benzyl-para-chlorophenol. The CDC has deleted 3 percent phenolics and iodophors as
high-leve! disinfectants due to their inactivity against bacterial spores, mycobacterium tuberculo-
sis and fungi.

K IODOPHOR GERMICIDAL DETERGENT SOLUTION

lodine solution or tinctures have long been used by health care professionals. The most widely
used is povidone-iodine and is generally found to be free of skin irritation. However, antiseptic
iodophors are not suitable as disinfectants due to their varying concentration difference. See
above for CDC ruling.

L QUATERNARY AMMONIUM GERMICIDAL DETERGENT SOLUTION *

Quatemaries that are sold as disinfectants are anti-fungal, antibacterial, and anti-viral against
lipophilic viruses, but they are not anti-sporicidal, anti-tuberculous, or anti-viral against hydrophilic
viruses. The CDC recommends guatemnaries ' be used only for ordinary environmental sanitation
of non-critical surfaces such as floors, furniture and walls.

5All sterilization processes must be thoroughly documented. Documentation must be updated
every two years.

5 Frovided by Dame Practice Management.
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ENGINEERING AND WORK
CONTROL PRACTICES

Engineering and work practice controls are the primary methods used to prevent occupational
transmission of HBV and HIV. Enginsering controls reduce employee exposure in the workplace
by either removing or isolating the hazard. These controls need to be examined and maintained
on a regular schedule to ensure their effectiveness. Proper work controls alter the manner in
which a task is performed. This would include the restriction of eating, drinking, smoking, apply-
ing cosmetics or lip balms, and handling of contact lenses around work areas. The storage of
food and/or drink in refrigerators or other locations of possible infectivity need also be monitored.

Employees are required to wash their hands immediately or as soon as feasible after removal of
gloves or other protective equipment as well as when there has been possible contact with a
potentially infectious material. Hand washing facilities must therefore be accessible to all employ-
ees in order for safe and propar performance bf their tasks.

Equipment should also be rbutinely checked which might have become contaminated with blood
-or potentially infectious materials and decontaminated. Equipment in need of repair, should also
be checked and, if necessary, decontaminated prior to servicing or shipping.

*Contaminated sharps® (means any contaminated object that may have come in contact with a

~ bloodbome pathogen) must be disposed of in the proper fashion, as regulated. A sharps con-

tainer must be used for any objects that can penetrate the skin, including but not limited to, bro-
ken glass, needles and lancets. The Environmental Protection Agency (EPA), in its standards for
the tracking and management of hazardous waste, has a much broader dsfinition of sharps, but
OSHA deals with the concemn of the presence of potentially infectious rmaterials.
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PERSONAL PROTECTIVE EQUIPMENT

Personal protective equipment must be used if exposure to bloodbome pathogens is a possibili-

ty even after instituting engineering and work practice controls, or i those controls are not feasi-
ble.

An employer is required to provide and ensure that an employee uses appropriate personal pro-
tective equipment when there is a risk of occupational exposure.

"Appropriate personal protective equipment means that the equipment does not pemit blood or
other potentially infectious materials to pass through or reach the employee's work clothes, street
clothes, undergarments, hands(skin), eyes, mouth or other mucous membranes under normal
conditions of use and for the duration of time whan the protective equipment will be used."

Personal protective equipment that must be provided includes, but is not limited to, gloves, fiuid
resistant gowns, laboratory coats, face shield or mask and eye protection. Appropriate sizes must
be accessible at the work site or issued to employees at no cost to the employees.

Hypoallergenic gloves or a similar altemative must be made avaiiable to any employees who are
allergic to the gloves nommally provided. If the employee's responsibility is to provide cleaning,
laundering or disposal of contaminated material, the employer must provide the appropriate pro-
tective clothing for this task.

Also, all protective equipment must be removed before an employee leaves a work area and
should be placed in an appropriate container or area for storage, washing, decontaminating or
disposal.

6Please note that employees performing decontaminating of surgical instruments must wear eye

protection/face mask or full face shield, fluid resistant gown that comes down to waist (fully cov-
ers clothing/arms) and utility gloves must be worn. Employee non-compliance must be fully doc-
umented.

6 Provided by Deme Practice Management. Page B 18 of 44
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HOUSEKEEPING

The OSHA Standard on Bloodbome Pathogens requires each employer to assure that the work-
place is maintained in a clean and sanitary condition. The employer must detemmine and imple-
ment a written schedule for cleaning and provide methods of decontamination. The method is
based upon the location, type of surface to be cleaned, type of soil present and the tasks and
procedures being carried out in the work area. A checklist of housekeeping chores should be
maintained at each work site and completed at the end of each work shift,

-

Sample Checklist -

All work surfaces have been cleaned with an appropriate disinfectant.

Protective coverings on equipment have been replaced such as plastic wrap, or aluminum foil.

All bins, pails or other receptacles intended for reuse have been properly disinfected.

All handling of laundry is done as if it is potentially contaminated.

All contaminated sharps have been prope'rly dlsposed of 7in a sharps container.
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LABELING

The standard requires that fluorescent orange or orange-red waming labels be attached to con-
tainers of regulated waste. The BIOHAZARD label must be in a contrasting color and be attached
to the container to prevent unintentional removal.

A regulated waste confainer such as a sharps container requires a red container as well as a
Biohazard label. Reusable contaminated sharps container such as a sterilizing tray also requires
use of a Biohazard label.

7Corrugated boxes/red bags (not removed daily) must also be labeled with name and address
of facility as well as dated when the first piece of waste is disposed. All paper/gauze products
must be removed off- site withiit 30 days. )

8The sharp box label must also include the above, however, a date is not warranted unless paper
gauze products are in the box. Sharp boxes may be used till 3/4 full as long as there's no paper.
It's not cost effective to place paper in sharp boxes.

7. Provided by Dame Practice Management.
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RECORDKEEPING

Employers must preserve and maintain for each employee an accurate record of occupational
exposure, Title 29 Code of Federa!l Regulations, Part 1910.20.

The Bloodbome Pathogens Standard also requires employers to maintain and to keep accurate
training records on each employee at risk of occupational exposure.

These records should includs;

M

Dates of training and by whom, must be maintained every 3 years;

(2) Summary of OSHA Regulations for Glopdbome Pathogens,

(3) Epidemiology and Symptoms of Bloodbome Diseases,

(4) Modes of Transmission of Bloodbome Pathogens,

(5) Exposure Control Plans,

(6) HBV Vaccination Fom/ Declination,

(7}  Occupational Exposure- including Postexposure Evaluation and Follow-Up,

(8) OSHA Publications,

(9)  SYour Exposure Plan of Action.

B. Provided by Dame Practics Managoment. Page B 21 of 44
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OSHA CONSULTATION
PROJECT DIRECTORY

Consultation programs provide free services to employers who request information on identifying
hazards or want to improve their safety programs and/or need further assistance in training and
education. Funded by OSHA and administered by well-trained professional staff of state govemn-
ments, consultation services are comprehensive and include an appraisal of all workplace haz-
ards, practices, job safety and health programs; conferences and agreements with management
assistance in implementing recommendations and a follow up appraisal to ensure that any
required corrections are made.

For more information on consuitation programs, contact the appropriate office in your state.

**Please note that the above consultation program does not guarantee that you will not be fined
for noncompliance.

For more information on risk management, you may contact: Dame Practice Management Health
Care Consultants, (561) 867-6565 or fax (561) 967-7885.
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STATES WITH APPROVED PLANS

ALASKA
Alaska Department of Labor
Business Address:
1111 West Eighth Street
Juneau, AK 99801
(907) 465-4855

ARIZONA
Industrial Commission of Arizona
Business Address:
800 W Washington
Phoenix, AZ 85007
(602) 542-5795

“CALIFORNIA
Califomia Depariment of Industrial Relations
1390 Market Street
Room 718

Mailing Address:
PO. Box 21149
Juneau, AK 99802

Mailing Address:
P.O. Box 19070
Phoenix, AZ 85005-9070

San Francisco, CA 94102
(415) 557-8640

CONNECTICUT
Connecticut Department of Labor
Business Address:
38 Wolcott Hill Road
Wethersfield, CT 06109
(860) 566-4550

HAWAII
Hawaii Department of Labor and Industrial Relations
830 Punchbowl Street
Room 423
Honolulu, HI 96813
(808) 586-9100

INDIANA

Indiana Department of Labor
402 West Washington Street
Indianapolis, IN 46204-2751
(317) 232-2665

Mailing Address:
200 Folly Brook Bivd.
Wethersfield, CT 06109-
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IOWA

lowa Division of Labor Services
1000 E. Grand Avenue
Des Moines, |A 50319
(515) 281-3447

KENTUCKY
Commissioner for Workplace Standards
Kentucky Labor Cabinet
1047 U.S. Highway 127 South
Frankfort, KY 40601-4381
(502) 564-3070

MARYLAND

Maryland Division of Labor

Department of Licensing and Regulation
312 Marshall Avenue,
Laurel, MD 20707
(301) 483-8406

MICHIGAN

Michigan Department of Safety and Regulation

State Secondary Complex
P.O. Box 30643

Lansing, MI 48909-8143
(517) 322-1814

MINNESOTA

Minnesota Department of Labor and Industry

443 Lafayette Road
St. Paul, MN 55155
(612) 296-2342

NEVADA
Nevada Department of Industrial Relations
Division of Occupational Safety and Health
Capitol Complex
400 West King Street
Carson City, NV 88710
(702) 687-3032

NEW MEXICO

New Mexico Environment Department

Occupational Health and Safety Bureau
1 Civic Plaza Northwest
Albuquerque, NM 87103
(505) 7684510
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NEW YORK

New York Department of Labor
State Campus Building 12
Aibany, NY 12240
(518) 457-2741

NORTH CAROLINA
North Carolina Department of Labor
318 Chapanoke Road
Suite 105
Raleigh, NC 27603
(919) 733-7426

OREGON
Oregon Occupational Safety and Health Administration
Department of Consumer and Business Services

530 Winter Street N. E.

Room 430 E

Salem OR 97310

(503) 378-3272

PUERTO RICO
Puerto Rico Department of Labor and Human Resources
Prudencio Rivera
Martinez Building
505 Munoz Rivera Avenue
Hata Rey, PR 00918
(809) 754-2119

SOUTH CAROLINA

South Carolina Department of Labor
3600 Forest Drive
P.O. Box 11329
Columbia. SC 29211-1329
(803) 734-9606

TENNESSEE
Tennessee Department of Labor
710 James Robertson Parkway
Andrew Johnson Tower, 3rd Floor
Nashville, TN 37243-0659
(615) 741-2582
UTAH
Utah Occupational Safety and Health Administration
1781 South 300 West
Salt Lake City, UT 84115-1802
(801) 487-0267
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VERMONT

Vermont Department of Labor and Industry
National Life Insurance Building
Drawer 20
Montpelier, VT 05620-3401
(802)828-2765

VIRGIN ISLANDS
Virgin iIslands Department of Labor
2131 Hospital Street, Box 890
Christiansted
St. Croix, V1 00640-4666
~ (809) 773-1994

VIRGINIA
Virginia Department of Labor and Industry

Occupational Safety and Health Administration

Powers-Taylor Building

13 S. 13th Street

Richmond, VA 23219-4101
(804) 786-8707

WASHINGTON

Washington Safety and Health Act
300 West Harrison Street Room 301
Seattle, WA 98119-4081
(206) 281-5470

WYOMING
Department of Employment
Division of Employment Affairs
Occupational Safety and Health Administration
Herschler Building 2nd Floor East
122 West 25th Street
Cheyenne, WY 82002
(307) 777-7786
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ADDITIONAL PUBLICATIONS

A single free copy of the following material may be obtained from OSHA Field Offices or the
OSHA Publications Office, 200 Constitution Avenue, N.W., Room N3101, Washington, DC 20210,
(202) 219-4667. Enclose a self-addressed label with request.

