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STATEWIDE PROGRAM FOR
INFECTION CONTROL AND
EPIDEMIOLOGY (SPICE)

INFECTION PREVENTION
TRAINING FOR DENTAL
HEALTHCARE SETTINGS

Mission
The Statewide Program for Infection Control and
Epidemiology promotes prevention and control of
healthcare‐associated infections in North Carolina and
beyond by providing evidence‐based education and
consultation across the healthcare spectrum.

Statewide Program for Infection Control and
Epidemiology (SPICE)
UNC School of Medicine
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Modules
“PATIENTS DESERVE EFFECTIVE
INFECTION PREVENTION WHEREVER
THEY RECEIVE HEALTHCARE.”

• Module A ‐ North Carolina Laws Concerning Infection

Prevention

• Module B ‐ Complying with OSHA Bloodborne Pathogen
• Module C ‐ Epidemiology and Risk of Infection
• Module D ‐ Outbreak and Safe Injection Practices
• Module E ‐ Principles and Practices of Asepsis
• Module F ‐ Principles of Disinfection and Sterilization
• Module G ‐ Application of Cleaning, Disinfection and

Sterilization Principles in Dental Settings

Adapted from: Jarvis WR Emerg Infect Dis. 2001;7:170‐3. Macedo de Olivera et al. Annals of Int Med. 2005, 11
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Objectives

Module A

NC LAWS CONCERNING
INFECTION PREVENTION IN
OUTPATIENT SETTINGS

• Discuss North Carolina State Laws governing infection prevention in

healthcare facilities

• Describe: Control Measures for Human Immunodeficiency Virus (HIV),

hepatitis B and hepatitis C (10 A NCAC 41A .0202, .0203, and .0214)

• Review: Communicable Disease Reporting
• (GS 130A‐135) (10A NCAC 41A)
• Describe: NC Medical Waste Rules (15A NCAC 13B .1200)
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History

10A NCAC 41A .0207
HIV AND HEPATITIS B INFECTED HCP
• All healthcare providers

who perform or assist in:

•

1990 – CDC becomes aware of a possible transmission of HIV from a dentist to
6 patients (Kimberly Bergalis case)

•

July 1991 – CDC publishes Recommendations for Preventing Transmission of
HIV and hepatitis B Virus to Patients During Exposure‐Prone Invasive
Procedures

•

October 1991 – Congress passes Public Law 102‐141, requiring states to adopt
CDC Guidelines or equivalent guidelines drafted by the state

•

July 6th, 2012 – CDC Updated Recommendations for Management of Hepatitis
B Virus‐Infected Health‐Care Providers and Students

• Surgical OR
• obstetrical OR
• Dental procedures

• And who know themselves

to be infected with HIV or
Hepatitis B shall notify the
NC State Health Director
• No requirement to notify

employer
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10A NCAC 41A .0207
HIV AND HEPATITIS B INFECTED HCP
• Once notification occurs:
• Health Director is

• Expert Panel shall:

responsible to:
• Investigate providers

practice
• Evaluate clinical

condition
• Determine risk of

transmission to patients
• Convene expert panel

• Review evidence
• Hear testimony from

provider and/or their
physician

10A NCAC 41A.0206
Infection Prevention‐
Healthcare Settings

• Make recommendations

related to restrictions and
identification of potentially
exposed patients
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10A NCAC 41A .0206
• Each healthcare organization in which invasive

procedures are performed must:
• Implement a written infection control policy

addressing components necessary to prevent
transmission of HIV, hepatitis B, hepatitis C and other
bloodborne pathogens
• Designate one on‐site staff member to direct infection

control activities
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DEFINITIONS
•

DEFINITIONS

“Healthcare organization“ means:
•
•
•
•
•
•
•

Hospital
Clinic
Physician Practice
Dentist
Podiatrist
Optometrist, or
Chiropractic office

• Ambulatory
surgical facility
• Urgent care
center
• Emergency
room
• Emergency
medical service
(EMS) agency
• Pharmacies
where a health
practitioner
offers clinical
services

• Home care
agency
• Nursing
Home
• Local health
department
• Community
health center
• Mental
health facility
• Hospice

Or any other organization that provides clinical care
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• “Invasive procedure” means entry into tissues,

cavities or organs or repair of traumatic injuries.
This includes:

• Use of needles to puncture
skin
• Vaginal and cesarean
deliveries
• Surgery
• Dental procedures during
which bleeding occurs or the
potential for bleeding exists
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INFECTION CONTROL POLICY

DESIGNATED STAFF MEMBER
• Designated staff member must

• Infection control policy must include and address the

complete a State approved course in
infection prevention

following components necessary to prevent
transmission of HIV, hepatitis B, hepatitis C and other
bloodborne pathogens:

• Course curriculum developed by SPICE

• Disinfection and Sterilization

• SPICE has oversight of course

• Maintenance and microbiologic monitoring of

• Course faculty must submit an application and be

equipment

approved by SPICE prior to offering the course

• Sanitation of rooms and equipment
•

• On the job training is not sufficient and “Train the Trainer”

concept cannot be used

Cleaning procedures, agents used and schedules

• Upon completion of course will receive a certificate of

• Accessibility of infection control devices and

completion

supplies
•

• Serves as documentation of compliance with rule

Personal protective equipment (PPE), safety sharps, etc.

.0206

• A post‐exposure follow‐up program.
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10A NCAC 41A .0206: 2010 AMENDMENT

APPROVED COURSE MUST INCLUDE
• Epidemiologic principles

of infectious disease;
• Principles and practice

of asepsis;
• Sterilization,

disinfection, and
sanitation
• Universal blood and

body fluid precautions
(Standard Precautions);
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• Safe injection practices;
• Engineering controls to

reduce the risk of sharp
injuries;
• Disposal of sharps; and

• Safe Injection Practices has been added to list of topics

covered in state‐approved course
• Hepatitis C and other bloodborne pathogens are
addressed, in addition to HIV and HBV
• One designated trained staff member is required for
each noncontiguous healthcare facility

• Techniques that reduce

the risk of sharp injuries
to health care workers.

• Non contiguous: when facilities are not physically

connected to each other.

• OSHA bloodborne pathogen training, alone, does not

include all of the elements required under .0206
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10A NCAC 41A .0206:

KNOWLEDGE CHECK
Which of the following are included in the
definition of “invasive procedure” under .0206?

Healthcare provider with Exudative Lesions or
Dermatitis on hands/wrists Shall refrain from:
• Handling patient care equipment
• Handling devices used for invasive procedures
• All direct care activities likely to have contact
with lesion
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a) Surgery
b) Vaginal deliveries
c) Dental procedures
d) Giving an allergy shot
e) All of the Above
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KNOWLEDGE CHECK
Rule .0206 requires all of the following for healthcare
organizations: True or False?
• Have a written infection control policy
• Conduct infection control training for healthcare providers
• Have at least one person designated to have oversight of
infection control
• Designated person must attend a state‐approved course
• Compliance with infection control requirements must be
monitored

True

False
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OBJECTIVES
• Discuss North Carolina State Laws: .0207 and .0206: Governing

infection prevention in healthcare facilities

• Describe 10 A NCAC 41A .0202, .0203, and .0214:
• Control Measures for Human Immunodeficiency Virus (HIV), hepatitis B

and hepatitis C

• Review GS 130A‐135:Communicable Disease Reporting
• Describe 15A NCAC 13B .1200: NC Medical Waste Rules
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CONTROL MEASURES – HIV, HBV, HCV
10A NCAC 41A .0202, .0203, AND .0214

CONTROL MEASURES
 Determine if exposure to the person

constitutes a significant risk

3 Key Steps
STEP 1
1. Determining the risk
2. Following up on the source
3. Maintaining confidentiality

• Needlestick most common
• For all other exposures (splashes and splatters

for example) evaluate:
• The amount and type of body fluid,
• Potential pathogen and
• The route of exposure (mucous

membranes, non‐intact skin for example)
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STEP 2

CONTROL MEASURES – HIV, HBV, HCV

CONTROL MEASURES

 Maintain Confidentiality

 Follow up on the source of the

exposure:

STEP 3

• Protect confidentiality of known

• If source is known: notify their

source person and their testing status

physician, test for HIV, HBV and
HCV (unless already known to be
infected) and offer follow up as
appropriate.

• Exposed person instructed to maintain

confidentiality
• Disclosures for communicable disease

reporting are protected and do not
violate HIPAA regulations

• If source unknown: offer HIV testing

to exposed person, verify status of
HBV vaccination and offer HCV
testing
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KNOWLEDGE CHECK
True or False:
Needlesticks are the most common route of
exposure to bloodborne pathogens in the
dental setting
True

False

https://www.cdc.gov/hai/pdfs/hiv/occupational_exposure_HIV_08_11x17.pdf
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REPORTING RULES: GS 130A‐135; 10A NCAC 41A

OBJECTIVES
• Discuss North Carolina State Laws: .0207 and .0206: Governing

• “A physician licensed to practice medicine who has reason to

infection prevention in healthcare facilities

suspect that a person about whom the physician has been
consulted professionally has a communicable disease (CD) or
condition declared by the Commission to be reported, shall report
information required by the Commission to the local health director
…”

• Describe 10 A NCAC 41A .0202, .0203, and .0204:Control

Measures for Human Immunodeficiency Virus (HIV), hepatitis B
and hepatitis C

• Physicians, labs & specified others must report CDs designated

“reportable” by NC Commission for Public Health

• Review GS 130A‐135, 10A NCAC 41A:Communicable Disease

Reporting

• Describe 15A NCAC 13B .1200: NC Medical Waste Rules
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OBJECTIVES
• Discuss North Carolina State Laws: .0207 and .0206: Governing infection

prevention in healthcare facilities

• Describe 10 A NCAC 41A .0202, .0203, and .0204:Control Measures for

Human Immunodeficiency Virus (HIV), hepatitis B and hepatitis C

• Review GS 130A‐135, 10A NCAC 41A:Communicable Disease Reporting
• Describe 15A NCAC 13B .1200: NC Medical Waste Rules
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15A NCAC 13B .1200:
NC MEDICAL WASTE RULES

15A NCAC 13B .1200: NC MEDICAL WASTE RULES

CURRENTLY TWO TYPES OF MEDICAL WASTE

• The NC Medical Waste Rules:

Medical waste
• Any solid waste generated in the

• Define types of medical waste,

treatment methods include the
following:

• treatment, or

• Dictates how medical waste should be stored and

• immunization of human beings

transported and

or animals

• Outlines methods of treatment and disposal

33

•

Any blood or body fluids in individual
containers >20ml (about size of test
tube)...incineration/sanitary sewage
system

•

Microbiological waste…Incineration,
steam sterilization, microwave, or
chemical treatment

•

Pathological waste…incineration

• Disposed of in the county landfill and

no treatment necessary prior to
disposal

• Rules are periodically updated
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KNOWLEDGE CHECK

NOT DEFINED AS REGULATED MEDICAL WASTE
UNDER 15A NCAC 13B .1200:
Sharps
• Rules do not require treatment

before disposal
• Must be packaged in a container

that is rigid, leak‐proof when
upright, and puncture resistant
• Shall not be compacted prior to

off‐site transportation
• Can be disposed of with general

solid waste
• Some landfills do not accept

sharps
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• Regulated medical waste and

• diagnosis,

• Outline how medical waste should be packaged

Regulated medical waste
• Must be treated prior to disposal

Which of the following is NOT classified as “Regulated” medical
waste in the NC Medical Waste Rules?

Miscellaneous Items
• Dressings and bandages (even

a) Microbiological

blood soaked), sponges,
disposable instruments, used
gloves, and tubing

b) Gowns and gloves
c) Pathological

• Disposed of as general solid

d) Blood in quantities of >20 ml per a single unit vessel

waste
• Household waste including

injections administered at
home is not included in medical
waste rules.

36
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KNOWLEDGE CHECK

OBJECTIVES
• Discuss North Carolina State Laws: .0207 and .0206: Governing infection

What do the NC Medical Waste Rules require for disposal of
sharps?

prevention in healthcare facilities

a) Container for sharps is rigid, puncture resistant and leak proof

• Describe 10 A NCAC 41A .0202, .0203, and .0204:Control Measures for

when in an upright position.

Human Immunodeficiency Virus (HIV), hepatitis B and hepatitis C

b) Closed sharps container may be disposed of with general solid

waste.

• Review GS 130A‐135 10A NCAC 41A:Communicable Disease Reporting

c) Contained sharps shall not be compacted prior to off‐site
• Describe 15A NCAC 13B .1200: NC Medical Waste Rules

transportation.
d) All of the above
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QUESTIONS?
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OBJECTIVES

MODULE B
COMPLYING WITH OSHA’S
BLOODBORNE PATHOGEN FINAL RULE

• Provide an overview of the Bloodborne Pathogen

(BBP) Standard
• Discuss bloodborne pathogen risks

Statewide Program for Infection Control and Epidemiology
(SPICE)

• Review the Exposure Control Plan requirements
• Discuss OSHA’s definition of regulated medical

UNC School of Medicine

waste
• Discuss other measures used for control of
bloodborne pathogens.

Almost there!

1
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OSHA

OSHA AND OSHA‐NC

• On December 29, 1970, President Nixon signed the

General Duty Clause
Occupational Safety and Health Act (OSHA) ‐
“requires that employers provide every employee
with a safe and healthful workplace”
‐1970
Occupational Safety and Health Act of North Carolina
(OSHANC)
‐1973

Occupational Safety and Health Act of 1970 (OSH
Act) into law, establishing OSHA.
• Under the OSHA law, employers are responsible for

providing a safe and healthful workplace for their
workers.
• OSHA Rule is required compliance under Federal

Law
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OSHA’s FEDERAL REGULATIONS:
BLOODBORNE PATHOGENS

OSHA’s Definition ‐ “Occupational Exposure”

• December 6th, 1991 – Standard 1910.1030; Final

Includes
• Healthcare employees whose duties involve
“reasonably anticipated contact” with blood or
other potentially infectious material

Rule on Occupational Exposure to Bloodborne
Pathogens
• January 18th, 2001 ‐ Occupational Exposure to

• Contaminated sharps

Bloodborne Pathogens; Needlestick and Other
Sharps Injuries; Final Rule.

• Non‐intact skin
• Medical waste

• Additions to the exposure control plan

• Plumbing

• Sharps injury log required

5

• Human bites that break the skin

6
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BBP STANDARD SCOPE AND APPLICATION

OSHA’S DEFINITION ‐ “OCCUPATIONAL EXPOSURE”

• Applies to:

Does not include
• Does not include healthcare employees whose
duties do not involve “reasonably anticipated
contact”

• All private sector employees
Employee

• All public sector employees

• Students receiving compensation (teaching/graduate

assistants, internships)
• Does not include:

• Good Samaritan acts, encourages voluntarily providing

follow‐up

• Self‐employed persons (sole practitioners/partners)r

• Receptionist/Business Managers

• Students not receiving compensation

Self‐employed

• Workplace hazards regulated by another federal agency

(Department of Energy for example)

7

8

CONTRACT PROVIDED SERVICES
Employer Providing
Contract Services
(Contractor)

• General bloodborne

pathogen training at
time of hire and annually
thereafter
• Offer HBV vaccination
• Follow up on

occupational exposure

KNOWLEDGE CHECK

Employer Paying for
Contract Services

True or False:

(Host)

OSHA’s rules apply to:

• Site or department specific

• All private sector employees

bloodborne pathogen
training
• Providing department
specific personal protective
equipment (PPE) and
training on use
• Primary responsibility for
control of potential
exposure conditions

9

• Students receiving compensation
• Self employed persons

True
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TYPES OF OCCUPATIONAL EXPOSURES TO
BLOODBORNE PATHOGENS

• Percutaneous injury (PI)
• Mucous membrane
• Non‐intact skin

BODY FLUIDS LINKED TO TRANSMISSION
OF HBV, HCV AND/OR HIV
Blood
Other Potentially Infectious Material (OPIM) includes:

• semen
• vaginal secretions
• cerebrospinal
fluid
• synovial fluid
• pleural fluid,
• pericardial fluid
•

11

False

•
•
•
•

peritoneal fluid
amniotic fluid
saliva in dental procedures
any body fluid that is visibly
contaminated with blood, and all
body fluids in situations where it
is difficult or impossible to
differentiate between body fluids

12
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BLOODBORNE PATHOGENS 1910.1030(b)

KNOWLEDGE CHECK
True or False:

• Pathogenic organisms that are present in

human blood, and

Bloodborne pathogens include any
pathogenic organism that is found in the
human blood and is capable of causing
disease in humans.

• Can cause disease in humans

• Includes but not limited to:
• Hepatitis B virus (HBV)
• Hepatitis C virus (HCV)

True

• Human immunodeficiency virus (HIV)

13

False
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WRITTEN EXPOSURE CONTROL PLAN (ECP)

WRITTEN EXPOSURE CONTROL PLAN (ECP)

• Must be reviewed/updated no less

than annually (within 365 days of last
review) and
• Be updated when procedures or
equipment change and
• Must be accessible to all staff and
• Must contain all components of the

BBP rule
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EXPOSURE CONTROL PLAN

EXPOSURE DETERMINATION

• Contains:
• Exposure determination
• Methods of Compliance
Physicians and surgeons

• Hepatitis B Vaccination and Post‐Exposure Evaluation

Clinical/diagnostic laboratory workers
Medical technologists

and Follow‐up
• Communication of Hazards to Employees
• Recordkeeping requirements
Nurses

• Procedure for evaluating circumstances surrounding

exposure incidents.

Dentists and dental workers
Housekeeping workers

17
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METHODS OF COMPLIANCE (MOC)

ENGINEERING CONTROLS
• Remove the hazard from the

employee
Vaccinations

• Should be used in preference to

other controls

PPE

• Employer must:

Specifies order of
measures

19

•

Review annually

•

Train employee on use
Document in ECP

•
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NEEDLESTICK SAFETY AND PREVENTION ACT

OSHA ENFORCEMENT REVISION – ACTION LIST

(2001)

• Directs OSHA to revise BBP standard to clarify

• Collect data on device‐related injuries including

how exposure occurred . . .

requirement for employers to evaluate safer
needles and involve employees in identifying and
choosing devices

• type and brand of device
• circumstances of injury
• job category

• Requires documentation of frontline provider (non‐

managerial) participation in the evaluation of
safety devices and decision making in product
purchasing.
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• Use information on injuries to guide the selection

and implementation of safety devices
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(MOC):WORK PRACTICE CONTROLS

(MOC)WORK PRACTICE CONTROLS

Alterations in the manner in which a task
is performed to reduce likelihood of
exposure
• Perform hand hygiene as soon as
possible after glove removal or contact
with body fluids
• All PPE removed as soon as possible
after leaving work area and placed in
designated container for storage,
decontamination, or disposal
• Used needles and sharps shall not be
sheared, bent, broken, recapped or
resheathed by hand.

Eating, drinking,
smoking, applying
cosmetics or lip
balm and
handling contact
lenses are
prohibited in work
areas where there
is a reasonable
likelihood of
occupational
exposure

23
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PERSONAL PROTECTIVE EQUIPMENT:

(MOC): PERSONAL PROTECTIVE EQUIPMENT (PPE)

• Gloves, masks,

protective
eyewear
• Puncture‐
resistant gloves
and thimbles
• Ventilation
Devices

PPE
Work
Practice

25

THE RULES
• Must be provided by the employer at no

cost, in appropriate sizes and housed in
accessible locations for the employee.
• Mechanism must be in place for
cleaning, laundering or disposing of
employees’ protective clothing.
• Mechanism must be in place for
replacement or washing of an
employee-owned uniform or clothing if it
becomes contaminated.
(OSHA required)
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(MOC): HBV VACCINATION
• HBV vaccination has to be:
• Offered at no cost
• Offered after training

HBV
Vaccine

• Within 10 days assignment

• Vaccinations given according to

recommendations for standard
medical practice.
• A declination form must be
signed by employee who refuses
the HBV vaccination (including
those who do not complete the
recommended series).

PPE
Work
Practice

27
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POST – EXPOSURE EVALUATION AND FOLLOW UP

Following a report of
an exposure incident,
the employer shall
make, immediately
available to the
employee a
confidential medical
evaluation and follow‐
up including the
following:
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• Document the route of exposure

POST EXPOSURE AND FOLLOW UP
• The employer must also obtain and provide the

• Document the HIV, HBV and HCV

exposed employee with a copy of the evaluating
healthcare professional’s written opinion within 15
days of the completion of the evaluation

status of source person, if known
• Notify the source person an

exposure has occurred
• Test the source person for HIV,

HBV and HCV (unless status
known)
• Offer baseline testing to

employee
• Offer counseling and post

exposure prophylaxis, if
indicated

30
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RECORD KEEPING REQUIREMENTS

REVISIONS TO OSHA’S RECORDKEEPING RULE, 2002,
REQUIRES A RECORD OF ALL SHARPS INJURIES.

MEDICAL RECORDS
• Must maintain and keep confidential an accurate

record for each employee with occupational
exposure
• Name and SS #
• HBV status
• Copy of results of post‐exposure follow up
• Copy of the healthcare professional’s written opinion

• Must maintain for at least the duration of

employment plus 30 years

31
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DEFINITION OF REGULATED MEDICAL WASTE:

KNOWLEDGE CHECK

OSHA

The written exposure control plan must include:

• Regulated Waste means:
• Liquid or semi‐liquid blood or other potentially

1. A list of jobs in which employees have anticipated

infectious materials;

• Contaminated items that would release blood or other

occupational exposure to blood

potentially infectious materials in a liquid or semi‐liquid
state if compressed;

2. A description of the existing engineering controls

• Items that are caked with dried blood or other

potentially infectious materials and are capable of
releasing these materials during handling;

3. Procedures for follow‐up if an exposure occurs

• Contaminated sharps; and

4. A description of work practice controls
5. All of the above

33

blood or other potentially infectious materials.
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PACKAGING OF REGULATED MEDICAL WASTE
• Sharps containers shall be:
• Closable
• Puncture Resistant
• Leak‐proof on sides and bottom
• Labeled
• Readily accessible
• Maintained in an upright position
• Replaced routinely and not allowed

to overfill

35

• Pathological and microbiological wastes containing

Select the correct
response

COMPREHENSIVE HAZARD COMMUNICATION PROGRAM
• Warning labels shall be
affixed to:

• Other regulated medical

waste containers shall be:

• Containers of regulated
medical waste,
• Refrigerators and freezers
containing blood or other
potentially infectious
material; and
• Other containers used to
store, transport or ship
blood or other potentially
infectious materials

• Closable
• Constructed to contain all

contents and prevent leakage
• Labeled
• Closed prior to removal
• Placed in a secondary container

if outside of container becomes
contaminated

• Labels must be:
• Fluorescent orange or orange‐

red
• With lettering and symbols in

contrasting color
• Shall include the word

biohazard or the symbol

• Red bags or red

containers may be
substituted for labels

36
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HANDLING SPECIMENS

TAGS, LABELS, AND BAGS

• Specimens collected and transported inside the

facility do not need to be labeled, if employees are
trained and compliant with Universal (Standard)
Precautions
• Employers MUST label or color‐code specimen

containers whenever they leave the facility.

37
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HOUSEKEEPING PRACTICES

KNOWLEDGE CHECK

• Employer shall assure that the worksite

True or False:
OSHA’s definition of regulated medical waste includes
all of the following:
•

Blood and other potentially infectious material

•

Dressings with dried blood that can be flaked off

•

Contaminated sharps

True

is maintained in a clean and sanitary
condition.
• Employer shall determine and

implement an appropriate cleaning
schedule for rooms at risk for BBP
contamination, depending on the site,
type of surfaces, and amount of soil
present.
• Employer shall ensure that staff wear

appropriate PPE including general
purpose utility gloves during all cleaning
of BBP and decontamination
procedures.