OSHA 2056 - All about OSHA

OSHA 3021 - Employee Workplace Rights

OSHA 3047 - Personal Protective Equipment

OSHA 3088 - How to Prepare for Workplace Emergencies
OSHA 3110 - Access to Medical and Exposure Records

Other available publications are subject to fees and checks are to be made payable to the
Superintendent of Documents. The Government Printing Office gives a 25% discount for orders
of 100 or more copies. Credit cards; Visa and MasterCard are accepted.

Chemical Hazard Communication Guidelines (OSHA 3111)
Order No. 029-016-00127. Cost $1.00

Ergonomics: The Study of Work (OSHA 3125) |
Order No. 029-016-00124-7. -Cost $1.00
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GLOSSARY

A

Biohazard
A danger to life.

Bloodborne Pathogen

Pathogenic microorganism that is present in human blood and that can infect and cause dis-
ease in persons who are exposed to biood containing such pathogens, including, but not limit-
ed to, HBV and the human immunodeficiency virus (HIV).

C

Compliance
To act in accordance with.

~ Contaminated . . _
The presence or the reasonably anticipated presence of blood or other potentially infectious
materials on an item or surface.

Contaminated Laundry
Laundry which has been soiled with blood or other potentially infectious material and may con-
tain sharps.

Contaminated Sharps
Any contaminated object that can penetrate the skin, including, but not limited to, needles,
scalpels, broken glass and lancets.

D

Decontamination

The use of physical or chemical means to remove, inactivate or destroy bloodbome pathogens
on a surface or item to the point where they are no longer capable of transmitting infectious
particles and the surface or item is rendered safe for handling, use or disposal.

E

Efficacy
Effectiveness.
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Engineering Controls

Controls (e.g., shamps disposal containers) that isolate or remove the bloodbome pathogens
hazard from the workplace.

Epidemiology
The study of the relationships of the various factors determining the frequency, distribution and
causation of disease in a human community.

Exposure Contro! Plan

A plan designed to minimize or reduce employee exposure to bloodbome pathogens and other
infectious materials.

Exposure Incident

A specific eye, mouth, other mucous membrane, non-intact skin or other parenteral contact with
blood or other poteritially infectious materials that results from the performance of an employ-
ee's duties.

H .
HBV
(Hepatitis B virus.

HIV
Human immuncdeficiency virus.

Hand Washing Facilities
A facility providing an adequate supply of running potable water, soap and single-use towels or
hot drying machines.

N

NIOSH
National Institute for Occupational Safety and Health, U.S. Department of Health and Human
Services.

o)

Occupational Exposure
Reasonably anticipated skin, eye, mucous membrane or parenteral contact with blood or other
potentially infectious materials that may result from the performance of an employee's duties.

OSHA
Occupational Safety and Health Administration.

P

Parenteral
Piercing mucous membranes or the skin barrier through such events as needle sticks, human

bites, cuts and abrasions.
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Personal Protective Equipment

Specialized clothing or equipment wom by an employee for protection against a hazard.
General work clothes (e.g., uniforms, pants, shirts or blouses) not intended to function as pro-
tection against a hazard are not considered to be personal protective equipment.

Prophylaxis
A measure to prevent or protect from disease.

R

Regulated Waste

Liquid or semi-liquid blood or other potentially infectious material; contaminated items that
would release blood or other potentially infectious material; contaminated sharps; and patholog-
ical and microbiological wastes containing blood or other potentially infectious material.

S

Source Individual
Any individual, living or dead, whose blood or other potentially infectious material may be a
source of occupational exposure to an employee.

Sterile
The use of a physical or chemical procedure to destroy all microbial life, including highly resis-
tant bacterial endospores.

U

Universal Precautions
An approach 1o infection control whereby all human blood and certain human body fluids are
treated as if known to be infectious for HIV, HBV and other bloodbome pathogens.

vV

Vaccination Declination
The right of an employee to refuse vaccination for HBV.

Vaccine
Any preparation of killed microorganisms, living weakened organisms, etc., introduced into the
body to produce immunity to a specific disease by causing antibodies to be formed.

W

Work Practice Controls
Controls that reduce the likelihood of exposure by altering the manner in which a task is per-

formed.
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Friday ‘
December 6, 1991

Part Il (Excerpts)
Pages 64175 thru 64182

Department of Labor

Occupational Safety and Health
Administration

29 CFR Part 1910.1030
Occupational Exposure to Bloodborne
Pathogens; Final Rule
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64175

————

XI. The Standard
Generol Industry

Purt 1910 of litle 29 of the Code of
Federal Regulations is amended as
lollows:

PART 1810—{AMENDED]

Subpart Z—{ Amended)

1. The general authority citation for
subpart Z of 29 CFR part 1910 continues
1o read as follows and a new citation for
§ 1910.1030 is added:

Autborily: Secs. 6 and & Occupational
Sulety and Health Act. 29 US.C. 638, 852,
Secretary of Labor's Orders Nes. 12-71 [38 FR
8754]. B-76 (43 FR 25058). or 343 ( 42 FR
A5736). as applicadle: and 29 CFR part 1911,

Sectior. 1910.1030 also issved under 29
U.5.C. 553,

2. Section 1910.1030 is added to read
as follows:

§ 1910.1030 bloodbome Pathogens.

(n) Scope ond Application. This
section applies 1o all occupational
exposure to blood or other potentiatly
infectious matarials as defined by
paragraph (b) of this section.

[b) Definitions. For purposes of this
section, the following shall apply:

Assistant Secretory means the
Assistani Secretary of Labor for
Occupational Salety and Health. or
designated representative.

Blood mesns human blood, human
blood components. and products made
from human blood.

Bloodborne Pothogens means
pathogenic microorganisms that are
present in human blood and can cause
disease in humans. These pathogens
inciude. but are not limited to. hepatitis
B virus (HBV) and human
immunodeliciency virus (HIV).

Clinical Laborgtory means a
warkplace where diagnostic or other
screening procedures are performed on
blood or other potentially infectious
materials.

Contaminated means the presence or
the reasonably anticipated presence of
blood or other potentially infectious
materials on an ilem or surface.

Contominated Loundry means
laundry which has been soiled with
blood or other patentially infectious
matenals or may cantain sharps.

Coniaminated Sharps means any
contaminaled object that can pensirate
the skin including. but not limited 10.
needles, scalpels. broken glass. broken
capiflary tubes. and exposed ends of
dental wires.

Deconigmination means the use of
physical or chemical means to remove.
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inactivale. or destroy bloodborne
pathogens on a surface or item to the
point where they sre no longer capable
of transmitting infectious particles and
the surface or ilem is rendered safe for
handling. use. or disposal.

Director means the Director of the
National Institute for Occupational
Safety snd Health, U.S. Department of
Health and Human Services. or
designated representative,

Engineering Controls mesns controls
(... sharps disposal containers. self-
sheathing needles) that isolate or
remave the bloodborne pathogens
hazard from the workplace.

Exposure Incident means a specific
eye, mouth, other mucous membrane.
non-intact skin. or parentersl contact
with blood or other potentislly
infectious materials that results from the
performance of an employee’s duties.

Handwoshing Focilities means a
facility providing an adequate supply of
running potable water, soap and single
use towels or hot air drying machines.

Licensed Healthcare Professional is a
person whose legally permitied scope of
practice sllows him or her to
{ndependently perform the activitiss
required by paragraph (f) Hepatitis B
Vaccination and Post-exposure
Evaluation and Follow-up.

HBYV means hepatitis B virus.

HIV means human immunodsficiency
virus. )

Occupetionol Exposure means
reasonably anucipated skin, eye,
mucous membrane. or psrenters|
contact with blood or other potentially
infectious matenals that may result from
the performance of an employee’s
duties.

Other Potentially Infectious Materials
means

(1) The following human bedy fluids:
semen. vaginal secretions, cerebrospinal
fluid, synovial fluid. pleura! fluid,
pericardial fluid. peritoneal fluid,
amniotic fluid. saliva in dental
procedures. any body fiuid that is
visibly contaminated with blood. and all
body fluids in situations where it is
difficult or imposaible to differentiate
between body fluids:

(2} Any unfixed tissue or orgen (other
than intact skin} from a human (living or
dead) and

{3} HIV-containing cell or tissue
cultures, organ cultures. and HIV- or
HBV-contaning cullure medium or other
solutions: and blood. organs. or other
tissues from experimental arumals
infected with HIV or HBV.

Poreniero! means piercing mucous
membranes o the skin barier through
such events as needlesticks. human
bites. cuts. and sbresions.
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Personal Protective Equipment is
specialized clothing or equipment wom
by an employer for protection against »
hazard. General work clothes (e.g..
uniforms. pants. shirts or blouses) not
intended to function as protection
sgainst a hazard are not considered to
be personal protective equipment,

Production Focility means a facility
engaged in industrizl-scale, large-
volume or high concentration production
of HIV or HBV.

Regulated Woste muans liquid or
semi-liquid blood or other potentislly
infectious materials: contaminated items
that would release blood or other

otentially infectious materislsin a

iquid or semi-liquid state il compressed:
iterns that are caked with dried blood or
other potentially infectious materials
and are capable of relessing these
materials during handling: contaminated
sharps: and pathological and
microbiological wasies containing blood
or other potentially infectious materials.

Reseorch Loboralory means a
laboratory producing or using research-
laboratory-scale amounts of HIV or
HBV. Research laboratories may
produce high concentrations of HIV or
HBYV but not in the volume found in
production facilities.

Source Individual means any o
individual, living or desd. whose biood
or other potentially infectious materials
may be a source of occupationsi
exposure to the employee. Examples
include, but are not limited to. hospital
and clinic patients: clients in institutions
for the developmentally disabied:
trauma victims: clients of drug and
alcohol treatment facilities: residents of
hospices and nursing homes: human
remains: and individuals who donate or
sell blood or blood componenis.

Sterilize means the use of a physical
or chemical procedure to destroy all
microbis! life including highly resistant
bacterial endospores.

Universal Precautions is an spproach
to infection control. According to the
concept of Universal Precautions. all
human blood and certain human bedy
fluids are treated as if known to be
infectious for HIV, HBV. and other
bloodborne pathogens.

Wark Proctice Controls means
controls that reduce the likelihood of
exporure by altering the manner in
which a tisk is performed (e.5-
prohibiting recapping of needies by &
two-handed technique}.

{c) Exposure contro/=—{1) Exposure
Coatrol Ploa. (i) Each empioyer having
an employee(s) with occupational
exposure ss defined by paragraph [b) of
this section shall establish a written
Exposure Contrel Plan designed to
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eliminate or minimize employee
exposure.

{ii) The Exposure Control Plan shall
contain at least the following elements:

(A) The exposure determination
required by paragraph(c)(2).

(B) The schedule and method of
implementation for paragraphs (d)
Methods of Compliance, (e} HIV and
HBV Research Laboratories and
Production Facilities, {I) Hepatitis B
Vaccinstion and Post-Exposure
Evaluation and Follow-up. (g)
Communication of Hazards to
Employees. snd (h) Recordkeeping, of
this standard. and

(C) The procedure for the evaluation
of circumstances surrounding exposure
incidents as required by paragraph
(0)(3)(i) of this standard.

fiii) Each employer shall ensure thata
copy of the Exposure Contro! Plan is
accessible to employees in sccordance
with 29 CFR 1910.20{e}.

(iv} The Ex:posure Control Plan shall
be reviewed and updated at least
annually and whenever necessary to
reflect new or modified tasks and
procedures which affec! occupational
exposure and lo reflect new or revised
employee positions with occupationsl
exposure.

(v) The Exposure Control Plan shall
be made available 1o the Assistant

Secretary and the Director upon request

for examination and copying.

(2) Exposure determination. (i) Each
employer who has an employee(s) with
occupational exposure as defined by
paragraph (b) of this section shall
prepare an exposure determination. This
exposure determination shall contain
the following:

(A) A list of all job classificetions in
which all employees in those job
classifications have occupational
exposure:

(B) A list of job classifications in
which some employees have
occupational exposure, and

{C) A list of all tasks and procedures
or groups of closely relsted task and
procedures in which occupational
exposure occurs and that are performed
by employees in job classifications
listed in accordance with the provisions
of par;lg‘nph (c)(2)(i}B) of this standard.

{ii) This exposure determination shall
be made without regard to the use of
persons! protective equipment.

{d) Methods of complionce—{1)
General=Universal precautions shall be
observed to prevent contact with blood
or other potentially infectious materials.
Under circumsiances in which
differentialion between body fluid types
is difficult or impossible, all body fluids
shall be considered potentially
inlectious matenals.

.

{2) Engineering end work proctice
conirols. (i) Engineering and work
praclice controls shall be used to
eliminate or minimize employee
exposure. Where occupational exposure
remsins after institution of these
controls. personal protective equipment
shell also be used.

(t) Engineering controls shall be
examined and maintained or replaced
on a regular schedule to ensure their
effectiveness.

(iii) Employers shall provide
handwashing facilities which are readily
accessible to employees.

(iv) When provision of handwashing
facilities is not feasible, the employer
shall provide either sn sppropriate
antiseplic hand cleanser in conjunction
with clean cloth/paper towels or
antiseptic toweleties. When antiseptic
hand cleansers or towelettes are used.
hands shall be washed with sosp and
running waler as soon as feasible.

(v} Employers shall ensure that
employees wash their hands
immediately or as soon as {easible after
removal of gloves or other personal
protective equipment.

{vi} Employers shall ensure that
employees wash hands and any other
skin with soap and water, or flush
mucous membranes with water
immediately or a3 soon as feasible -
following contact of such body areas
with blood or other potentially
infectious materials.

{vil) Contaminated needles and other
contaminated sharps shall not be bent,
recapped, or removed except as noted in
parsgraphs (d)(2){vii)(A) and
(d)(2)(vii)(B) below. Shearing or
breaking of contaminated needles is
prohibited.

(A) Contaminated needles and other
contaminated sharps shall not be
recapped or removed unless the
employer can demonstrate that no
sltemative is feasible or that such
action is required by & specific medical
procedure.

(B} Such recapping or needle removal
must be accomplished through the use of
s mechanics)] device or a one-handed
technique.

{viii} Immediately or as soon as
possible after use, contaminated
reusable sharps shall be placed in
appropriate containers until properly
reprocessed. These containers shal! be:

(A) Puncture resistant;

(B} Labeled or color-coded in
sccordance with this standard:

(C) Leakproof on the sides and
bottom; and

(D) In accordance with the
requirements set forth in paragraph
(d){4}{ii)(E) for reusable sharps.

{ix) Eating. drinking, smoking.
applying cosmetics or lip balm, und
handhing contact lenses are prohibtted in
work areas where there is a reasonable
likelihood of eccupational exposure.

{x) Food and drink shall not be kep! in
refrigerators. [reezers. shelves. cabinets
or on countertops or benchlops where
blood or other potentially infectious
malerials are present.

(xi} All procedures involving blood or
other potentially infectious materials
shall be performed in such a munner as
to minimize splashing. spraying.
spattering. and generation of droplets of
these substances.

(xii) Moulh pipetting/suctioning of
blood or other potentially infectious
materials is prohibited.

{xiii) Specimens of blood or other
potentially infectious materials shall be
placed in a container which prevents
leakage during collection. handling.
processing. storage. transport. or
shipping.

(A) The container for storage.
transportl, or shipping shall be labeled or
color-coded sccording to paragraph
(8)(1)(i} and closed prior lo being stored.
transported. or shipped. When s lacihity
utilizes Universal Precautions in the
handling of all specimens, the labeling/
color-coding of specimens s not
necessary provided containers are
recognizable as containing specimens.
This exemption only applies while such
specimens/containers remain within the
facility. Labeling or color-coding in
sccordance with paragraph (g}{1)li) is
required when such specimens/
containers leave the facility.

(B} If outside contamination of the
primary container occurs. the primary
container shall be placed within a
second container which prevents
leakage during handling. processing.
storage, transport, or shipping and is
labeled or color-coded according to the
requirements of this standard.

{C} If the specimen could puncture the
primary container. the primary container
shall be placed within s secondary
container which is puncture-resistant in
addition to the xbove characteristics.

{xiv) Equipment which may become
contaminated with blood or other
potentiully infectious materials shall be
examined prior (o servicing or shipping
and shall be deconlaminated as
necessary. unless the emplover con
demonstrate that decontaminstion of
such equipment or portions ol such
equipment is not feasible.

{A) A readily observable lubel in
accordance with paragruph [(g)1)(i}[H)
shall be attached 10 the equipment
stating which porlions remain
contaminated.
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[B] The emplover shall ensure that
this information i1s conveyed to all
aifecied employees. the servicing
representative. and/or the manufactyrer,
&s appropriate. prior to handling.
servicing. or shipping so that
appropriate precautions will be taken.

(3) Personal protective equipment—{i)
Provision. When there ts occupational
exposure. the employer shall provide. at
no cost (o the employee. appropniate
personal protective equipment such as.
but not limited to. gloves. gowns.
laboratory coats, face shields or masks
and eve protection. and mouthpieces.
resuscitation bags, pockel masks. or
other venulation devices. Personal
protective equipment will be considered
“appropriate” only if it does not permit
blood or other poientially infectious
matenals to pass through to or reach the
employee's wark clothes. street ciothes.
undergarments. skin. eyes, mouth. or
other mucous membranes unier normal
conditions of use and for the duration of
time which the protective equipment
will be used.

.. {ii} Use. The amployer shall ensure
that the employee uses appropriate
personal protective equipment uniess
the employer shows that the employee
temporarily and bniefly declined to use
personal protective equipment when.
under rare and extraordinary
circumstances. it was the employee’s
professional judgment that in the
specific instance its use would have
prevented the delivery of hesith care or
public safety services or wauld have
posed an increased hazard (o the salety
of the worker or co-worker. When the
employee makes this judgement, the
circumstances shall be investigated and
documented in aorder 1o determine
whether changes can be instituted to
prevent such occurences in the future.

(iii) Accessivility. The employer shall
ensure that appropriate persons)
protecuve squipment in the appropriate
sizes is readily accessible at the
workstie or is issued to empioyees.
Hypoalilergenic gloves. glove liners,
powderiess gloves, or other similar
slternatives shall be readily accessible
to those employees who are allergic to
the gloves normally provided.

(iv} Cleaning. Laundering. and
Disposal. The emplover shail clean.
launder. and dispose of personal
protective equipment required by
paragraphs {d} and (e) of this standard,
at no cost to the employee.

{v)} Repair and Replacement. The
emplover shall repeir or replace
personal protective equipment as
- needed 1o maintain its effectiveness. at
no cost (o the employee.

[vi) If a garment(s) is penetrated by
blood or other potentially infectious

matenals, the garment(s) shall be
removed immediately or as soon as
feasible.

(wvii) All personal protective
equipment shall be removed prior to
leaving the work area.

{viii) When personal protective
equipment is removed it shall be placed
in an appropnately designated area or
container {or storage. washing.
deconlamination or disposal.

{ix] Cloves. Gloves shall be worn
when it can be ressonably anticipated
that the employee may have hand
contact with blood. other potentially
infectious materials. mucous
membranes. and non-intact skin: when
periorming vascular access procedures
excep! as specified in paragraph
(6){3)(ix)(D}; snd when handling or
touching contam:naied items or
surfaces.

(A) Disposable (single use) gloves
such ss surgical or.examination gloves,
shall be replaced a3 soon as practical
when contaminated cr as soon as
feasible if they are torn, punctured, or
when their ability to funclion as a
barrier is compromised.

(B) Disposable (single use) gloves
shall not be washed or decontaminsted
for re-use.

{C) Utility gloves may be
decontaminated {or re-use if the
integrity of the glove is not
compromised. However, they must be
discarded if they are cracked. peeling.
torn. punctured. or exhibit other signs of
deterioration or when their ability to
function as a barrier is compromised.

1D) i an employer in a voluntees
blood donation centet judges that
routine gloving for all phlebotomies is
not necessary then the smployer shall:

{1) Periodically reevaluste this policy:

{2) Make gloves available t0 all
employees who wish to use them for
phiebotomy:

{3) Not discourage the use of gloves
for phlebotomy: and

(€) Require that gloves be used for
phlebotomy in the following
circumstances:

(/) When the employeé has cuts.
s:rnehes. ot other bresks in his or her
skin:

(i) When the employee judges that
hand contamination with blood may
occur, for example, when performing
phlebotomy on an uncooperstive soutce
individusi: and

(/ii) When the employee is receiving
training in phiebotomy.

{x) Maxks. Eye Protection. and Face
Shields. Masks in combination with eye
ptotection devices. such as goggies or
glasses with solid side shields. or chin-
length face shieids. shall be wom
whenever splashes. spray, spatter, or

droplets of blood or other potentially
infeclious matenals may be generated
and eye. nose. or mouth contamination
can be reasonably anticipated.

{xi) Gowns. Aprons. and Other
Prutective Body Clothing. Appropriate
protective clothing such as. but not
limited to. gowns. aprons. lab costs.
clinic jackets. or similar cuter garments
shail be womn in occupational expasure
situations. The type and charscleristics
will depend upon the task and degree of
exposure anticipated.

{xii) Surgical caps or hoods and/or
shoe covers or boots shall be worn in
instances when gross contamination can
reasonably be anticipated (e.g-
sutopsies. orthopaedic surgery).

(4) Housekeeping. (i) General.
Employers shall ensure that the worksile
is mainteined in 8 clean and sanitary
condition. The employer shall determine
and implement an appropriaie written
schedule for cleaning and method of
decontamination based upon the
location within the facility. type of
surface to be cleaned. type of soil
present and tasks or procedures being
performed in the area.