False
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LAUNDRY PRACTICES

EDUCATION AND TRAINING
• Employers must train at‐risk

• Use of appropriate PPE during

employees: At no cost and on
paid time

handling and sorting of
contaminated linen.

• At time of initial assignment and

• Contaminated laundry bagged

at point of use

• At least annually thereafter, or

• Use standard precautions

• If new occupational exposure is

when handling all
contaminated laundry

recognized from the literature,
• Or new procedure or use of a new

type of equipment is introduced.

41
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EMPLOYEE TRAINING

Information on types, proper
use, location, removal,
handling and disposal of PPE

• Training requirements:

13

• Be conducted by someone knowledgeable in the

topics

subject matter covered and how it relates to the
work place
• Provide an opportunity for interactive questions

and answers with the individual conducting the
session.

Explanation of appropriate use of
engineering controls, work practice and PPE

Explanation of the basis for PPE
selection

Information on Hepatitis B vaccine
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OSHA: NORTH CAROLINA

RECORDKEEPING
• The employer must keep training records with the

following information:

Deputy Commissioner ‐ (919) 707‐7800

• The dates of the training session
• The contents or a summary of the training session

Consultative Services ‐ (919) 707‐7840

• The names and qualifications of the persons conducting the

training

ASK OSH ‐ (919) 707‐7876

• The names and job titles of all persons attending the

training sessions

NC Department of Labor – 800‐NCLABOR

• Employers must keep these records for 3 years from the

date of the training session

45
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QUESTIONS
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Module C

OBJECTIVES
Discuss the infectious process
Review methods for controlling transmission of

EPIDEMIOLOGY AND RISK OF INFECTION IN DENTAL
SETTINGS

infection in dental settings
Standard Precautions
Transmission‐based Precautions
Describe steps for detecting and controlling
outbreaks

Statewide Program for Infection Control and Epidemiology
(SPICE)
UNC School of Medicine

1

2

WHY IS INFECTION CONTROL IMPORTANT IN
DENTISTRY?
Patients and dental health‐

care personnel (DHCP) can be
exposed to pathogens via:
Blood
Oral and respiratory secretions
Contaminated equipment

Proper procedures can prevent

transmission of infectious
organisms among patient and
DHCPs

3
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INFECTIOUS AGENT OR “THE HARMFUL GERM”

RESERVOIR OR “HIDING PLACES”

Bacteria (MRSA, VRE)
Viruses (Influenza,

Where germs live, grow,
and increase in numbers

Infectious Agent

Norovirus)
Fungi (Candida, Aspergillis)
Parasites (Giardia,

Reservoir

A person
Infectious
Agent

Environment/Fomite
An animal

pinworms)
Arthropods (mites)
Infestations, not infections

5
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PORTALS OF EXIT AND ENTRY

PEOPLE AS RESERVOIRS
Blood
Skin

ENTRY OR “THE WAY IN”

Nose and mouth

Nose and mouth

 Allows germs to leave in mucous droplets,

Most
Common

Digestive tract

EXIT OR “THE WAY OUT”

 Allows germs to enter in mucous droplets,

and saliva or spit

and saliva or spit

Gastrointestinal tract

Gastrointestinal tract

 Allows for germs to leave in stool and/or

 Allows for germs to enter via ingestion

vomit

Mouth, stomach, intestines

Skin

Skin

Respiratory tract

 Allows for germs to enter through direct

 Allows for germs to leave through direct

contact, with blood, pus, or other liquids
that come from the body.

contact, in blood, pus, or other liquids that
come from the body.

Nose, throat, lungs

Exit

Urinary tract

Entry
7
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SUSCEPTIBLE PERSON
Age
Stress

Susceptible
Person

Fatigue
Poor Nutrition
Chronic Illnesses
Not properly vaccinated

Person to Person
Environmental source

Open cuts, skin breakdown
Medications

9
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MODES OF TRANSMISSION

MODES OF TRANSMISSION
CONTACT

Contact

11

Droplet

DIRECT CONTACT

INDIRECT CONTACT

Person to person contact and
physical transfer of organisms

Contact with a
contaminated surface or
device

Airborne

12
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MODES OF TRANSMISSION

MODES OF TRANSMISSION

Airborne –
infectious agent
travels as very
small particles over
long distances by
air current

Droplet – an
infectious agent
travels as a very
large particle over a
short distance by
air current (usually
3‐6 feet)

Small respiratory droplets, that can remain infective for
long periods of time are dispersed when an infected person
coughs, sneezes, laughs or speaks.
May spread thru ventilation systems

Droplets may arise from speaking, coughing or sneezing
Need to be relatively close

13
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CONTROLLING TRANSMISSION OF
INFECTION

KNOWLEDGE CHECK
The Chain of Infection Includes which of the
following:

As long as there is a
means of
transmission,
infection will spread
to others.

1. Infectious agent, reservoir, mode of

transmission and isolation precautions
2. Susceptible host, portal of entry, OSHA rules,
medical waste
3. Mode of transmission, infectious agent,
susceptible host, reservoir, portal of entry
and portal of exit
4. None of the above

Standard Precautions
Transmission‐Based Precautions

15
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CONTROLLING TRANSMISSION

THE BEST WAY TO STOP THE SPREAD OF INFECTION

Hand Hygiene

Video Clip: To start video click on image

Standard Precautions
• Hand hygiene
• Use of personal protective
equipment
• Respiratory hygiene/cough
etiquette
• Safe injection practices
• Safe handling of potentially
contaminated equipment

17

18
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PERSONAL PROTECTIVE EQUIPMENT

THE BEST WAY TO STOP THE SPREAD OF INFECTION
HAND HYGIENE

Video Clip: To start video click on image

Good hand hygiene, including use of an alcohol‐based hand rub

and washing with soap and water is critical in reducing the risk
of transmission of infections in any healthcare setting
Use of an alcohol‐ based hand rub is recommended as primary
mode of hand hygiene except when hands are visible soiled
Dirt
Blood,
Body fluids
Caring for patient with infectious diarrhea

Hand hygiene is discussed in detail in Module E, “principals of asepsis”

19

20

PERSONAL PROTECTIVE EQUIPMENT
Second component of Standard Precautions is Personal

Protective Equipment (PPE)
Wearable equipment that is intended to protect

healthcare personnel from exposure or contact with
infectious agent
Examples:
Use of gowns to protect skin and clothing
Use of gloves in situations involving possible contact with blood,

body fluids, non‐intact skin and/or mucous membranes
Use of mouth, nose and eye protection during procedures likely to

generate splashes or splatters of blood or other body fluids

21

22

23

24
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GLOVES:

USE OF PERSONAL PROTECTIVE EQUIPMENT
(PPE)
Three overriding principals related to

Re‐use or wash gloves (except for

utility gloves)
contamination or exposure to
blood/other body fluids
Substitute glove use for hand
hygiene
Clean hands before donning
Use non‐approved
hand lotions
sterile gloves
Type equation
here.
Use gloves if damaged or visible
Cleans hands after removing
soiled
gloves
Touch your face when wearing
Cleans hands and change gloves
gloves
between task (moving from one
Wear the same pair from one
body site to another)
patient to another
Make sure gloves correct type
Wear gloves in the hall
and fit
Forget to remove and dispose of
Follow facility policy
appropriately

personal protective equipment (PPE)
Wear PPE when the nature of the anticipated patient interaction

indicates that contact with blood or body fluids may occur
Prevent contamination of clothing and skin during the process of

removing PPE
Before leaving the patient’s room or cubicle, remove and discard

PPE

25

DON’T

DO
Wear gloves to reduce risk of

26

CONTROLLING TRANSMISSION
RESPIRATORY HYGIENE/COUGH ETIQUETTE

Video Clip: To start video click on image

Third element of standard precautions is Respiratory

Hygiene/Cough Etiquette
Strategy designed to contain respiratory secretions:
Patients
Accompanying individuals who have signs and symptoms of a
respiratory infection
Initial point of encounter:
Triage
Reception area
Waiting rooms in emergency departments, outpatient clinics and
physician offices

27
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CONTROLLING TRANSMISSION

RESPIRATORY HYGIENE/COUGH ETIQUETTE

TRANSMISSION BASED PRECAUTIONS

Post signs at entrances
Provide tissues and no‐touch trash

cans for disposal in waiting areas
Provide hand hygiene product in

waiting areas
Offer mask to symptomatic

patients
Encourage ill patients to sit away

Contact

from others

Droplet

Airborne

Process must be in place year round
and not just during influenza season

29

30
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CONTROLLING TRANSMISSION

CONTROLLING TRANSMISSION
MYCOBACTERIUM TUBERCULOSIS

Video Clip: To start video click on image

Mycobacterium tuberculosis (TB) is spread from person to

person via the air
Droplet nuclei can be spread when a person:
Speaks
Sneezes
Coughs
Within 2‐12 weeks the body’s immune system usually

prevents further multiplication and spread
Can remain alive for years, this condition referred to as

“latent TB infection”

31
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CONTROLLING TRANSMISSION

CONTROLLING TRANSMISSION
 Assess

 Risk

of TB transmission in dental settings

 Defer

elective treatment for suspected
or known active TB patients

is low.
 DHCPs

trained to recognize the signs

and symptoms of TB
 Only one

 Wear

surgical face mask or N‐95
respirator

 Patient should be:

documented case of

transmission of TB.
 Tuberculin

skin test conversions among

DHP are rare

33

patient’s history for TB



Separated from others



Given surgical mask



Provided with tissues



Referred to proper facility

34

OUTBREAK INVESTIGATION

KNOWLEDGE CHECK
What is the single most effective way to
prevent the spread of infections?

The goal of the investigation is to control
and prevent the spread of further disease

1. Using PPE
2. Cleaning patient care equipment
3. Hand Hygiene
4. Coughing into the crook of elbow or tissue

35

36
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OUTBREAKS STEPS
Verify diagnosis

Develop hypothesis

Establish case

Test hypothesis

definition

OUTBREAK INVESTIGATION
Know Who to Call for Assistance
• Your Supervisor/Manager
• Local Health Department

Control measures

Review for cases – case Evaluate control

search

• North Carolina Division of Public Health
919‐733‐3419

measures

Create a line listing

Disseminate

Make an epi‐curve

information

37

• Statewide Program for Infection Control and
Epidemiology (SPICE) spice@unc.edu
919‐966‐3242

38

KNOWLEDGE CHECK

SUMMARY
Discuss the “chain of infection”

Who should be notified of a suspected or known
communicable disease outbreak?
a) Risk Management

Review standard and transmission‐based
precautions for controlling transmission of
infections in dental settings

b) Administration/Director
c) Local Health Department
d) All of the above

Describe the steps for detecting
and controlling outbreaks

39

40

QUESTIONS?

41
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OBJECTIVES
Module D

OUTBREAKS AND SAFE INJECTION
PRACTICES IN DENTAL SETTINGS
Statewide Program for Infection Control and Epidemiology
(SPICE)

1.

Discuss the consequences of unsafe injection practices

2.

Describe outbreaks

3.

Discuss safe injection best practices

4.