{ii}) All equipment and environmental
and working surfaces shall be cleaned
and decontaminated after contact with
bleod or other potentially infectious -
materisls.

{A} Contaminated work surfaces shall
be decontaminated with an appropriate
disinfectant after completion of
procedures: immediately or as soon as
feasible when surfaces are overdy
contaminated or after any spill of blood
or other potentially infectious materials:
and at the end of the work shift if the
surface may have become contaminated
since the last cleaning.

(B) Protective coverings. such as
plastic wrap. aluminum foil. or
impervicusly-backed absorbent paper
used to cover equipment and
environmentsl surfaces. shall be
removed and replaced as soon as
feasible when they become overtly
contaminated or at the end of the
workshift if they may have become
contaminated during the shifl.

(C) All bins, pails. cans. and similar
recaptacles intended for reuse which
have & reasonable likelihood for
becoming contaminsted with blood er
other potentially infectious materials
shall be inspected and decontaminated
an & regulasly scheduled basis and
clexned and decontaminated
immadiately or as soon as feasible upon
visible contamination. )

{D) Broken glassware which may be
contaminsted shall not be picked up
directly with the hands. [ shall be

ceseet g R
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such as 2 brush and dust pan. tongs. or
forceps.

(E) Reussble sharps that are
contaminated with bload or other
potentially inlectious materials shall not
be stored or processed in 8 manner that
requires employees to reach by hand
into the containers where these sharps
have been placed.

(iii) Regulated Waste,

(A) Contaminated Sharps Discarding
and Containment. (1} Contaminated
sharps shall be discarded immediately
or as soon ss feasible in containers that

are:

{/) Closable:

(i) Puncture resistant;

(é‘if] Leakproof on sides and boltom:
an
{/v) Labeled or color-coded in
accordance with paragraph (g){1)(i]) of
this slandard.

(2) During use, containers for
contaminated sharps shall be:

(/) Easily accessible to personne! and
located as close as is feasible to the
immediate area where sharps are used
or cen be reasonably anticipated to be
found (e.g. laundries);

(‘:"i] Maintained upright throughout use;
an

(#i] Replaced routinely and not be
allowed to overfill.

(3} When moving contsiners of
contaminated sharps from the area of
use. the containers shall be:

() Closed immediately prior to
removel or replacement to prevent
spillage or protrusion of contents during
handling. storage. transport or shipping:

(r7) Placed in a secondary container i
leakage is possible. The second
container shell be:

(A) Closable:

(B) Constructed to contein all contents
and prevent leakage during handling,
storage. transport, or shipping: and

(C) Labeled or color-coded according
ta peragraph (g)(1)(i) of this standard.

(¢) Reusable containers shall not be
opened. emplied. or cleaned manually or
in sny other manner which would
expose emplovees to the risk of
percutaneous injury.

(B) Other Regulated Waste
Containment.() Regulsted waste shall
be placed in containers which are:

(/) Closable:

(i) Constructed to contain all contents
and prevent leakage of fluids during
handling. storage. transport or shipping:

(/i7) Labeled or color-coded in
accordance with paragraph (g){1){i) this
standard: and

(/1) Closed prior to removal to prevent
spitlage or protrusion of contents during
handling. storage, transport. or shipping.

(2) If outside contamination of the
regulated waste container occurs. it

shall be placed in a second container.
The second container shall be:

(/) Closable:

(//} Constructed to contain all contents
snd prevent leakage of fluids during
handling, storage. transport or shipping:

[ﬁ?d Labeled or :olor-co:ied in "
accordance with paragra }1)(i) o
this standard: and ik

{#v) Closed prior 1o removal to prevent
spillage or protrusion of contents during
handling, storage, transport, or shipping.

{C) Disposal of all regulated waste
shall be in accordance with applicable
regulations of the United States. States
and Territories, and political
subdivisions of States and Territories.

(iv} Laundry.

[A) Contaminated laundry shall be
handled as little &5 possible with a
minimum of agiiation. (1) Contaminated
laundry shall be bagged or containerized
at the lozation where it was used and
shall not be sorted or rinsed in the
Jocation of use.

(2) Contaminated laundry shall be
placed and transported in bags or
containers labeled or color-coded in
accordance with paragraph (g){1){i) of
this standard. When a facility utilizes
Universal Precautions in the handling of
all soiled laundry, aliemnative labeling or
color-coding is sulficient if it permits &l
employees to recognize the conlainers
as requiring compliance with Universal
Precautions.

(3) Whenever contaminated laundry is
wet and presents a ressonable
likelihood of soak-through of or leakage
from the bag or container, the laundry
shall be placed and transported in bags
or containers which prevent soak-
through and/or leakage of fivids to the
exterior.

(B) The employer shall ensure that
employees who have contact with
contaminated lsundry wear protective
gloves and other appropriate personal
protective equipment

{C) When a facility ships
contaminsted laundry off-site 10 a
second facility which does not utilize
Universal Precautions in the handling of
all lsundry, the facility generating the
contaminated Jaundry must place such
laundry in bags or containers which are
labeled or color-coded in accordance
with paragraph (g}{1Ki).

(e} HIV and HBYV Research
Loboratories ond Production Fecilities.
{1) This paragraph applies 10 research
laboratories and production facilities
engaged in the cullure. production,
concentration. experimentation, and
manipulation of RIV and HBV. It does
not apply to clinical or diagnostic
laboratories engaged solely in the
analysis of blood. tissues. or organs.

These requirements apply in addition to
the other requirements of the standard.

(2) Research laboratories and
production facilities shall meet the
following criteria:

(i) Standard microbiological practices.
All regulated wasie shall either be
incinersted or decontaminsted by a
method such as sutoclaving known to
effectively destroy bloodborne
pathogens.

(ii) Special practices.

{A) Laboratory doors shall be kept
closed when work involving HIV or
HBV is in progress.

{B) Contaminated materials that are 10
be decontaminated at 2 site away from
the work ares shall be placed ina
durable, leakproof. labeled or color-
coded container (hat is closed before
being removed from the work area.

{C] Access to the work area shall be
limited to authorized persons. Written
policies and procedures shall be
established whereby only persons who
have been advised of the potential
biohazard. who meet any specific entry
requirements. and who comply with all
entry and exil procedures shall be
allowed to enter the work aress and
animal rooms.

{D) When other potentially infectious
materials or infected animals are
present in the work area or containment
module. a hazard waming sign
incorporating the universal biohazard
symbol shall be posted on all access
doors. The hazard warning sign shall
comply with paragraph (g)(1)(:i} of this
standard.

(E) All activities involving other
potentially infectious materials shall be
conducted in biological safety cabinets
or other physical-conlainment devices
within the containment module. No
work with these other potentially
infectious materials shall be conducted
on the open bench.

(F) Laboratory cosls. gowns. smocks.
uniforms, or other appropriste protective
clothing shall be used in the work area
and animal rooms. Protective clothing
shall not be worn outside of the work
ares and shall be deconlaminated
before being laundered.

(C) Special care shall be taken to
avoid skin contact with other poteatially
infectious materials. Gloves shall be
worn when handling infecled animals
and when making hand contact with
other potentially infectious materials is
unsvoidable.

{H) Before disposal all waste from
work areas and from animal rooms shall
either be incinerated or decontaminaled
by a method such as avtoclaving bnown
to effectively destroy bloodborne

pathogens.
Page B 36 of 44



Federal Register / Vol. 56. No. 235 / Friday, December 6. 1991 / Rules and Regulations

64179

o —

{11 Vacuum lines shall be protected
with hquid disinfectant traps and high-
eifictency partcuiate air (HEPA] filters
or fiiters of equivalent or superior
elficiency and which are checked
routinely and maintained or replaced as
necessary.

{]) Hvpodermic needies and syringes
shail be used only lor parenteral
iniection and aspiration of fluids from
labaratory animals and diaphragm
boitles. Only needle-locking syringes or
disposable syringe-needle units (i.e.. the
needle is integral to the syringe) shall be
used for the injection or aspiration of
other potentially infectious materials.
Extreme caution shall be used when
handling needles and syringes. A reedle
shall not be bent, sheared. replaced in
the sheath or guard, or removed from the
syninge following use. The needle and
syringe shall be promptly placed in a
puncture-resistant container and
autoclaved or decontamnated before
reuse or disposal.

(K) All spills shall be immediately
contained and cleaned up by
approptiate professional staff or others
properly trained and equipped to work
with potentially concentrated infectious
materiais.

(L) A spill or accident that results in
sn exposure incident shall be
immed:ately reported 1o the laboratory
director or other responsible person.

(M) A biosafety manual shall be
prepared or adopted and periodically
reviewed and updated at least annually
or more often if necessary. Personnel
shail be advised of potential hazards.
shall be required to read instructions on
pracuces and procedures. and shall be
required to {ollow them.

{1ii) Containment equipment. (A)
Certified biological salety cabinets
{Clasa L ]l. or 111} or other appropriate
combinations of personal protection or
physical containment devices. such as *
special protective clothing. respirators,
centrifuge safety cups. sealed centrifuge
rotors. and containment caging for
animals, shall be used for all activities
with other potentially infectious
materials that pose a threat of exposure
to droplets. splashes. spills. or aerosols..

(B) Biological safety cabinets shall be
certified when instalied. whenever they
are moved and at least aanually.

{3) HIV and HBV research
laborstories shall meet the following
cnteria:

{) Esch laboratory shall contain a
facility for hand washing and an eye
wash facility which is readily available
within the work srea.

(ii) An sutoclave for decontamination
of regulated waste shall be available.

(4] HIV and HBV production facilities
shall meet the following criteria:

(i) The work sreas shall be separated
from areas that are open to unresiricted
traffic flow within the building. Passage
through two sets of doors shall be the
basic requirement for entry inlo the
wark area from access corridors or other
contiguous areas. Physical separation of
the high-containment work area from
access comndors or other areas or
activities may also be provided by a
double-doored clothes-change room
{showers mav be included), airlock. or
other access facility that requires
passing through two sets of doors before
entering the work ares.

(ii) The surfaces of doors, walls. floors
and ceilings in the work area shall be
water resistant so that they can be
easily cleaned. Penetrations in these
surfaces shall be sealed o: capable of
being sealed 1o facilitate
decontamination.

{iii) Each work area shall contain a
sink for wastung hands and s readily
svailable eye wash [acility. The sink
shall be fool. elbow. or automatically
operated and shall be located near the
exit door of the work area. .

{iv] Access doors to the work area or
containment moduie shall be self-
closing.

{v} An autoclave for decontamination
of regulated waste shall be available
wrthin or as near as possible to the work
ares.

{vi) A ducted exhaust-air ventilation
system shail be provided. This system
shall create directional airflow that
draws gir 1n10 the work srea through the
entry ares. The exhaust air shall not be
recirculated to any other ares of the
building. shall be discharged to the
outside. and shall be dispersed away
from occupied aress and air intakes.
The proper direction of the airflow shall
be verified (i.e.. into the work area).

(5) Trouning Requirements. Additiona!l
training requirements for employees in
HIV and HBV research laboratories and
HIV and HBYV production facilities arr
specified in paragraph (g){2)({ix).

(f) Hepatitis B vaccinatian afid post-
exposure evaluation and follow-up—{1)
General. (i) The employer shall make
svailable the hepatitia B vaccine and
vaccination series to all employees who
have occupationa! exposurs. and post.
exposure evaluation and follow-up to all
employees who have had an exposure
incident.

(ii) The employer shall ensurs that all
medical evaluations and procedures
including the hepatitis B vaccine and
vaccination series and post-exposure
evalustion and follow-up. ineluding
prophylaxis. sre:

(A) Made available at no cost to the

e

(B) Made available 10 the employee at
a reasonable ume and place:

(C) Performed by or under the
supervision of a licensed physician or
by or under the supervision of another
licensed healthcare professional: and

(D} Provided according 1o
recommendations of the U.S. Public
Health Service current at the time these
evaluations and procedures take place.
except as specified by this paragraph ({).

(iii) The emplover shal! ensure that all
laboratory tests are conducted by an
accredited laboratory at no cost to the
empioyee.

(2) Hepatitis B Vaccination. (i)
Hepatitis B vaccination shall be made
available afier the emplovee has
received the training required in
paragraph (g)(2)(vii}(I) and within 10
working days of initial assignment 10 all
emplovees who have occupations!
exposure unless the employee has
previously received the complete
hepatitis B vaccination series. antibody
testing has revealed that the employee 13
immune. or the vaccine is
contraindicated {or medical reasons.

(i) The employer shall not make
participation in & prescreening program
a prerequisite for receiving hepatitis B
vaccination.

{iit} If the employee initially declines _
hepatius B vaccination but at a later
date while still covered under the
standard decides to accept the
vaccination, the employer shall make
available hepatitis B vaccination at that

time.

(iv) The employer shall assure that
smployees who decline to accept
hepatitis B vaccination offersd by the
employer sign the statement in appendix
A.

(v} If a routine booster dose(s) of
hepatitis B vaccine s recommended by
the U.S. Public Health Service ata
future date. such booster dose(s) shall
be made available in accordance with
section (N{1){ii).

{3) Post-exposure Evoluation ond
Follow-up. Foliowing a report of an
exposurs incident. the employer shall
make immediately available to the
exposed employee a confidential
medical evaluation and follow-up.
including at least the following
elements:

(i) Documantation of the route(s) of
axposure. and the circumstances under
which the exposure incident occurred:

{ii} Identification and documentation
of the source individual unless the
employer can establish that »
identification is infeasible or prohibited
by state or local law:

(A) The source individual's blood

shall be hﬁfg SEP0PY M-lwible and
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after consent is obtained in order to
determine HBV and HIV infectivity, If
consent is not obtained. the employer
shall establish that legally required
consent cannot be obtained. When the
source individual's consent is not
required by law. the source individual's
blood. if available, shall be tested and
the results documented.

(B) When the source individual is
already known to be infected with HBV
or HIV. testing for the source
individual's known HBV or HIV status
need not be repeated.

{C) Results of the source individual's
testing shall be made available to the
exposed employee. and the employee
shall be informed of applicable laws and
regulations concerning disclosure of the
identity and infectious status of the
source individual.

(iii) Collection and testing of blood for
HBV and HIV serological sialus:

{A) The exposed employee's blood
shall be collected as soon as feasible
and tested after consent is obtained.

(B) If the employee consents 1o
baseline bleod collection. but does not
give consent at that time for HIV
serologic testing. the sample shall be
preserved for at least 90 days U, within
90 day's of the exposure incident, the
emplovee elects to have the baseline
sample tesied. such testing shall be done
a5 soon as feasible.

(1v) Post-exposure prophylaxis, when
medically indicated. as recommended
by the U.S. Public Health Service:

{v]) Counseling: and

(vi} Evaluation of reported ilinesses.

{4} Informction Provided to the
Heclthcore Professionol. (1) The
emplover shall ensure that the
healthcare professional responsible for
the emplovee's Hepatitis B vaccination
is provided & copy of this regulation.

(i) The employer shall ensure that the
heslthcsre professional evalusting an
employvee alier an exposure incident is
provided the lollowing information:

[A) A copy of this regulation:

(B)] A description of the exposed
employee’s duties as they relate to the
exposure incident:

{C) Documentation of the route(s) of
exposure and circumstances under
which exposure occurred:

(D) Results of the source individual's
blood testing. if svailable: and

(E) All medical records relevant to the
appropriate treatment of the employee
including vaccination status which are
the employer’s responsibility to
maintain.

{5} Heclthcare Professionol’s Written
Opinion. The employer shall oblain and
provide the employee with a copy of the
evaluating healthcare professional's

written opinion within 15 days of the
compl:tion of the evsluation.

o« v - ¢ e em

(i) The healthcare professional's
writlen opinion for Hepatitis B
vaccination shall be limited to whether
Hepatitis B vaccination is indicated for
an employee. and if the employee has
received such vaccinstion.

{ii) The healthcare professional’s
writlten opinion for post-exposure
evaluation and follow-up shall be
limited 1o the following information:

(A} That the employee huas been
inf;rmed of the results of the evaluation:
an

(B) That the employee hss been told
abou! any medical conditions resulling
from exposure to blood or other
potentially infectious materials which
require further evaluation or treatment,
{iti) All other findings or diagnoses shall
remain confidential and shall not be
included in the wrilien report,

(6) Medical recordkeeping. Medical
records required by this standard shall
be maintained in accordance with
paragraph (hj(1} of this section.

(g) Cemmunication of hozords to
employees— (1] Labels and signs. [i)
Labels. (A} Warning labels shall be
aflixed to contéiners of regulated waste.
refrigerators and freezers containing
blood or other potentislly infectious
material and other containers used to
store, ransport or ship blood or other
potentially infectious materials. except
as provided in paragraph (g{1)(i)(E}. (F)
and (G).

(B) Labels required by this section
shall include the following legend:

2

BIOHAZARD

(C) These labels shall be fluorescent
orange or crange-red or predominantly
s0. with lettering or symbols in a
contrasting color.

(D] Labets required by alfixed as
close as feasible to the container by
string. wire. adhesive. or other method
that prevents their loss or unintentional
remaval.

(E) Red bags or red containers may be
substituted for fabels.

(F] Containers of bloed. blood
components. or blood producis that.are
lebeled as to their contents and have
been released for transfusion or other
clinical use are exempted from the
labeling requirements of paragraph [g).

(G) Individual containers of blood or
other potentially infeclious materials
that are placed in a labeled contsiner
during storage. transport. shipment or
disposal are ex

’

X xempted from-thejlabeling s 4 _on

“*Tequirement. '™
- e, ”

- -

{H) Labels required for contaminated
equipment shall be in accordance with
this psragraph and shall also state
which portions of the equipment remain
contaminaled.

(1) Regulated waste that has been
decantaminated need not be Jabeled or
color-coded.

(i1) Signs. {A] The employer shall post
signs at the entrance to work areas
specified in paragraph (e). HIV and HBV
Research Labaratory and Produclion
Facilities. which shall bear the following
legend:

SO

BIOCHAZARD

BIOHAZARD

(Name of the Infectious Agent)

{Special requitements for entering the area)
(Name. telephone number of the laboratoy
director or other responsible person.)

(B) These signs shall be fluorescer:
orange-red or predominanily so, with
lettering or symbols in a contrasting
color.

(2) Information and Treining. [i)
Employers shall ensure that all
employees with occupational exposure
participste in a training program which
mus! be provided at no cost to the
employee and during working hours.

(is) Training shall be provided as
follows:

(A) At the time of [nitial assignment to
tasks where occupational exposure may
take place:

(B} Within 90 days after the elfective
date of the standard; snd

(C) At least annually thereafter.

(iii) For employees who have received
training on bloodborne pathogens in the
year preceding the effective date of the
standard. only training with respect to
the provisions of the standard which
were not included need be provided.

{iv] Annual traning for all employees
shall be provided within one year of
their previous training,

{v) Employers ghall provide additional
training when changes such as
modification of tasks ot procedures or
instilution of new tasks or procedures
aflect the employee’s occupational
exposure. The additional training may
be limited to addrassing the new
exposures created.

Page B 38 of 44

.



regeral Kegister / Vol. 56. No. 235 / Fnday. Uecemoer &. 1991 / Rules and Regululidns

€4181

ivil Matenat appropniate 1n content
and vocabulary to educational level.
literacy. anc language of employvees
shail be used.

tvii) The trawning program shall
coniain al a mmirmum the following
elements:

{A} Anaccessioie copy of the
reguiatory texi of this standard and an
expianation of its contents:

(B] A general explanation of the
ep:demiology and symptoms of
bloodborne diseases:

{C} An axplanation of the modes of
transmission of bloodbome pathogens:

{D) An explanatuon of the employvers
exposure control plan and the means by
which the employee can obtain a copy
of the written plan:

{E) An explanation of the appropriate
methods for recognizing tasks and other
activilies that may involve exposure lo
blood and other potentially infectious
materials: N

(F} An explanation of the use and
limitations of methods that will prevent
or reduce exposure inciuding
approprisie engineering controls. work
practices. and personal protective
equipment

(G) Information on the types. proper
use. location, removal. handling.
decontamination and disposal of

~ personal prolective equipment;

(H) An explanation of the bams for
selection of personal protecuve
equipment:

(I} Information on the hepatitis B
vaccine. including information on its
efficacy. salety, method of
adminustration. the benefits of being
vaccinated. and that the vaccine and
vaccinztion will be offered [ree of
charge:

(]) Information on the appropriate
actions to take and persons o contact in
an emergency invoiving blood or other
potentially infectious materials:

(K) An explsnation of the procedure
to follow if &n exposure incident cccurs.
inciuding the method of reporting the
incident and the medical follow-up that
will be made available:

(L) Information on the post-exposure
evalustion and follow.-up that the
empioyer is required to provide for the
employee foliowing an expesure
incident:

(M) An explanation of the signs and
Iabels and/or color coding required by
paragraph [g){1): and

(N1 An opportunity for interactive
questions and snswers with the person
conducting the training session.

(viii] The person conducting the
training shali be knowiedgesblz in the
sudject matter covered by the elements
coniained in the training program as it
relates to the workplace that the training
wiii address.

{ix) Additional Initial Trarning for
Empioyees 1 HIV and HBV
Laborateries and Production Facilities.
Empiovees in HIV or HBV research
laboratories and HIV or HBV production
faciiities shall receive the following
inutial training 1n sddition io the above

‘ trainung requirements.

{A) The emplover shall assure that
employees demonstrate proficiency in
standara microbiological practices and
techniques and in the pracuces and
operations specific to the facility before
being ailowed to work with HIV or HBV.

{B) The employver shail assure that
emplovees bave prior expenence in the
handling of human pathogens or tissue
cultures before working with HIV or
HBV.

(C) The emplover shall provide a
training program to emplovees who have
no prior experience in handling human
pathogens Inital work activities shall
not include the handling of infectious
agents, A progression of work activities
shall be assigned as techniques are
learned and proficiency is developed.
The emplover shall assure that
emplovees participate in work activities
involving infectious agents only after
proficiency has been demenstrated.