Describe One and Only Campaign

UNC School of Medicine

1

2

UNSAFE INJECTION PRACTICES
CONSEQUENCES

3

VIRAL HEPATITIS OUTBREAKS
REPORTED TO CDC 2008‐2017
Healthcare Setting

Breach in Infection Prevention

Long Term Care

Assisted blood glucose monitoring (ABGM)

Pain Management Clinic

Syringe reuse and reuse of single‐dose vials

Outpatient Oncology

Reuse of single‐dose vial and lack of asepsis while
preparing medication

Hemodialysis

Lack of hand hygiene, environmental cleaning/
disinfection and asepsis

Other Outpatient Settings

Syringe reuse; reuse of single dose vial; Drug
diversion; ABGM;

4

DENTAL OUTBREAKS
2002‐2013

NC VIRAL HEPATITIS OUTBREAKS
REPORTED TO CDC 2001‐2012
Year
Reported
Practice
Setting
Redd and
2002
Colleagues 2007 Oral
surgeon’s
practice
Radcliffe and
2009
Colleagues
Free dental
2013
clinic
conducted in
school
gymnasium

Pathogen
People
(# infected) Notified for
Screening

Dental
Treatment
Provided

Known or Suspected Mode
of Transmission

HBV
(1)

27

Extractions
with IV
Sedation

HBV
(5)

>1,500

Extraction and
restorations

Environmental
contamination with blood
due to lack of adequate
cleaning
Multiple infection breaches
including inadequate
preparation and sterilization
of instruments

Bradley
2015

HCV
(1)

5,810

Extraction,
bone graft,
implant with IV
sedation

Study

Healthcare Setting

Breach in Infection Prevention

Long Term Care

Assisted blood glucose monitoring (ABGM)
Exposed ‐ 504
Infections ‐ 31
Deaths ‐ 6

Cardiology Clinic

Syringe reuse and contaminating multi‐dose vials
Exposed ‐ 1200
Infections ‐ 5

5

2013
Oral
surgeon’s
practice

Multiple infection breaches
including unsafe injection
practices; improperly
sterilized dental equipment
and environmental
contamination

6
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KNOWLEDGE CHECK

WHY DO OUTBREAKS HAPPEN

Which of the following statements is correct?
1. CDC reports that most outbreaks occur in the

hospital
2. Outbreaks of HIV are the most common type of

outbreak
3. Outbreaks due to unsafe injection practices have

been reported in dental settings.

7
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THE BIG FOUR

SYRINGE RE‐USE

1. Syringe re‐use, directly or indirectly

• Most common cause of outbreaks in the outpatient

setting is inappropriate use of syringes:

2. Inappropriate use of single dose or single use
vials

• Direct reuse:
• Using the same syringe to administer medication to more than one

3. Failure to use aseptic technique (contamination
of injection equipment from the non‐sterile
environment)

patient, even if the needle is changed or the injection was
administered through an intervening length of tubing
• Indirect reuse or “double dipping”:

4. Unsafe diabetes care/ assisted blood glucose
monitoring (ABGM)

9

• Accessing a medication vial or bag with a syringe that has already

been used to administer medication to a patient, then reusing the
contents from the vial or bag for another patient

10

ENDOSCOPY CENTER, NEVADA (2008)

SYRINGE RE‐USE
Video Clip: Start the video by clicking on the image below.

11

•

9 clinic‐associated hepatitis C virus cases

•

106 possible clinic‐associated cases

•

63,000 potential exposures

•

$16–21 million total cost

12

2
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DANGEROUS MISPERCEPTIONS
1. Changing the needle makes a syringe safe for

reuse.

INAPPROPRIATE USE OF SINGLE‐DOSE/SINGLE‐USE
VIALS
• Vials labeled as single use:

2. Syringes can be reused as long as an injection

• NO PRESERVATIVE

is administered through an intervening length
of IV tubing.

• Can be accessed one time only and for one patient only

and remaining contents must be discarded

3. If you don't see blood in the IV tubing or

syringe, it means that those supplies are safe
for reuse.

• CDC is aware of at least 19 outbreaks involving

single dose vial use
•

Once they are used, both the needle and syringe
are contaminated and must be discarded!

13

All occurred in outpatient setting with almost half in
pain remediation clinics

14

SINGLE DOSE VIALS:
CDC POSITION STATEMENT, 2012

FAILURE TO USE ASEPTIC TECHNIQUE

• Vials labeled by the manufacturer as “single dose”

or “single use” should only be used for a single
patient.
• Ongoing outbreaks provide ample evidence that
inappropriate use of single‐dose/single‐use vials
causes patient harm.
• Leftover parenteral medications should never be
pooled for later administration
• In times of critical need, contents from
unopened single dose vials can be repackaged
for multiple patients in accordance with
standards in United States Pharmacopeia
General Chapter ‹797›

• Medications should be:
• Handled
• Stored and
• Prepared in a manner that

=1

patient
1 time

reduces the risk of
contamination
• Disinfect rubber septum of

medication vials:
• Alcohol

www.cdc.gov/injectionsafety/CDCposition-SingleUseVial.html

15
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WHEN FAILURE TO USE ASEPTIC TECHNIQUE
HAPPENS!

NEW JERSEY – ONCOLOGY OFFICE

• Two women diagnosed with HBV infection,

receiving chemotherapy at the same physician
practice
• Multidisciplinary team investigation

IV bags used as
sources of fluid to
flush catheters for
multiple patients

IV bags with
stoppers removed

• Office closed, physician license suspended
• 2,700 patients notified
• 29 outbreak‐associated cases of HBV

17

18
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NEW JERSEY – ONCOLOGY OFFICE

NEW JERSEY – ONCOLOGY OFFICE

Blood drawing
equipment in
area of
medication
preparation

Medication prepared in
hood in patient
treatment area

Medication
prepared in
advance

Reused Vacutainer
holders in contact
with gauze

Uncapped syringes for
flushing IVs
unwrapped and
prefilled in advance

19

Blood
contamination

20

UNSAFE DIABETES CARE

SAFE INJECTIONS: BEST PRACTICES
Syringe reuse (direct and indirect)

Use of fingerstick
devices or insulin
pens on multiple
persons

Sharing of blood
glucose meters
without cleaning
and disinfection
between uses

• Never administer medications from the same syringe to
multiple patients
• Do not reuse a syringe to enter a medication vial or
solution
• Limit the use of multi‐dose vials and dedicate them to a
single patient whenever possible

Misuse of single‐dose/single‐use vials

Failure to perform
hand hygiene or
change gloves
between procedures

• Do not administer medications from a single dose vial or
IV solution bag to more than one patient, more than one
time

Patel et al. ICHE 2009; 30:209-14,Thompson et al. JAGS 2010, MMWR 2005; 54:220-3

21

22

MOST OUTBREAKS ARE NEVER DETECTED

SAFE INJECTIONS: BEST PRACTICES

Failure to use aseptic technique
Asymptomatic
infection

• Use aseptic technique when preparing or
administering medications

Under‐recognition of
healthcare as risk

Unsafe diabetes care
• Use insulin pens and lancing devices for only one
patient
• Dedicate glucometers to a single patient. If they
MUST be shared, clean and disinfect after each use

23

Under‐reporting of
cases

Long incubation
period;
difficult to identify
single healthcare
exposure

Barriers to
investigation,
resource constraints

24
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SURVEY OF PHYSICIAN AND NURSE PRACTICES
AROUND INJECTION SAFETY

SURVEY FINDINGS
Topic
Is Acceptable Practice

• 370 Physicians

Physician
Response

Nurse
Response

• 320 Nurses
• Eight States Included
• NC, NY, NJ, Nevada, Colorado, Tennessee, Wisconsin,

Montana
• Types of healthcare settings:
• Acute care, long term care, outpatient settings

Reuse of syringe for > one
patient

12.4%

3.4%

Reentering a vial with a
used needle/syringe

12.7%

6.7%

Using SDVs for multiple
patients

34%

16.9%

Using source bags as diluent 28.9%
for multiple patients

25

13.1%

26

KNOWLEDGE CHECK

BEST PRACTICE
• Designate someone to provide ongoing oversight

• Which of the following statements is false?

• Develop written infection control policies

1. Syringes can be used on more than one patient if the

• Provide training

Speak Up!

needle is changed.
2. Single dose vials can be used more than one time if it

has not been contaminated

• Conduct quality assurance assessments

3. Blood glucose meters do not have contact with patients

and do not need to be cleaned
4. If there is no visible blood the syringe is safe to reuse.
5. All of the above

27
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ONE AND ONLY CAMPAIGN

KNOWLEDGE CHECK
True or False
Because there have been so many
outbreaks, ALL healthcare providers do the
right thing every time with safe injection
practices.
True

29

False

30

5
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CAMPAIGN RESOURCES
•
•
•
•

Print Materials
Audio & Visual
Social Media
Toolkits

WWW.ONEANDOHTTP://WWW.ONEANDONLYCAMPAIGN.ORG/PARTNER 32
/NORTH-CAROLINALYCAMPAIGN.ORG

31

32

QUESTIONS?

33

6

4/25/2019

Module E

OBJECTIVES

PRINCIPLES AND PRACTICES OF
ASEPSIS

• Describe the principles and practice of asepsis

Statewide Program for Infection Control and Epidemiology
(SPCE)

• Discuss the role of the environment in disease

• Discuss the role of hand hygiene in asepsis

transmission

UNC School of Medicine

1

2

DEFINING ASEPSIS

MEDICAL ASEPSIS

Medical Asepsis

Surgical Asepsis

Definition

Clean Technique

Sterile Technique

Emphasis

Freedom from most
pathogenic organisms

Freedom from all pathogenic
organisms

Purpose

Reduce transmission of
pathogenic organisms from
one patient‐to ‐another

Prevent introduction of any
organism into an open
wound or sterile body cavity

Medical asepsis, also known as “clean
technique” is aimed at controlling the
number of microorganisms and is used
for all clinical patient care activities.
Necessary components of medical
asepsis include:
• Knowing what is dirty versus clean versus

sterile
• How to keep the first three conditions

separate
• How to remedy contamination

(Free from disease producing microorganisms)

3

immediately

4

PRINCIPALS OF MEDICAL ASEPSIS

5

SURGICAL ASEPSIS

6

1
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PRINCIPLES OF SURGICAL ASEPSIS

SURGICAL ASEPSIS
Surgical asepsis, also known as “sterile
technique” is aimed at removing all
microorganisms and is used for all
surgical/sterile procedures.

• While performing surgical

procedures, wear sterile
gloves.

Necessary components of surgical asepsis
include:

• Surgical procedures include:

• Knowing what is and what is not

• Biopsy

sterile

• Peridontal surgery

• How to keep the first two conditions

• Implant surgery

separate
• How to remedy contamination

• Surgical tooth extraction

immediately

7
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ROLE OF HAND HYGIENE

KNOWLEDGE CHECK
Which of the following is True?
1. Surgical asepsis should be used for all patient care

activities
2. Medical asepsis is used for all patient care activities
3. Clean and dirty equipment can be stored together as

long as they are not touching
4. The goal for medical asepsis is freedom from all

pathogenic organisms

9
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THE ROLE OF HAND HYGIENE

WHAT IS HAND HYGIENE?
• Handwashing with soap and water

• Antiseptic handwash

• Alcohol‐based hand rub

• Surgical antisepsis

11

12
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THE ROLE OF HAND HYGIENE

Present on the
skin or near by
objects

Survive for
several
minutes

Hand Hygiene
omitted or
inadequate

THE ROLE OF HAND HYGIENE
34 STUDIES: 1981‐2000
• Mean baseline rates:
5%‐81%
• Overall average:

Transferred to
healthcare workers
hands

< 40%
Compliance
Direct contact
with patients or
equipment

13
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POTENTIAL ADVANTAGES
ALCOHOL‐BASED HAND RUBS

REASONS FOR NONCOMPLIANCE
• Inaccessible hand hygiene supplies

• Requires less time than hand washing

• Skin irritation

• Acts quickly to kill microorganisms on hands

• Too busy

• More effective than hand washing with soap and water

• Glove use

• More accessible than sinks

• Didn’t think about it

• Less irritating to skin than soap and water and can even

improve condition of skin

• Lacked knowledge

15
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WHEN TO PERFORM HAND HYGIENE
The 5 Moments
WHO

1. Before touching
a patient

• Before and after touching the patient

2. Before clean /
aseptic
procedure

• Before donning sterile gloves for central venous catheter insertion; also for insertion of
other invasive devices that do not require a surgical procedure using sterile gloves
• If moving from a contaminated body site to another body site during care of the same
patient

3. After body fluid
exposure risk

• After contact with body fluids or excretions, mucous membrane, non-intact skin or
wound dressing
• If moving from a contaminated body site to another body site during care of the same
patient
• After removing gloves

4. After touching
a patient

• Before and after touching the patient
• After removing gloves

5. After touching
patient
surroundings

• After contact with inanimate surfaces and objects (including medical equipment) in the
immediate vicinity of the patient
• After removing gloves

17

Video Clip: To start video click on image.