(h) Recordkeeping—{1} Medical
Records. (i) The amployer shall establish
and maintain an accurste record for
each employee with occupational
exposure. in accardance with 29 CFR
1910.20.

(ii) This record shall inciude:

(A) The name and socis! security
number cf the employee:

(B] A copy of the emplovee’s hepatitis
B vaccination states including the dates
of all the bepatitis B vaccinations and
any medical records relative to the
employee’s abulity to receive
vaccingtion as required by paragraph
2y

(C) A copy of all results of
examinations. medical testing. and
follow-up procedures as required by
paragraph (f)(3):

{D) The employer's copy of the
healthcare professional’s wnitten
opg\ion as required by paragraph (f){S)
an

(E] A copy of the information
provided to the healthcare professional
as required by paragraphs (1)(4}{ii){B)(C}
and (D).

{iii] Confidentiality. The emplayer
shall ensure that employves medical
records required by paragraph (h)(1) are:

{A) Kept conflidential: and

(B) Are not disclosed or reported
without the employee's express written
consent lo any persen within or outside
the workplace except as required by this
section or as may be required by law.

(iv]) The employer shali maintain the
records required by paragraph (h) for at
least the durstion of employment plus 30
vears in accordance with 29 CFR
1910.20.

(2) Trcining Records. (i) Traiming
records shall include the following
informauon:

(A) The dates of the Irzining sessions:

(B) The contents or a summary of the
training sessions:

(C) The names and qualificstions of
persons conducting the training: and

(D) The aames and job tities of ail
persons attending the training sessions.

(vi} Training records shail be
maiuntained for 3 years from the date on
which the trainiag occurred.

(3) Availability. (i} The emplover
shall ensure that all records required to
be maintsined by this section shall be
mede available upon request to the
Assistan! Secretary and the Director for
examunation and copying.

{1i) Employee trzining records
required by this paragraph shall be
provided upon reques! [or examination
and copying to emplovees. 10 employee
representatives. to the Director. and to
the Assistant Secretary (n accordance
with 29 CFR 1810.20.

{iii) Employee medical records
required by this paragraph shall be
provided upon request for examination
and copying to the subject employee. 10
anyone having written consent of the
subject employee. to the Director, and to
the Assistant Secretary 1n accordance
with 29 CFR 191020,

[4) Transfer of Records. (i) The
amployer skall comply with the
requirements involving transfer of
recceds set forth in 29 CFR 1910.20(h).

(ii) If the employer ceases to do
business and there is no successor
employer to receive and retain the
records {or the prescribed period., the
employer shall notify the Director. at
least three months prior to their disposal
and transmit them to the Director, if
required by the Director to do so. within
that three month period.

(i) Datea—{1) Effective Date. The
standard shall become effective on
March 8, 1962

{2} The Exposure Control Plan
required by paragraph (c)(2) of this
section shail be completed on or before
May §. 1992

{3) Paragraph (g)(2} Information and
Training and (h) Recordkeeping shall
take effect on or before June 4, 1992,

{4) Paragraphs (d)(2) Engineering and
Work Practics Controls..(d)(3) Personal
Protective Equipment, (d){4)
Housekeeping. (¢) HIV and HBV
Research Laboratories and Production
Facilities, (f) Hepatitis B Vaccination
and Posi-Exposure Evaluation and

Follow-up. and (g) {3) Labels and Signs,
shall take effect July 6. 1092

Appendix A 15 Section 1910.1630—Hepatitis
B Vacxing Declination (Mandalory)

I understand that due to my occupational
exposure o blood or other potentiaily
infectious materizls I may be st risk of
acquiring hepautis B virus (HBV) infection.
have been piven the opportunity o be
wvaccinated with hepatitis B vactine. at no
charge to mysell. Howevelr. [ decline hepatitis
B vaccination at this time. | undersiand that
by dechining this vaccine. | coatinue o be a1
risk of acquiring hepatitis &. a serious
disease. If in the future ] continue Lo have
occupational expesurs to blood or other
potenually infecuous materials and | want 10
be vaccinated with hepatitis B ue:i::. lcan
receive the W Sy 410 charge o
me.

[FR Doc. 91-28888 Filed 12-3-61: 845 sm]
BULNG COOE 4510-30-0
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Fact Sheet No, OSHA 8246

Bloodbome Pathogens Final Standard: Summary of Key Provislons

PURPOSE: Limits occupational axposure to blood and
ather patentially Infoctious materials sinco any exposure
could resuR In transmission of bioodbome pathogens which
could lead 1o disease or death.

SCOPE: Covers all empioyees who could be *reasonably
anticipsied™ as the result of performing their Job duties to
face contact with blood and cther potantlally infactious
materiais. OSHA has not mttempted 10 list all occupations
where axposures could ocour. "Good Samartan’ acts such
&S essisting 8 co-worker with a noseblsed would nat be
considered occupational exposure.

infectious materials include semen, vaginal
socretions, cerebrospinal fluid, synovial fluid, pleural fluld,
pericardial fiuid, pertoneal fluid, amniotic fluid, saliva in
dental proceduras, any body fluid visibly contaminated with
blood and ali body fluids In stuations whers X is difficult or
impcesibie to ciffersntiate between body fluids, They also
Include any unfixed tissue or organ other than irtact skin
from a human (living or dead) and human
immunodeficiency virus (HIV)-containing cali or tissue
cultures, organ culiures and HIV or hepattis B (HBV)-
contalning culturs medium or other solutions as well as
blood, crgans or other tissues {rom experimental animals
infacted with HIV or HBV.

EXPOSURE CONTROL PLAN: Requires empioyers to

identify, in wrhing, tasks and procedures as well as job

classifications whers occupational exposure to blood
occurs—without regard to personal protective ciothing and

equipment. It must also set forth the schedule for
Implementing other provisions of the standard and speclly
the procedure for gvaluating circumstances surrounding
exposure Incldents. The plan must be accessible to
smployees and available to OSHA. Employers must review
and update R & least annually—more often if necessary 10
accommodate workplace changes,

METHODS OF COMPLIANCE: Mandstes universal
precautions, (treating body fluids/materials as ¥ infectious)

emphasizing engineering and work practice controts. The
standard stressas handwashing and requires empioy s {9

provide faciities and ensure that employees use them
following exposurs to blood. It sets forth procedures 1o
minimize needlesticks, minimize splashing and spraying of
blood, ensure appropriate packaging of specimens and
regulated wastes and decontaminate equipment or label &
as contaminaied before shipping to servicing facillties.

Employers must provide, &t no cost, and require
employees to uss appropriate personal protective
equipment such as glaves, gowns, masks. mouthpieces
and resuscitation bags and must clean, repalr and replace
these when necessary. Gloves are not necessarily required
for routine phlabotomies In volunteer blood donation centers
but must be made available 1o employees who want them.

The standard requires & written schedule for
cleaning, identifying the method of decortamination to be

used, in addkion 1o claaning following contact with blood or
other potentially infectious materials. it apecifies methods
for disposing of contaminated sharps and sats forth
standards for containers for these kems and other regulzted
waste, Further, the standard Includes provisions for .
handling contaminated laundry 10 minimize exposures.

BV AND HBV RESEARCH LABORATORIES AND
PRODUCTION FACILITIES: Calls for these facilllies to
foliow standard microbiological practices and specifies
additional practices intended to minimize exposures of
employses working with concentreted viruses and reduce
the risk of accidental exposura for other employees & the
faciity. These faclities must include required containment
equipment and an autoclave for decontamination of
reguiated wasie and must be constructed to imit risks and

enable easy clean up. Additional tralning and experience
requirements apply to workers in these taciiities.

HEPATITIS B VACCINATION: Requires vaccinations 1o be
mads gvailable to all employees who have occupational
@xposure 10 blood within 10 working days of assignment, at
no cost, & a reasonabls time and place, under the
supervision of licensed physicianficensed heathcare
pratessional and according 10 the latest recommendations
of the U.S. Public Health Service {USPHS). Prescreening

This Is one of & serles of fact ghests highlighting U.S. Department of Labor programs. |t is intended as a general description only
and does not cany the force of legal opinion. This information will be made avallable to sensory impalred indlviduals upon
request Voice phone: (202) 523-8151. TDD message referral phons. 1-800-326-2577.
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mey not be required as a condition of recelving the vaccine.
Employeés iriust sign a geciination form ¥ they choose not
to be vacctinated, but may later opt to recsive the vaccine at
no cost 10 the employss. Shoukd booster doses later be
recominended by the USPHS, smployees must be offered

them.

POST- URE EVALUATION AND FO UP:
Specifies procedures to be made avaiiable to all employees

who have had an exposure incident plus any laboratory
teets must be conducied by an accredited labormtory at no

coet to the employes, Follow-up must include a gonfidential
medical gvaluation documenting the clrcumstances of
axposure, identifying and testing the source indivigual ¥
feasible, testing the axposed employee's blood I ha/she
consents, post-axposure prophylads, counssling and
evaluation of reported linesses. Healthcars professionals
must be provided specified information to faciltate the

avaluation and thelr wiitten oplnion on the need for hepatitis .

8 vaccination following the exposurs. Information such as
the ampicyes's ablilty to recelve the hepatltis B vaccine
must be supplied to the empioyer. All dlagnoses must
remain cordidentlal.

HAZARD COMMUNICATION: Requires waming labets

inciuding the orange or orange-rad biohazard symbol affixed
to containers of reguiated waste, refrigerstors and freezers

and other contalners which are used to store or transport
blood or other potentlally infectious materials. Red bags or
contalners may be ysed instead of labeling. When a facilhy
usas universal precautions in s handling of alt specimens,
labeling Is not required within the faclity. Likewise, when all
laundry Is handled with universal precautions, the laundry
need not be labelied. Blood which has been tested and
found free of HIV or HBV and relsased for clinical use, and
regutated waste which has been decontaminated, need not
be labeled. Signs must be used to identlly restricted areas
in HIV and HBV ressarch laboratories and production
facilties.

INFORMATION AND TRAINING: Mandates fraining within
$0 days of sifective dats, jnllially upon assignment and
annually—employees who have received appropriate training
within the past year need only receive additional training In
tems not praviously covered. Training must include meking
accessible a copy of the regulatory texd of the standard and

wxplanztion of ks contents, general discussion on
bioodbome disesses and thelr transmission, exposure
cordrol plan, engineering and work practice controls,
personal pratective equipment, hepatitis B vaceine,
respanse to emergencies involving blood, how to handie
sxposurg incidents, the post-exposure svalution and follow-
up program, sigra/iabels/color-coding. Thers must be
opportunity for questions and answers, and the trainer must
be knowledgeabls in the subject matter. [aboratory and
production facility workers must receive gdditional
specialized inktia! training,

RECORDKEEPING: Calls for medical recorts 10 be kept
for each employes with occupational exposure for the
guration of employment plus 30 years, must be confidential
and must include narme and social security number;
hepatitis B vaccihation status (including dates); results of
any examinations, medical testing and follow-up procadures;
& copy ¢f the healthcare professionar's written opinion: and
& copy of information provided to the healthcare
professional. Training records must be maintained for three
ysars and must Inciude dates, contents of the training
program Of & summayy, treiner's name and qualifications,
names and job tities of all persons xtending the scssians,
Medical records must be made avallabls 1o the sublect
emploves with written consent of the empioyes,
OSHA and NIOSH-thay zre not evailable to the employer.
Disposal of records must be In accord with OSHA's
standard covering access to records.

DATES: Effective date: March 6, 1932. Exposure cortrol
plan: May 5, 1932 information and training requirements
and recordkesping: June 4, 1982 And the folowing other
provigions take effect on July 8, 1992 engineering and
work practice controls, personal protective equipmern,
housekeeping, speclal provisions covering HIV and HBV
research laboratories and production faciities, hepatitis B
vaccination and post-exposure evaluation and follow-up and
labels and signs.

X X
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Fact 8heet No. OSHA 83-28

HAZARD COMMUNICATION STANDARD

SUMMARY

Protection under OSHA's Hazard Communication
Standard (HCS) includes all workers exposed 1o
hazardous chemicals in all industrial sectors. This
standard is based on a simple concept - that
employees have both a need and a right to know the
hazards and the identities of the chemicals they are
exposed tc when working. They also need to know
what protective measures are available to prevent
adverse effects from occurring.

SCOPE OF COVERAGE

More than 30 million workers are potentially
exposed to one or mom chemical hazards. There are
an estimated 850,000 existing hazardous chemical
products, and hundreds of new ones are being
introduced annually. This poses a serious problem for
exposed workers and their employers.

BENEFTTS

The HCS covers both physical hazards (such as
flammability or the potential for explosions), and health
hazards (including both acute and chronic effects). By
making information avaiable to employers and
employees about these hazards, and recommended
precautions for safe use, proper implementation of the
HCS will result in a reduction of linesses and injuries
caused by chemicals. Employers will have the Iinfor-
mation they need to design an appropriate protective
program. Employees will be better able to participate
in these programs eflectively when they understand
the hazards involved, and to take steps to protect
themseives. Together, these employer and empioyee
actions will prevent the occurrence of adverse effects
caused by the use of chemicals in the workplace.

REQUIREMENTS

The HCS established uniform requirements to
make sure that the hazards of all chemicals imponed
into, produced, or used In U.S, workplaces are
evaluated and that this hazard information is
transmitted to affected employers and exposed

empiloyees.

Chemical manufacturers and importers must
convey the hazard information they leam from their
gvaluations to downstream employers by means ol
labels on containers and materia! safety data shoets
(MSDS's). In addiion, all covered employers must
have & hazard communication program to get this
information to their employees through labeis on
containers, MSDS’s, and training.

This program ensures that all employers receive
the information they need to inform and train their
employees properly and to design and put in place
employee protection programs. It also provides
necessary hazard information to employees 8o they
can participate in, and support, the protective
measures in place at their workplaces.

All employers in addltion to those in manufacturing
and importing are responsibie for informing and
training workers about the hazards in their workplaces,
retaining waming labals, and making available MSDS's
wih hazardous chemicals.

Some employees deal with chemicals in sealed
containers under normal conditions of use (such as in
the retall trades, warehousing and truck and marine
cargo handiing). Employers of these employees must
assure that labels affixed to Incoming containers of
hazardous chemicals are kept in place. They must
maintain and provide access to MSDS's received, or

This Is one of & saries of fact sheets highiighting U.8. Department of Labor programs. R is intended as a general deacription only
and does not carmy the force of legal opinion. This information will be made avaiiable to sensory impaired individuals upon request.

Voice phone; (202) 219-8151. TDD maessage referral phone: 1-800-326-2577.
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obtain MSDS's if requested by an employee. And they
must train workers on what to do in the event of & spill
or leak. However, wiliten hazard communication

programs will not be required for this type of operation.

All workplaces where employees are axposed to
hazardous chemicals must have a written plan which
describes how the standard will be implemented in
that tacilty. The only work operations which ¢o not
have to comply with the written plan requirements are
laboratories and work operations where employees
only handie chemicals in sealed containers.

The written program must reflect what employees
are going in a particular workplace. For example, the
written plan must Est the chemicals present at the site,
indicate who is responsible for the various aspects of

the program in that facilty and where written materials

will be made available to smployees.

The written program must describe how the
requirements for labels and other forms of waming,
material safety data sheets, and empioyee information
and training are qoing to be met in the facillty..

EEEECT ON STATE BIGHT-TO-KNOW LAWS

The HCS pre-empts all state (In states without
OSHA-approved job safety and health programs) or
local laws which reiate to an issue covered by HCS
without regard to whether the state law would conflict
with, complement, or suppiement the federal standard,
and withowut regard to whether the state law appears to
be "at laast as effective as* the tederal standard.

The only state worker right-to-know laws
authorized would be those established in states and
jurisdictions that have OSHA-approved state programs.

These states and jurisdictions include: Alaska,
Artzona, Caifornia, Connecticut (state and municipal
empioyees only), Hawall, Indiana, lowa, Kentucky,
Maryland, Michigan, Minnesota, Nevada, New Mexico,
New York (state and municipal employees only), Notth
Caroling, Oregon, Puerto Rico, South Carolina,
Tennessee, Utah, Vermomnt, Virgin istands, Virginia,
Washington, and Wyoming.

FED KER

Under the hazard communication standard federal
workers are covered by executive order.
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[Title 21, Volume 8]
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[CITE: 21CFR878.4820]

[Page 378)
TITLE 21-FOOD AND DRUGS

CHAPTER I--FOOD AND DRUG ADMINISTRATION, DEPARTMENT OF
HEALTH AND HUMAN
SERVICES (CONTINUED)

PART 878--GENERAL AND PLASTIC SURGERY DEVICES-~Table of
Contents

Subpart E-~Surgical Devices
Sec. 878.4820 Surgical instrument motors and accessories/attachments.

(a) Identification. Surgical instrument motors and accessories are
AC-powered, battery-powered, or air-powered devices intended for use
during surgical procedures to provide power to operate various
accessories or attachments to cut hard tissue or bone and soft tissue.
Accessories or attachments may include a bur, chisel (osteotome),
dermabrasion brush, dermatome, drili bit, hammerhead, pin driver, and
saw blade.

(b) Ciassification. Class | (general controls). The device is exempt
from the premarket notification procedures in subpart E of part 807 of
this chapter subject to Sec. 878.9.

[55 FR 48440, Nov. 20, 1990, as amended at 65 FR 2318, 2000}
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APPENDIX D

Guidelines for Professional Resurfacing
Exfoliating Procedures



The Esthetics Manufacturers and Distributors Alliance
of the
American Beauty Association

Guidelines for Professional Cosmetic Resurfacing Exfoliating
Procedures

I. Introduction

The Esthetics Manufacturers and Distributors Alliance (EMDA) of the American
Beauty Association (ABA) represents manufacturers and distributors of personal
care products within the professional beauty industry. EMDA serves the interests
of its members within the professional beauty industry and seeks to enhance the
professional treatment of clients of the professional beauty industry. To advance
these goals, EMDA developed these Guidelines for Professional Cosmetic
Resurfacing Exfoliating Procedures for cosmetologists, estheticians and/or skin
care specialists licensed to practice skin'care within their state. EMDA’s Guideline
Committee’ drafted the Guidelines with input and advice from industry
participants. Before publication, the draft Guidelines were reviewed and
approved by EMDA'’s Review Committee.?

II. Objectives for the Guidelines

The Guidelines are intended to enhance the safe and efficacious application of
Professional Cosmetic Resurfacing Exfoliating Substances. The Guidelines
recommend procedures for the application of Cosmetic Resurfacing Exfoliating
Substances by licensed practitioners. The Guidellnes exclude all chemicals and
mechanical products that are not specifically included in the Definitions. EMDA
has prepared these Guidelines as a service to the professional beauty industry
and its clientele. Because the circumstances of each particular application may
vary, adherence to the Guidelines does not ensure safe or satisfactory application
of Cosmetic Resurfacing Exfoliating Substances under all drcumstances.
CAREFULLY REVIEW SECTION IX: LIMITATIONS AND DISCLAIMERS.

! Guideline Committee: Paul Scott Premo, Committee Chair/ Executive Vice President of Marketing &
Education, i4.D., Formulations/Bioceutix Inc. and Charles Mizelle, Regional Operatons Director, Sothys Paris.

2 Review Committee: Mark Lees, PhD, President, Mark Less Skin Care, Howard Murad, M.D., Assistant
Clinical Professor of Dermatology UCLA, CEO, Murad Inc., Paul Dykstra, Executive Director, American Beauty
Assodiation (ABA), Robert Posner, CEQ, ABBE Cosmetic Group, William Althen, Attomey, Heenan, Althen &
Roles.
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III. Cosmetic Use of Resurfacing Exfoliating Procedures

Exfoliation Is derived from the Latin word "exfoliatus” defined as “to strip of
leaves”.  Cosmetic Resurfacing Exfoliating Procedures have been used
throughout history as a means to cleanse, smooth and improve the appearance
of the skin. Today, Cosmetic Resurfacing Exfoliating Procedures utilize a variety
of chemical substances and/or mechanical equipment intended to remove the
stratum comeum of the epidermis thereby improving the aesthetic appearance of
the skin. Cosmetic Resurfacing Exfoliating Procedures are not intended to cause
viable epidermal and/or dermal wounding or injury and therefore differ from
medical resurfacing procedures administered by physicians.

IV. Definitions

A. Cosmetic Resurfacing Exfoliating Substances and
Equipment: “Cosmetic Resurfacing ‘Exfoliating Substance and Equipment”
includes cosmetic-use AHAs (Glycolic & Llactic Acids), BHAs (salicylic acid),
Jessner’s solutions (14% salicylic acid, lactic acid and resorcinol) or modifications
thereof, and proteolytic enzymes (papain, bromelain). The term also includes
mechanical instruments and instruments that mechanically administer
substances, including brushing machines, polyethylene granular scrubs, loofah or
textured sponges, gommage and microdermabrasion Instruments, provided the
manufacturer has established and substantiated product and equipment safety.
The term excludes all other chemical and mechanical exfoliation/peeling
procedures and substances including, but not limited to Trichloroacetic Acid
(TCA), Carbolic Acid (phenol), or combinations thereof and further excludes all
adulterated chemical exfoliating/peeling substances.

B. Cosmetic Resurfacing Exfoliating Procedures: “Cosmetic
Resurfacing Exfoliating Procedures” means the application of Cosmetic
Resurfacing Exfollating Substances by Licensed Practitioners for the purpose of
improving the aesthetic appearance of the skin.

C. Cosmetic Use AHAs: “Cosmetic Use AHAs” means Alpha Hydroxy
Acid exfoliation preparations that do not exceed a 30% concentration with a pH
value not lower than pH 3.0 as established and recommended by the Cosmetic
Ingredient Review Expert Panel. (See reference in appendix)

D. Licensed Practitioner:  "Licensed Practitioner” means a
cosmetologist, estheti-ian or other person licensed or otherwise authorized by an
appropriate state government regulatory agency to administer Cosmetic
Resurfacing Exfoliating Substances who is practicing in a cosmetology
establishment as regulated by local or state ordinances or laws.
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E. Microdermabrasion Equipment: The Federal Food and Drug
Administration (FDA) lists Microdermabrasion equipment as Class 1 devices
intended for use by Licensed Practitioners trained in the appropriate use of such
equipment. For purposes of these Guidelines, microdermabrasion equipment is
considered a Cosmetic Resurfacing Exfoliating Substance only if they are used in
a manner that is not intended to remove viable (living) skin below the stratum
corneum.