Consensus recommendations
CDC Guidelines on Hand Hygiene in healthcare, 2002

18
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HOW TO HAND RUB

Video Clip: To start video click on image.

• The use of an

alcohol based hand
rub is preferential to
hand washing when
hands are not
visible soiled:

19

20

HAND HYGIENE PROGRAM

HOW TO HAND WASH

ADDITIONAL ELEMENTS
CDC GUIDELINE FOR HAND HYGIENE IN HEALTHCARE SETTING

• Hand washing with

soap and water should
be used when hands
are visible soiled or
contaminated with
blood and/or body
fluids and after
providing care for
patients with diarrhea:

21

• Involve staff in evaluation and selection of hand hygiene

products
• Provide employees with hand lotions/creams compatible

with soap and/or ABHRs
• Do not wear artificial nails when providing direct clinical

care
• Provide hand hygiene education to staff
• Monitor staff adherence to recommended HH practices

22

SUMMARY OF HAND HYGIENE

KNOWLEDGE CHECK

Hand hygiene must be performed exactly where you are delivering healthcare
to patients (at the point‐of‐care).

True or False:

During healthcare delivery, there are 5 moments (indications) when it is
essential that you perform hand hygiene.

Hand washing with soap and water is always
the preferred method of hand hygiene

To clean your hands, you should prefer hand rubbing with an alcohol‐based
formulation, if available. Why? Because it makes hand hygiene possible right at
the point‐of‐care, it is faster, more effective, and better tolerated.
You should wash your hands with soap and water when visibly soiled.

True

You must perform hand hygiene using the appropriate technique and time
duration.

23

False

24
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ROLE OF THE ENVIRONMENT

ROLE OF THE ENVIRONMENT
Spaulding Classification of Surfaces:
1. Critical – Objects which enter
normally sterile tissue or the
vascular system and require
sterilization
2. Semi‐Critical – Objects that
contact mucous membranes or
non‐intact skin and require high‐
level disinfection
3. Non‐Critical – Objects that
contact intact skin but not
mucous membranes, and require
low or intermediate‐level
disinfection

Clinical

Housekeeping

• High potential for
• No direct contact with
direct contamination
patients or devices
• Spray or splatter
• Little risk of
transmitting infections
• Frequent contact with
healthcare personnel’s
hands

25
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ROLE OF THE ENVIRONMENT

ROOM CLEANING

EXAMPLES OF COMMONLY USED DISINFECTANTS:
• Alcohol
• Chlorine
• Iodophor*
• QUAT*
• Hydrogen Peroxide
• Robust, versatile, fastest contact time
to kill
*UD= Manufacturer’s recommended use dilution

27
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KNOWLEDGE CHECK

KNOWLEDGE CHECK

• Which of the following is NOT a component of

True or False:

asepsis
1. Hand hygiene

Because of the increasing number of resistant
organisms all environmental surfaces should
be disinfected with bleach

2. Environmental cleaning
3. Droplet Precautions
4. Separation of clean, dirty and sterile items

True

29

False

30
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QUESTIONS?

31
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OBJECTIVES

Module F

• Describe the principles of disinfection and

PRINCIPLES OF DISINFECTION AND
STERILIZATION IN THE DENTAL SETTING

sterilization
• Provide an overview of current methods for

Statewide Program for Infection Control and Epidemiology
(SPICE)

disinfection and sterilization
• Discuss training and quality control methods and

UNC School of Medicine

required documentation

1

2

PRINCIPLES

PRINCIPLES

• Factors influencing the efficacy
Hardest to Kill

of disinfection and sterilization
• How well the object is cleaned
• Type and amount of material
• Solution concentration
• Exposure time
• Design of object
• Temperature and pH of

disinfectant

Easiest to Kill

3

4

PRINCIPLES

PRINCIPLES
• Management of reusable contaminated

items:
• Handle as little as possible
• Use appropriate PPE
• Remove gross soil or debris at the point of

use (gauze sponge moistened with
water/disinfectant wipe for example)
• Immediately contain and transport to the

decontamination area or soiled utility room
where cleaning procedures can be
accomplished away from patient care

5

6
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CLEANING INSTRUMENTS

PRINCIPLES

MANUAL

• Transport of contaminated items:
• Must be contained. The type of container depends on the item being

• Medical equipment/devices MUST be pre‐cleaned

• Puncture‐resistant, leak‐proof, closable containers must be used for devices

• Contaminants such as dirt, blood or other body

• Must have a bio‐hazard label or be red in color (never via gloved hands alone)

• ALWAYS REMEMBER:

prior to high level disinfection or sterilization

transported:

with edges or points capable of penetrating container or skin

fluids, if present, can act as a barrier

• Items should be kept moist during transport by adding a towel moistened

• Do not use a high‐level disinfection or sterilant

with water (not saline) or a foam, spray or gel product specifically intended for
this use

solution to “hold” instrument

• A fluid‐resistant gown should be worn

• Avoid transporting contaminated items in a liquid

• Wear puncture‐resistant heavy‐ duty utility gloves

• Reusable collection containers for holding contaminated items should be

• Wear face protection (eyes and mouth) to protect

made of material that can be effectively decontaminated

against splashes

• Use separate collection containers for contaminated versus re‐processed

or clean items

7
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CLEANING INSTRUMENTS
AUTOMATED
Benefits:
Improve efficacy of cleaning
process
Reduce handling of sharp
instruments
Reduce risk of employee exposure

Automated cleaning
equipment

Follow manufacturer’s
recommendations:

Dilution
Temperature
Ultrasonic cleaner
Water hardness
Instrument washer
FDA regulated instrument washer Use
After cleaning, rinse with water

9

KNOWLEDGE CHECK
Which of the following statements is true?
1. Manual cleaning of objects is safer than automated

cleaning
2. Pre‐cleaning is the most important factor in

reprocessing objects
3. Objects do not need to be pre‐cleaned if they are

going to be sterilized
4. Household dishwashers can be used for pre‐cleaning

of instruments.

10

METHODS USED FOR DISINFECTION
AND STERILIZATION

SPAULDING CLASSIFICATION
Spaulding Classification of Surfaces:
Critical – Objects which enter normally
sterile tissue or the vascular system and
require sterilization
Semi‐critical – Objects that contact
mucous membranes or non‐intact skin and
require high‐level disinfection, which kills
all but high‐levels of bacterial spores
Non‐critical – Objects that contact intact
skin but not mucous membranes, and
require low‐level disinfection

11

12
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PROCESSING CRITICAL INSTRUMENTS
critical

• Critical Items:

METHODS

critical

• Four activities involved in the

sterilization and disinfection of critical
objects

• Penetrate or enter normally sterile tissue or spaces, including the

vascular system (Surgical instruments, cardiac catheters, IV
devices, urinary catheters)

• Sterilization/Disinfection

• High risk of transmitting infection if handled improperly

(Steam, dry heat, liquid chemical)

• Must be sterilized between uses or used as single‐use disposable

• Monitoring

devices

• Packaging

Goal: Sterility = devoid of all microbial life

(Wrapping, record keeping, loading)
• Storage

13
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STERILIZATION

STEAM STERILIZATION
• Advantages

Steam sterilization

• Non‐toxic

Hydrogen peroxide gas plasma

• Cycle easy to control and

Ethylene oxide

monitor
• Inexpensive

Ozone

• Rapidly microbicidal

Vaporized hydrogen peroxide

• Rapid cycle time

Steam formaldehyde
=

high temperature

=

low temperature

• Least affected by

organic/inorganic soils
• Penetrates medical packing,

device lumens

15
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STEAM STERILIZATION

STEAM STERILIZATION

• Disadvantages

• Steam under pressure

(autoclaving)

• Deleterious for heat labile

• Gravity displacement:

instruments
• Inappropriate for heat‐
sensitive instruments
• Inappropriate for moisture‐
sensitive instruments
• Dulling
• Rusting
• Potential for burns

17

• Exposure: 30 minutes
• Temperature: 121oC
• Pre‐vacuum:
• Exposure: 4 minutes
• Temperature: 132oC

18
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DRY HEAT STERILIZATION

LIQUID CHEMICAL
STERILANTS/DISINFECTANTS

• Transfers heat energy from air

inside the oven to the
instruments

Liquid chemical
sterilants/disinfectants

• Requires higher temperatures

• Only for heat‐sensitive
critical and semi‐critical
devices
• Exposure can be harmful
to providers and patients
• Can not be stored
• Heat tolerant or disposable
alternatives are available

• Good for items that are likely

to dull or rust in the
autoclave,
• Good for powders, cellulose

and ink
• Packaging must be able to

withstand high temperatures

19

20

critical

KNOWLEDGE CHECK

STERILIZATION REVIEW

• Steam is preferred for critical items not damaged

Patient care equipment and devices
should be disinfected/sterilized based on:
1. Items intended use

by heat
• Follow the operating parameters recommended by

2. What the item is going to come in

contact with (mucous membranes or
non‐intact skin)
a. 1 and 4

the manufacturer
• Use low temperature sterilization technologies for

reprocessing critical items damaged by heat

scheduled for the day

• Items immersed in chemo‐sterilizer solutions

should be used immediately

21

4.

22

MONITORING

• The Joint Commission
(TJC)
• Centers for Medicare and
Medicaid Services (CMS)
• 10A NCAC 41.0206 (NC
Rule .0206

23

b.2 and 4
c. 1 and 2
What the physician tells you to do. d. 3 and 4

3. The number of patients you have

STERILIZATION MONITORING
Sterilization monitored
routinely by combination
of physical, chemical,
and biological
parameters

24
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STERILIZATION MONITORING

STERILIZATION MONITORING

Chemical ‐ heat or chemical sensitive inks that
change color when germicidal‐related
parameters reached

Physical ‐ cycle time, temperature, pressure
•

•

• Internal Chemical Indicator

Assessment of:

• Validates the sterilant

•

Time

•

Temperature

•

Pressure via gauge

penetrated the pack or
tray
• Advantage of the pack

Documentation:
•

Maintain monitor log

•

Computer readout

control monitor is that it is
inside each pack in
multiple locations
• Detect local problem

25
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STERILIZATION MONITORS
Biological ‐ Bacillus spores that
directly measure sterilization

• Steam ‐ Geobacillus

stearothermophilus

MONITORING REVIEW
• Monitor each load with physical and chemical (internal

and external) indicators.
• Use biological indicators to monitor effectiveness of

sterilizers at least weekly with spores intended for the type
of sterilizer.

• Dry heat ‐ B. atrophaeus

(formerly B. subtilis)
• Ethylene oxide (ETO) ‐ B.

atrophaeus

27

• Use biological indicators for every load containing

implantable items
• Policy for management of positive BI indicator

28

Record-Keeping

MONITORING OF STERILIZERS

Maintain sterilization records
(physical, chemical and
biological)
For each sterilization cycle
record”
• the type of sterilizer and cycle used;

Following a single positive biological indicator from steam
sterilization:
• Remove the sterilizer from service and review sterilizer
instructions
• Retest the sterilizer
• If spore test negative, put the sterilizer back in service
• If the spore test is positive: do not use until it has been
inspected; and recall (to the extent possible) all items
processed since the last negative spore test; challenge in three
consecutive empty sterilization cycles.
Single positive biological indicator (BI) from other than steam
sterilization: treat as non‐sterile all items back to last load tested
with negative indicator

29

• the load identification number;
• the load contents,
• the exposure parameters (time and
temperature);
• the operator’s name or initials; and
• the results of physical, chemical, and
biological monitoring.

30
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PACKAGING

PACKAGING
Video Clip: To start the video click on the image.