V. Professional Use

Cosmetic Resurfacing Exfoliation Substances and Procedures are intended for
“professional use only”. Only Licensed Practitioners should administer Cosmetic
Resurfacing Exfoliating Substances. These products and procedures are not
intended for consumer resale or use. Licensed Practitioners must not use any
equipment or practice intended to remove viable (living) skin below the stratum
cormeum.

VI. Compliance with State Requirements

Licensed Practitioners must comply with all rules and regulations established by
their respective State Boards of Cosmetology or other governmental regulatory
agency regarding Cosmetic Resurfacing Exfoliating Substances and Procedures.

VII. Recommendations for Manufacturer Instructional Material and
Training

A. Manufacturer Training Materials: EMDA recommends that
manufacturers marketing and distributing Cosmetic Resurfacing
Exfoliating Substances for professional uses shall provide
instructional procedure and product use training materials for
Licensed Practitioners. Manufacturer sponsored training programs
are independent of the training requirements established by
individual State Boards of Cosmetology in professional skin care. It
is the responsibility of the manufacturer to provide procedural
guidelines, practical training, video andfor written Instructional
materials with the initial purchase of its products or equipment by
or for Licensed Practitioners.

B. Training of Licensed Practitioners: It is extremely important
that Licensed Prac.“oners of Cosmetic Resurfacing Exfoliation
Substances receive adequate training regarding safe application
procedures. Manufacturer instructional training should cover
theoretical and practical application of Cosmetic Resurfacing
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Exfoliating Substances and Procedures. Licensed Practitioners must
check and follow state board requirements and training and safety
data and information supplied by the manufacturer.

C. Recommended Training Programs: EMDA recommends the
following training programs:

Theoretical overview, scientific and safety data;

Clinical indications vs. cosmetic applications;

Client general history, skin evaluation, realistic expectations;
Contraindications/Precautions;

Predisposition patch testing;

Client pre-application care;

Application procedure;

Post application care; and

Client follow-up.

WERNOUN AWM

.

]

. Cosmetic Resurfacing Exfoliating Procedures

A. Basic Procedures: In order to provide safe and efficacious
application of Cosmetic Resurfacing Exfoliating Procedures, Licensed Practitioners
should provide for:

1. Appropriate disinfection and sanitation as established by respective
State Boards of Cosmetology; as regulated by local or state
ordinances or laws.

2. Proper client selection and general health profile procedures before
application of the product;

3. A thorough skin evaluation and consultation for each client to
determine if the procedure is appropriate before application of
product;

4. Verification by the client of the receipt of appropriate information;
and

5. Use of proper procedures in applying product.

B. Disinfection and Sanitation Procedures: Licensed Practitioners
should only apply Cosmetic Resurfacing Exfoliation Substances in establishments
licensed or practicing in a cosmetology establishment as regulated by local or
state ordinances or laws. They must follow disinfection and sanitation
procedures required by the State Boards of Cosmetology and recommended by
manufacturers. .
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C. Client Selection and Health Profile Procedures:

1. Client History: The Licensed Practitioner should take a dlient history
of conditions related to the application of Cosmetic Resurfacing
Exfoliation Substances. Relevant topics include cosmetic related
irritant/allergic reactions, HSV (cold sores) predisposition,
frequency of sun exposure or tanning bed use, topical and/or oral
medications, all of which may increase an individual’s susceptibility
to adverse reactions.

2. Sample Questions for Client History: The following are a partial list
of questions to aid in determining if the procedure Is appropriate:

Female cllents currently pregnant;

History of sun exposure and/or tanning bed use;

History of cosmetic related irritant/allergic reactions;

History of oral and/or topical medications, i.e. tretinoin (Retin-A,

Renova), isotretinoin (Accutane) 2and others;

HSV (herpes simplex virus) predisposition;

Previous facial plastic/reconstructive surgery;

e Previous chemical peel or other resurfacing procedures and
outcome;

e Previous Cosmetic Resurfacing Exfoliating Procedure-type and
outcome;

o Current skin care regimen; and

o Client’s expectations.

3. Cautions regarding Use:

a. EMDA does not recommend the use of multiple cosmetic
resurfacing exfoliating services, chemical and/or mechanical, during

the same procedure;

b. Cosmetic Resurfacing Exfoliating Substances are not recommended
when a client is under the supervision of a physician for skin
related disorders, pregnancy, post chemical peel, laser treatments
or plastic/reconstructive surgery without the approval of the

physician.

3 Retin A and Renova are registered trademarks of Johnson & Johnson/Ortho Pharmaceuticals. Accutane is a
registered trademark of Roche.
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c. If client history reveals cosmetic related irritant/allergic reactions,
HSV (cold sores) predisposition, frequency of sun exposure or
tanning bed use, or topical and/or oral medications, these factors
may increase a client’s susceptibllity to adverse reactions. EMDA
recommends, as appropriate, a predisposition patch test 24 hours
before the procedure or physician advice.

d. EMDA recommends that a pregnant client receive approval from
her attending physician before the procedure Is administered.

D. Skin Evaluation Procedures:

-

1. The Licensed Practitioner should perform a physical examination
and evaluation of client’s skin.

a. Check for degree of sebaceous activity (skin oiliness), acne,
telangiectasias (broken capillaries) and degree of photodamage;

b. Check for open cuts, sores, lesions or apparent skin irritation or
sensitivity

2. EMDA recommends Cosmetic Resurfacing Exfoliating Substances not
be administered to skin exhibiting open cuts, sores, sunburmn, chemical
or thermal burns, apparent skin irritation or sensitivity.

3. Sensitivity to chemical exfoliating products can only be determined by
administering a predisposition patch test. EMDA recommends such
procedure 24 hours before the application of chemical exfoliating
substances.

4. After the appropriate client evaluation, the Licensed Practitioner should
discuss and outline realistic expectations with the client. EMDA
recommends client photo-documentation at baseline and upon
conclusion of each procedure

E. Verification by Client of Receipt of Information: EMDA
recommends that Ucensed Practitioners maintain written documentation signed
by the client that the Licensed Practitioner has taken a client history, performed
a skin evaluation and discussed the planned procedures with the dient. The
informed client should approve the planned procedures.

F. Proper Application Procedures: EMDA recommends the
following procedures in applying Cosmetic Resurfacing Exfoliation Substances:
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7.
8.

9.

Thoroughly wash and disinfect hands. The use of sterile latex
gloves is recommended during the procedure. The Licensed,
Practitioner should wear protective face and eye guards and
protective gloves and should protect the client's eyes when
administering microdermabrasion treatments.

Prepare, drape and protect client appropriately in accordance with
local or state ordinances or laws.

Conduct client skin evaluation and Iinspection.

Cleanse client’s skin according to manufacturer’s directions.

Apply protective eye pads or guards.

Apply cosmetic resurfacing exfoliation preparation or procedure
according to the manufacturer directions. Manufacturers’
directions may vary. Always read carefully and follow
complete directions. '

EMDA recommends the use of disposable implements.

Always follow manufacturer’s directions regarding exposure time
and skin contact. '

Remove preparation after the appropriate exposure time with cool,
damp gauze or cotton pads or as directed by the manufacturer.

10.Conclude procedure with recommended skin care products

including the use of UVA/UVB SPF 15 (or higher) sunscreen.

11.1Instruct client on appropriate post care.
12.Have dient report any adverse reactions. Seek medical assistance if

necessary.

13.Follow the manufacturer recommendation on the number of

successive treatments depending on the client’s skin type, condition
and treatment results.

14.EMDA recommends client photo-documentation at baseline and

upon conclusion of each procedure

IX. Limitations and Disclaimers

A.

B.

Disclaimer regarding Aluminum Oxide Particulate: EMDA Is
not aware of any long-term scientific studies to support the safety
of aluminum oxide particulates in cosmetic microdermabrasion
resurfacing treatments. Therefore, EMDA recommends that
Practitioners and their dients use protective wear to reduce any
potential risk factors that may be associated with this substance.

Requirement for Individual Responsibility: Undetermined
variables may Influence the outcome of any procedure, and spedific
consideration must be given to each dlient and procedure on an
individual basls. Although EMDA Intends these Guidelines to be
generally useful, compliance with these Guidelines does not
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guarantee the client a successful procedure or eliminate other
potential risk factors to individual clients. It is the responsibility of
the Licensed Practitioner and the dlient to assure the safety and
efficacy of any substance and/or procedure.

C. NO WARRANTIES: ABA AND EMDA, AND THEIR
RESPECTIVE DIRECTORS, OFFICERS,  COMMITTEE
MEMBERS, AND AGENTS MAKE NO WARRANTIES FOR
THESE GUIDELINES, INCLUDING (BUT NOT LIMITED TO)
ANY EXPRESS OR IMPLIED WARRANTIES OF
MERCHANTABILITY, OR FITNESS FOR A PARTICULAR
PURPOSE. ABA AND EMDA ARE NOT RESPONSIBLE FOR
ANY ERRORS, DEFICIENCES, OR OMISSIONS AND
SPECIFICALLY DISCLAIM ANY OBLIGATION TO REVISE,
MODIFY, OR UPDATE THESE GUIDELINES.

D. DISCLAIMER OF LIABILITY: IN NO EVENT WILL ABA OR
EMDA, OR THEIR RESPECTIVE DIRECTORS, OFFICERS,
COMMITTEE MEMBERS, OR AGENTS BE LIABLE TO ANY
PERSON FOR ANY DIRECT, INDIRECT, SPECIAL OR OTHER
DAMAGES ARISING FROM ANY USE OF THESE GUIDELINES
OR ANY INFORMATION IN THE GUIDELINES, INCLUDING
WITHOUT LIMITATION ANY LOST PROFITS, LOST S
OPPORTUNITIES, BUSINESS INTERRUPTION OR
PHSYSICAL OR EMOTIONAL INJURIES, EVEN IF THEY ARE
EXPRESSLY ADVISED OF THE POSSIBILITY OF SUCH
DAMAGES.

E. GOVERNMENT REGULATIONS: THESE GUIDELINES DO NOT
SUPERCEDE ANY RULES OR REGULATIONS ESTABLISHED
BY INDIVIDUAL STATE BOARDS OF COSMETOLOGY OR
OTHER GOVERNMENTAL AGENCIES.

APPENDIX
Cosmetic Ingredient Review Conclusion on AHAs

Based on the available information included in this report, the CIR
Expert Panel concludes that Glycolic and Lactic Acid, their common
salts and their simple esters, are safe for use in cosmetic products at
concentrations < 10%, at final formulation pH > 3.5, when formulated
to avoid increasing sun sensitivity or when directions for use include
the daily use of sun protection. These Ingredients are safe for use in
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salon products at concentrations < 30%, at final formulation pH 2 3.0,
in products designed for brief, discontinuous use followed by through
rinsing from the skin, when applied by trained professionals, and when
application is accompanied by directions for the daily use of sun
protection.

For the full CIR Decision, please contact the Esthetics Manufacturers
and Distributors Alliance on 312.245.1595
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