• Once cleaned, dried and inspected items, requiring sterilization must be:
• Wrapped or place in rigid containers
• Arranged in trays or baskets per Association of Medical Instrumentation

(AAMI) guidelines (hinged instruments should be opened for example)

• Follow manufacturer's instructions for preparation
• Wrapping done to prevent gaps and tenting
• Wrapping material must:
• Allow penetration of sterilant, be compatible with sterilizer, be puncture

resistant, durable and have FDA clearance

• Choices in wrapping products include:
• Peel packs, rigid containers, roll stock (self seal) and woven or nonwoven

sterile wraps

31
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LOADING
•

Place items/packages correctly and loosely
into the sterilizer so as not to impede
penetration of the sterilant
Peel packs and non‐perforated containers
should be placed on their edge
Peel packs:

•
•
•

Be used, filled and opened according to the pouch
manufacturer’s instructions

•

Be of a size and strength to accommodate the item
being packaged

•

Be closed so that all pouch seals are smooth (i.e.,
without folds, bubbles or wrinkles)

•

Be written only on the non‐porous side of the pouch

33

SUMMARY METHODS
• Steam is preferred for critical (and semi‐critical) items not

damaged by heat
• Always follow manufacturer’s operating instructions
• Use an “FDA cleared” container, wrapping or packaging

system that is compatible with the type of sterilization
process used
• Do not overload the chamber

34

STORAGE OF STERILE ITEMS
• Ensure the sterile storage area is a

well‐ventilated area that provides
protection against dust, moisture,
and temperature and humidity
extremes.
• Sterile items should be stored so

STORAGE OF STERILE ITEMS
• Event‐related shelf life recognizes that the product

remains sterile until an event causes it to become
contaminated (e.g. moisture).
• Packages should be evaluated before use for loss of

integrity. Repack and reprocess if compromised.

that packaging is not compromised.
• Label sterilized items with a load

• If time related storage of sterile items is used, label the

pack at the time of sterilization with an expiration date.
Once this date expires, reprocess the pack.

number that indicates the sterilizer
used, the cycle or load number, the
date of sterilization, and if
applicable the expiration date.

35

36
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STORAGE

SPAULDING CLASSIFICATION

GENERAL GUIDELINES

Spaulding Classification of Surfaces:
Critical – Objects which enter normally
sterile tissue or the vascular system and
require sterilization
Semi‐critical – Objects that contact
mucous membranes or non‐intact skin
and require high‐level disinfection, which
kills all but high‐levels of bacterial spores
Non‐critical – Objects that contact intact
skin but not mucous membranes, and
require low‐level disinfection

• All patient care items must be stored at least 8” off the floor
• Open rack storage should have a bottom shelf (plexi‐glass for example)
• Stored at least 18” below the ceiling or the sprinkler head (according to fire code)
• Stored at least 2” inches from outside wall
• Items should be stored in areas of limited traffic
• Stored in an area with controlled temperature and humidity
• Outside shipping containers and corrugated cartons should not be used as storage

containers

• Items should not be stored under sinks or exposed water/sewer pipes
• Windowsills should be avoided
• Closed or covered cabinets are preferred

37
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SEMI‐CRITICAL INSTRUMENTS

HIGH‐LEVEL DISINFECTANTS

Semi‐
critical

• Examples of Semi‐Critical Items:
• Mouth Mirrors
• Cheek retractors
• Handpieces*
• Reusable dental impression trays
• Amalgam condensers

*Although dental handpieces are “by

definition” considered a semi‐critical item,
they should always be heat‐sterilized
between uses

Germicide

Concentration

Glutaraldhyde (Cidex)

≥ 2.0%

Ortho‐phthaladehyde (Cidex OPA)

0.55%

Hydrogen Peroxide* (Sporox)

7.5%

Hydrogen Peroxide and peracetic acid* (Peract)

1.0% / 0.08%

Hydrogen Peroxide and peracetic acid* (Endospore
+)

7.5% / 0.23%

Hypochlorite (free chlorine)* (Sterilox ©)

650‐675 ppm

Accelerated hydrogen peroxide (Resert XL)

2.0%

Peracetic Acid (Steris 20)

0.2%

Glutaraldehyde and Isopropanol (Aldahol III)

3.4% / 26%

Glutaraldehyde and phenol/phenate (Sporicidin)

1.21% / 1.93%

Semi‐
critical

Exposure time ≥8 ‐45 min (US) and temperature 20‐25°C;
*May cause cosmetic and functional damage

39
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PROCESSING SEMI‐CRITICAL
INSTRUMENTS

Semi‐
critical

Manufacturer’s instructions for dilution and quality
control testing must be followed. Must use correct
test strip for solution!
Semi‐

Methods for processing:

• Submerge the test strip into the
solution prior to each use to
monitor minimum effective
concentration (MEC)
• Remove excess by standing
upright on paper towel
• Read results according to
manufacturer’s instructions

A common method of high
level disinfection is
immersion in either
Glutaraldehyde (Cidex®) or
Ortho‐phthaladehyde
(Cidex OPA®)

critical

(recommended time period and
change in color of the test strip)

• Document findings

41
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SPAULDING CLASSIFICATION

ROLE OF THE ENVIRONMENT

Non‐
critical

Spaulding Classification of Surfaces:
Critical – Objects which enter normally
sterile tissue or the vascular system and
require sterilization
Semi‐critical – Objects that contact
mucous membranes or non‐intact skin and
require high‐level disinfection, which kills
all but high‐levels of bacterial spores
Non‐critical – Objects that contact intact
skin but not mucous membranes, and
require low‐level disinfection

43
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LIQUID DISINFECTANTS
Disinfectant Agent

Use Concentration

Ethyl or isopropyl alcohol

70% ‐ 90%

Chlorine (bleach)
Phenolic

100 ppm
UD

Iodophor

UD

Quaternary ammonium
compound (QUAT)
Improved/Accelerated hydrogen
peroxide

UD

Non‐
critical

PROPERTIES OF AN IDEAL
DISINFECTANT
• Broad Spectrum

• Easy to Use

• Fast Acting

• Acceptable odor

• Non Toxic

• Economical

Non‐
critical

• Surface

0.5%, 1.4%

Compatibility

UD = Manufacturer’s recommended use dilution

45
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OTHER ENVIRONMENTAL ISSUES

KNOWLEDGE CHECK

Blood and Body Fluid Spills

Contaminated reusable items should
be:

• Promptly clean and

1. Handled as little as possible

decontaminate

2. Placed in a bio‐hazard labeled

container and left in room until end
of work day

• Use appropriate PPE
• Clean spills with dilute bleach

solution (1:10 or 1:100) or an
EPA‐registered hospital
disinfectant with a TB or
HIV/HBV kill claim.

47

Select correct one
a. 1 and 3
b.3 and 4

3. Pre‐cleaned in sink in the exam

room

c. 1 and 4

4. Transported immediately after use

and not left in the patient care area

d.1, 2, 3, 4

48
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ADDITIONAL RESOURCES

TRAINING AND QUALITY CONTROL

CDC Guidelines for Disinfection and Sterilization in
Healthcare Facilities

• Provide comprehensive and intensive

training for all staff assigned to reprocess
medical/surgical instruments

https://www.cdc.gov/infectioncontrol/pdf/guidelines/disinfection‐
guidelines.pdf

• To achieve and maintain competency:
• Staff receive hands‐on training
• Work with supervision until competency

www.aami.org

https://www.cdc.gov/mmwr/PDF/rr/rr5217.pdf

is documented
• Competency testing should be conducted

at commencement of employment and
no less than annually

Guidelines for Infection Control
in Dental Health-Care Settings — 2003

Summary of Infection Prevention Practices in Dental Settings; Basic Expectations of Care
https://www.cdc.gov/oralhealth/infectioncontrol/pdf/safe‐are2.pdf

• Training and competencies should be

documented

49
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QUESTIONS?

51
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Module G

OBJECTIVES

APPLYING PRINCIPALS OF
STERILIZATION AND DISINFECTION
DENTAL SETTING

• Review Management of:
• Housekeeping/Clinical Contact Surfaces

Statewide Program for Infection Control and Epidemiology
(SPICE)

• Medical Waste

UNC School of Medicine

• Dental Unit/Waterlines
• Radiology/Laser/Electrosurgery

1

2

MANAGEMENT OF HOUSEKEEPING SURFACES

ROLE OF THE ENVIRONMENT
Clinical

Housekeeping

No blood/body fluids present (non‐clinical areas):
• Water, detergent, mop/cloth
• Clean and dry OR use disposable mop

• High potential for
• No direct contact with
direct contamination
patients or devices
• Spray or splatter
• Little risk of
transmitting infections
• Frequent contact with
healthcare personnel’s
hands

3

Presence of blood/body fluids (patient care areas):
• Wipe/mop surface with an EPA‐registered disinfectant
• Do not re‐dip contaminated wipes into disinfectant solution
• Cloth mops and disinfectant solution should be changed every 3 rooms or 60

minutes
• Mico‐fiber mops should be changed every room

Walls, blinds, drapes cleaned when dusty

4

MANAGEMENT OF CLINICAL CONTACT SURFACES
MANAGEMENT OF CLINICAL CONTACT SURFACES

.

Video Clip: To start the video click on the image

• Clinical contact surfaces have a high potential for direct

contamination:

• From patient materials either by direct spray or splatter
• From contact with gloved hands during patient care

• Clinical contact surfaces need to be disinfected:
• Before they become involved in the care of the next patient

• Examples include:
• Light handle
• Countertop
• Bracket tray
• Dental chair

5
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MANAGEMENT OF CLINICAL CONTACT SURFACES

SOURCES OF CONTAMINATION
• Contaminated gloves and

hands of dental healthcare
personnel

Surface protection

• Contaminated instruments or

other inanimate objects
Surface Disinfection

• Aerosol/splatter

7
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SURFACE PROTECTION OF CLINICAL CONTACT
SURFACES
• Surface covers should be impervious to

fluids
• Examples‐ clean plastic wrap, bags, tubes,
and plastic backed paper
• Covers for some specific items are
available

SURFACE CLEANING/DISINFECTION OF CLINICAL
CONTACT SURFACES
• Use an EPA‐registered disinfectant with a

HIV/HBV or TB claim.
• Required for exposed clinical surfaces after

treating an individual patient.
• Required at the end of the day.
• Pre‐clean and disinfect the surface after

contamination and before each use.

• Single use

• Spray‐wipe‐spray: using a liquid

• Changed between patients

disinfectant/cleaner

• If a barrier fails, disinfect the underlying

• Wipe‐discard‐wipe: using a disinfectant towelette

surface

9
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CLEANING RECOMMENDATIONS
Clean and disinfect surfaces using correct technique

DISINFECTION OF COMPUTER KEYBOARDS
• Keyboards can be effectively

disinfected using most EPA
registered disinfectants (for

• Physical removal of soil (elbow grease)

example):

• Contact time

• Quaternary ammonium

compounds

• Correct type of cleaning materials

• 70% isopropyl alcohol

• Wear appropriate PPE (gloves, gown, mask, eye

protection)

• Phenolic

• Current recommendations

are to disinfect keyboards
daily and when visible soiled

11
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MEDICAL WASTE

MEDICAL WASTE

EXTRACTED TEETH

EXTRACTED TEETH
• Handling extracted teeth in educational setting

• Without amalgam:
• Not
considered regulated medical
waste

• Remove visible blood and debris

• Can be discarded in regular trash

• Maintain hydration

• With amalgam:

• Autoclave (teeth with NO amalgam)

• No incineration for final disposal
• Consult state and local regulation.

• If tooth has amalgam, do not heat sterilize, alternatively

immerse in 10% formalin for two weeks

• Shade comparison:
• Disinfect with intermediate level EPA‐

• Use Standard Precautions

registered hospital grade disinfectant
before sending to the laboratory

13
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DENTAL UNIT WATERLINES

KNOWLEDGE CHECK

• Colony counts in water from untreated systems can exceed
True or False:

1,000,000 CFU/mL

Strategies for cleaning and disinfection of dental surfaces should consider all
of the following:
1.

Potential for patient contact

2.

Degree/frequency for hand contact

3.

Potential for contamination of surface

CFU=colony forming unit
• Untreated dental units cannot reliably produce water that

meets drinking water standards
• Limited pathogen potential

True

False

• Few reports of waterborne infections
• Exposing patents to water of uncertain microbiological

quality is inconsistent with infection control principles

15
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DENTAL WATER QUALITY

DENTAL UNIT WATERLINES
AND BIOFILM

For routine dental treatment, meet regulatory
standards for drinking water.*

• Microbial biofilms form in

small bore tubing of
dental units
• Biofilms serve as a

microbial reservoir
* <500 CFU/mL of heterotrophic water bacteria

17
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AVAILABLE DUWL TECHNOLOGY

MONITORING OPTIONS

• Independent reservoirs

• Water testing laboratory (UNC School of Dentistry)

• Chemical treatment

• In‐office testing with self‐contained kits

• Filtration
• Combination

19

• Follow recommendations provided by the

manufacturer of the dental unit or waterline
treatment product for monitoring water quality
(weekly or monthly)
• Discharge water and air for a minimum of 20‐30
seconds after each patient

20

DISEASE TRANSMISSION (DUWL)

STERILE IRRIGATING SOLUTIONS

2011

82 year old female,
diagnosed with
legionellosis and died
two day later;

Only known risk was
two dental
appointments;
Molecular testing
identified DUWL as
source

2015

Mycobacterium
abscessus
odontogenic
infections in children
undergoing
pulpotomy

Suspected source of
the Mycobacterium
was contaminated
water from dental
unit waterlines

• Use sterile saline or sterile

water as a coolant/irrigator
when performing surgical
procedures
• Use devices designed for the

delivery of sterile irrigating
fluids

21
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SPECIAL CONSIDERATIONS
• Dental handpieces and other devices attached to air and

DENTAL HAND PIECES AND OTHER DEVICES
• Dental handpieces and other

devices attached to air and
waterlines:

waterlines
• Saliva ejectors

• Clean and heat sterilize intraoral

• Single‐use (disposable) Devices

devices that can be removed from air
and waterlines

• Pre‐procedural mouth rinses

• Follow manufacturer’s instructions for

cleaning, lubrication, and sterilization
• Do not use liquid germicides or

ethylene oxide

23
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DEVICES PERMANENTLY ATTACHED TO
WATERLINES
• Do not enter patient’s mouth

but may become
contaminated
• Use barriers and change
between uses
• Clean and intermediate‐level
disinfect the surface of
devices if visibly
contaminated

25

SALIVA EJECTORS
• Previously suctioned fluids might be retracted into

the patient’s mouth when a seal is created
• Do not advise patients to close their lips tightly

around the tip of the saliva ejector

26

SINGLE‐USE (DISPOSABLE) DEVICES
• Intended for use on one patient during a single
•
•
•
•

procedure
Usually not heat‐tolerant
Cannot be reliably cleaned
Examples: Syringe needles, prophylaxis cups, and
plastic orthodontic brackets, sterile irrigation water
FDA Law prevents reuse or reprocessing of
“labeled” single use patient products or devices

27

PREPROCEDURAL MOUTH RINSES
• Antimicrobial mouth rinses prior to a dental

procedure
• Reduce number of microorganisms in aerosols/spatter
• Decrease the number of microorganisms introduced
into the bloodstream

• Unresolved issue–no evidence that infections

are prevented
28

RADIOLOGY/LASER/ELECTROSURGERY

KNOWLEDGE CHECK
Which statement about single use
devices is true?
1. They can be cleaned and disinfected
and reused
2. If they are not visible contaminated,
they can be reused
3. They are intended for use on one
patient during a single procedure

29
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LASER/ELECTROSURGERY PLUMES AND
SURGICAL SMOKE

DENTAL RADIOLOGY
• Gloves should be worn when taking radiographs

and handling contaminated film packets

• Destruction of tissue creates smoke that may

contain harmful by‐products

• Other PPE should be used if spattering of blood

or other body fluids is anticipated
• Heat tolerant versions of intraoral radiograph
accessories are available and should be heat
sterilized before patient use
• Semicritical items that cannot be sterilized or
high level disinfected should:

• Be barrier protected by using an FDA‐cleared barrier
• Cleaned with EPA registered hospital disinfectant

after barrier removed

31

• Infectious materials (HSV, HPV) may contact
•
•
•
•

mucous membranes of nose
No evidence of HIV/HBV transmission
Need further studies
Follow NIOSH recommendations
Use standard precautions

32

REFERENCES
• CDC. Guidelines for infection control in dental health‐care

settings, 2003. MMWR 2003;52 (RR‐17):1‐68
• CDC. Summary of Infection Prevention Practices in Dental

Settings: Basic Expectations for Safe Care, 2016
• Rutala WA, Weber DJ, HICPAC. CDC guideline for

disinfection and sterilization in healthcare facilities., 2008

33

6

4/15/2019

10a ncac 41a .0206.html

10A NCAC 41A .0206 INFECTION PREVENTION – HEALTH CARE SETTINGS
(a) The following definitions apply throughout this Rule:
(1)
"Health care organization" means a hospital; clinic; physician, dentist, podiatrist, optometrist, or chiropractic office;
home care agency; nursing home; local health department; community health center; mental health facility; hospice;
ambulatory surgical facility; urgent care center; emergency room; Emergency Medical Service (EMS) agency;
pharmacies where a health practitioner offers clinical services; or any other organization that provides clinical care.
(2)
"Invasive procedure" means entry into tissues, cavities, or organs or repair of traumatic injuries. The term includes
the use of needles to puncture skin, vaginal and cesarean deliveries, surgery, and dental procedures during which
bleeding occurs or the potential for bleeding exists.
(3)
"Non-contiguous" means not physically connected.
(b) In order to prevent transmission of HIV, hepatitis B, hepatitis C and other bloodborne pathogens each health care organization that
performs invasive procedures shall implement a written infection control policy. The health care organization shall ensure that health
care workers in its employ or who have staff privileges are trained in the principles of infection control and the practices required by
the policy; require and monitor compliance with the policy; and update the policy as needed to prevent transmission of HIV, hepatitis
B, hepatitis C and other bloodborne pathogens. The health care organization shall designate one on-site staff member for each
noncontiguous facility to direct these activities. The designated staff member in each health care facility shall complete a course in
infection control approved by the Department. The Department shall approve a course that addresses:
(1)
Epidemiologic principles of infectious disease;
(2)
Principles and practice of asepsis;
(3)
Sterilization, disinfection, and sanitation;
(4)
Universal blood and body fluid precautions;
(5)
Safe injection practices;
(6)
Engineering controls to reduce the risk of sharp injuries;
(7)
Disposal of sharps; and
(8)
Techniques that reduce the risk of sharp injuries to health care workers.
(c) The infection control policy required by this Rule shall address the following components that are necessary to prevent
transmission of HIV, hepatitis B, hepatitis C and other bloodborne pathogens:
(1)
Sterilization and disinfection, including a schedule for maintenance and microbiologic monitoring of equipment; the
policy shall require documentation of maintenance and monitoring;
(2)
Sanitation of rooms and equipment, including cleaning procedures, agents, and schedules;
(3)
Accessibility of infection control devices and supplies; and
(4)
Procedures to be followed in implementing 10A NCAC 41A .0202(4) and .0203(b)(4) when a health care provider
or a patient has an exposure to blood or other body fluids of another person in a manner that poses a significant risk
of transmission of HIV or hepatitis B.
(d) Health care workers and emergency responders shall, with all patients, follow Centers for Disease Control and Prevention
Guidelines on blood and body fluid precautions incorporated by reference in 10A NCAC 41A .0201.
(e) Health care workers who have exudative lesions or weeping dermatitis shall refrain from handling patient care equipment and
devices used in performing invasive procedures and from all direct patient care that involves the potential for contact of the patient,
equipment, or devices with the lesion or dermatitis until the condition resolves.
(f) All equipment used to puncture skin, mucous membranes, or other tissues in medical, dental, or other settings must be disposed of
in accordance with 15A NCAC 13B .1200 after use or sterilized prior to reuse.
History Note:

Authority G.S. 130A‑144; 130A‑145; 130A-147;
Eff. October 1, 1992;
Amended Eff. January 1, 2010; December 1, 2003; July 1, 1994; January 4, 1994;
Pursuant to G.S. 150B-21.3A, rule is necessary without substantive public interest Eff. January 9, 2018.
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Infection Control Plan FY 2019
I. Description
Outlines the annual infection prevention priorities of Hospital Epidemiology and UNC Health Care

II. Rationale
An organized, systematic plan based upon the annual infection control risk assessment that provides the foundation for an
effective infection prevention program.

COPY

III. Policy
A. Goals
1. Overall

a. Reduce risk of healthcare-associated infections for all patients, employee, and visitors.
2. Targeted

a. Healthcare-associated infection reduction – 10% reduction overall across the infection types listed below. (Note:
these infection counts are based on CMS required reporting regulations, not necessarily all hospital-wide infections)
Infection Types - All CMS Reportable

Count - CY17

Reduce %

Reduce # for FY19

MRSA bacteremia, C. difficle; CLABSI;
SSI Hyst; SSI-Colon surgery; CAUTI

308

10%

31

b. Clean In, Clean Out hand hygiene compliance program
i. Incorporate Patients and Families in at least three areas - from pilot phase through full implementation.
ii. Consistently sustain ≥90% compliance across all inpatient units, outpatient areas, procedural areas,
operating locations and job classes.
▪ At least 90 percent of inpatient units and departments must sustain 90 percent compliance or higher
▪ At least 90 percent of participating outpatient/procedureal areas must sustain 90 percent compliance or
higher
▪ At least 85 percent of job classes must sustain 90 percent compliance or higher
▪ At least 75 percent of OR locations must sustain 90 percent compliance or higher
iii. Continue improving our culture of feedback.
▪ Achieve overall feedback >75 percent in inpatient and outpatient areas
iv. Promote engagement
▪ Increase monthly number of participants by 10%
Infection Control Plan FY 2019. Retrieved 09/06/2018. Official copy at http://unchealthcare-uncmc.policystat.com/policy/
5252220/. Copyright © 2018 UNC Medical Center
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▪ Physician participation goal to be determine by Service Leaders

B. Risk Assessment
(see Attachment 1: Annual Unit Based Infection Risk Assessment)
1. Patient Populations at Increased Risk of Infection
a. All intensive care unit patients
b. Solid organ transplant patients
c. Burn patients
d. Hematopoietic Stem Cell Transplant (HSCT) patients
e. Immunosuppressed patients (e.g., absolute neutrophil count [ANC] <1000, agranulocytosis)
2. Procedures/Devices that Increase Infection Risk
a. Central venous catheters
b. Indwelling urinary catheters
c. Tubes, drains, other devices inserted percutaneously
d. Intubation and prolonged ventilator support

COPY

e. Surgical procedures
f. ECMO

3. Epidemiologically Important Pathogens
a. Legionella

b. Aspergillus/Rhizopus/Mucor
c. MRSA
d. VRE

e. C. difficile

f. MDR Gram negative bacteria

g. Carbapenem-resistant Enterobacteriacae
h. Candida auris
4. Highly Communicable Diseases
a. Novel Influenza virus
b. SARS
c. MERS-coV
d. Viral hemorrhagic fevers (e.g., Lassa fever, Ebola viral disease)

C. Strategies to Reduce Infection Risk
1. Identify and control outbreaks
a. Review of microbiology, immunology, molecular microbiology reports
b. Prospective and syndromic surveillance
c. Pulsed field gel electrophoresis of outbreak pathogens
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d. Epidemiologic assessment as indicated (e.g., timeline, epidemic curve, case-control study)
e. Institution of prevention and control measures as indicated (e.g., isolation, cohorting of patients and staff, improved
hand hygiene, active surveillance cultures, assessment of environmental cleaning)
f. Exposure follow-up (in conjunction with OHS)
2. Perform surveillance for healthcare-associated infections
a. Follow CDC National Healthcare Safety Network (NHSN) definitions
b. Prospective and targeted Retrospective
c. Comprehensive: inpatient-related and outpatient-detected
d. Calculation/distribution of monthly infection rates and line listing of infected patients for each inpatient unit/service line
e. Monthly and as needed analysis of potential for cross-transmission
f. Targeted surveillance for home health/hospice infections
g. Monitor incidence of healthcare-associated device-related or procedure-related infections
i. Central Line-Associated Bloodstream Infections
ii. Ventilator-Associated Events (VAE)

COPY
iii. Surgical Site Infections (SSI)

iv. Catheter-Associated Urinary Tract Infections (CAUTI)

3. Conduct routine monitoring

a. Biological indicators for sterilizers
b. Endoscopes

c. Pharmaceuticals

d. Dental water lines

4. Improve Hand Hygiene Compliance

a. Routinely monitor compliance and provide feedback to staff

b. Routinely evaluate the availability and acceptability of hand hygiene products
c. Provide just-in-time peer coaching
d. Provide frequent and tailored education on when and how to perform hand hygiene along with frequent visible
reminders
e. Enlist organizational leaders to serve as role models
f. Ensure commitment of leadership to achieve and sustain compliance of ≥90%. Managers must hold everyone
accountable for proper hand hygiene.
5. Support Infection Control Liaison Program
a. Unit-based staff, outpatient care services clinical staff, and ancillary care staff (i.e., ES, FNS, Transport) with focused
infection control training provided by Hospital Epidemiology
b. Responsible for assessing their unit's compliance with infection control policies/procedures and conducting
performance improvement activities related to infection prevention (e.g., reducing device-associated infections,
monitoring and improving hand hygiene compliance)
c. Serves as the contact person to disseminate infection control information, updates, and answer staff questions
6. Ensure compliance with JC National Patient Safety Goals
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a. Comply with WHO or CDC hand hygiene guidelines
b. Prevent HAIs due to multi-drug resistant organisms (MDROs)
i. Annual risk assessment for MDROs
ii. Implement and assess prevention strategies outlined in this plan and under NPSG 07.03.01
c. Assess compliance with evidence-based practices for prevention of central line-associated bloodstream infections
i. Compliance with Central Line Insertions, Access, and Maintenance Bundle
ii. Standardized insertion training for providers
iii. Chlorhexidine bathing in intensive care units, step down units, and oncology units
iv. Daily assessment for central line need
v. Appropriate maintenance of central venous access devices
vi. Provide Central Line-Associated Bloodstream Infection rate data and prevention outcome measures to key
stakeholders, including leaders, licensed independent practitioners, nursing staff, and other clinicians.
d. Assess compliance with evidence-based practices for prevention of surgical site infections
i. Ensure patient education provided in Pre-op visit. Use LMS for staff education.

COPY
ii. Ensure Peri-Operative Services and Anesthesia infection control policies support prevention strategies.

iii. Trend surgical procedure specific infection rates and unit rates and provide feedback to key stakeholders

e. Implement evidence-based strategies for prevention of catheter-associated urinary tract infections
i. Staff education regarding aseptic insertion of catheter

ii. Insertion order must include indication for catheter

iii. Daily assessment for urinary catheter need

iv. Appropriate maintenance of indwelling urinary catheters

7. Manage HAIs as Sentinel Events When Indicated

a. Review all HAIs for indications of an unanticipated death or permanent loss of function
b. Notify Risk Management of suspected sentinel event
c. Participate in root cause analysis and follow up as needed
8. Construction Rounds and Construction Risk Assessment Meetings
a. Walk-about rounds with Plant Engineering every 2 weeks and on an as needed basis

b. Attend bi-weekly and as needed construction meetings held by Plant Engineering and Contract Services
c. Review blueprints and risk assessments for all new construction and renovations in clinical areas
9. Infection Control Rounds
a. Evaluate compliance with infection control policies/practices
b. Written recommendations to manager with their follow-up documented
10. Policy Review and Revision
11. Committee Participation: Refer to Infection Control Program Policy for committee information
12. Periodic Comprehensive TB Risk Assessment
13. Consultation, Education/Training
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a. In-services, presentations, educational material to staff, visitors/families, attending physicians, residents, contract
employees, students, and volunteers
b. Computer-based training modules
c. Educational videos
d. Newsletter articles
e. Educational materials (e.g., booklets/brochures)
f. Quality Improvement support from Epidemiology Quality Improvement Staff
g. On-Call availability 24/7 for Infection Prevention consultation
14. Additional Strategies to Reduce Infections for the Immunosuppressed Patient
a. Ideally a private positive pressure room, HEPA filtration for HSCT patients
b. No live plants or fresh flowers
c. Immunosuppressed diet per physician order
d. Patient must wear tight-fitting surgical mask when outside room
15. Additional Strategies for Home Health and Hospice

COPY

a. Trend analysis of device-related infections (urinary catheter-associated UTIs and central catheter-associated
bloodstream infections)
b. Promote immunizations to prevent respiratory infections: influenza and pneumococcal pneumonia vaccines (as
recommended by ACIP)
16. Additional Strategies for Outpatient Care Services

a. Since most patient encounters with the healthcare system now take place in outpatient settings, UNC Health Care will
maintain infection control programs in Outpatient Care Services, and this will include
b. Training and monitoring of practices on:

i. the basic principles of disease transmission and the methods to prevent transmission

ii. safe injection practices and proper use of single use and single patient devices/medications

iii. principles of asepsis and hand hygiene
iv. OSHA Bloodborne Pathogen Standard
v. the principles of disinfection and sterilization
vi. TB and respiratory protection per OSHA

D. Evaluation of Plan Effectiveness
1. Statistical analysis of infections
2. Trend analysis of infection rates
3. Device-associated rates to include home health and hospice
4. Monthly infection reports to nurse managers, clinical directors, infection control liaisons
5. Monthly infection reports to Infection Control Committee
6. Infection Control rounds report and annual compliance assessment
7. Monitor compliance with required and recommended immunizations
8. Annual assessment of communicable disease exposures with trend analysis
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9. Annual risk assessment for MDROs with trend analysis
10. Periodic assessment of process measures with staff feedback
a. Evidence based processes to prevent surgical site infections
b. Evidence based processes to prevent catheter associated bloodstream infections
c. Evidence based processes to prevent catheter associated urinary tract infections
d. Evidence based processes to prevent Clostridium difficile infections
e. Evidence based processes to prevent ventilator associated pneumonia
f. Hand hygiene compliance
g. Isolation precautions compliance
Attachment 1 - Annual Unit Based Infection Risk
Assessment.docx
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Exhibit 351
Ambulatory Surgical Center (ASC) INFECTION CONTROL SURVEYOR WORKSHEET
(Rev: 142, Issued: 07-17-15, Effective: 07-17-15, Implementation: 07-17-15)
Name of State Agency or AO (please specify)

_________________________________________________

Instructions: The following is a list of items that must be assessed during the on-site survey, in order to determine
compliance with the infection control Condition for Coverage. Items are to be assessed primarily by surveyor
observation, with interviews used to provide additional confirming evidence of observations. In some cases
information gained from interviews may provide sufficient evidence to support a deficiency citation.
The interviews and observations should be performed with the most appropriate staff person(s) for the items of
interest (e.g., the staff person responsible for sterilization should answer the sterilization questions). A minimum
of one surgical procedure must be observed during the site visit. The surveyor(s) must identify at least one
patient and follow that case from registration to discharge to observe pertinent practices. For facilities that
perform brief procedures, e.g., colonoscopies, it is preferable to follow at least two cases. When performing
interviews and observations, any single instance of a breach in infection control would constitute a breach for that
practice.
Citation instructions are provided throughout this instrument, indicating the applicable regulatory provision to
be cited on the Form CMS-2567 when deficient practices are observed.
PART 1 – ASC CHARACTERISTICS
1. ASC Name
2. Address, State and Zip Code

Address
City

State

Zip

3. 10-digit CMS Certification Number
4. What year did the ASC open for
operation?
5. Please list date(s)
of site visit:

/
m m

y

y

y

y

/
d

d

6. What was the date of the most
recent previous federal (CMS) survey:

to
y

y

y

Y

m m

/
m

m

1






/
d

d

y

y

y

y

y

/
d

d

7. Does the ASC participate in Medicare via accredited “deemed” status?

7a. If YES, by which CMSrecognized accreditation
organization(s)?

/

y

y

 YES
 NO

Accreditation Association for Ambulatory Health Care (AAAHC)
American Associate for Accred. of Ambulatory Surgery Facilities (AAAASF)
American Osteopathic Association (AOA)
The Joint Commission (TJC)

y

7b. If YES, according to the ASC,
what was the date of the most
recent accreditation survey?

m

8. What is the ownership of the facility? 
(SELECT only ONE bubble)


m

Dental
Endoscopy
Ear/Nose/Throat
OB/Gyn
Ophthalmologic
Orthopedic
Pain
Plastic/reconstructive
Podiatry



Other (please specify):

11. Who does the ASC perform
procedures on?
(Select only ONE bubble)

d

d

/

y

y

y

Hospital-owned



National corporation (including joint ventures with physicians)



Other (please print):
10. What additional procedures are performed at the
ASC? (Select all that apply)
Do not include the procedure type indicated in
question 9.












Dental
Endoscopy
Ear/Nose/Throat
OB/Gyn
Ophthalmologic
Orthopedic
Pain
Plastic/reconstructive
Podiatry
Other (please specify):
N/A




Pediatric patients only
Adult patients only



Both pediatric and adult patients

12. What is the average number of
procedures performed at the ASC per
month?
13. How many Operating Rooms (including
procedure rooms) does the ASC have?
Number actively maintained:

2

y

Physician-owned

9. What is the primary procedure performed at
the ASC (i.e., what procedure type reflects the
majority of procedures performed at the ASC)?
(Select only ONE bubble)










/

per month


















1

2

3

4

5

6

7

8

9+


1


2


3


4


5


6


7


8


9+

14. Please indicate how the following services are provided: (fill in all that apply)
Anesthesia/Analgesia

Contract


Employee


Other


Environmental Cleaning







Linen







Nursing







Pharmacy







Sterilization/Reprocessing







Waste Management







If Other, Please print:

INFECTION CONTROL PROGRAM
15. Does the ASC have an explicit infection control program?

 YES
 NO

NOTE! If the ASC does not have an explicit infection control program, a condition-level deficiency related to 42
CFR 416.51 must be cited.
16. Does the ASC’s infection control program follow nationally recognized infection control  YES
guidelines?
 NO
NOTE! If the ASC does not follow nationally recognized infection control guidelines, a deficiency related to 42
CFR 416.51(b) must be cited. Depending on the scope of the lack of compliance with national guidelines, a
condition-level citation may also be appropriate.
16a. Is there documentation that the ASC considered and selected nationallyrecognized infection control guidelines for its program?
NOTE! If the ASC cannot document that it considered and selected specific guidelines
for use in its infection control program, a deficiency related to 42 CFR 416.51(b) must
be cited. This is the case even if the ASC’s infection control practices comply with
generally accepted standards of practice/national guidelines. If the ASC neither selected
any nationally recognized guidelines nor complies with generally accepted infection
control standards of practice, then the ASC should be cited for a condition-level
deficiency related to 42 CFR 416.51.
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 YES
 NO

16b. If YES to (a), which

nationally-recognized
infection control guidelines
has the ASC selected for its
program?
(Select all that apply)

CDC/HICPAC Guidelines:


Guideline for Isolation Precautions (CDC/HICPAC)



Hand hygiene (CDC/HICPAC)



Disinfection and Sterilization in Healthcare Facilities (CDC/HICPAC)



Environmental Infection Control in Healthcare Facilities
(CDC/HICPAC)



Perioperative Standards and Recommended Practices (AORN)



Guidelines issued by a specialty surgical society / organization (List)
Please specify (please limit to the space provided):



Others
Please specify (please limit to the space provided):

17. Does the ASC have a licensed health care professional qualified through training  YES
in infection control and designated to direct the ASC’s infection control program?  NO
NOTE! If the ASC cannot document that it has designated a qualified professional with training (not necessarily
certification) in infection control to direct its infection control program, a deficiency related to 42 CFR
416.51(b)(1) must be cited. Lack of a designated professional responsible for infection control should be
considered for citation of a condition-level deficiency related to 42 CFR 416.51.
17a. If YES, Is this person an:
(Select only ONE bubble)

 ASC employee
 ASC contractor

17b. Is this person certified in infection control (i.e., CIC)
(Note: §416.50(b)(1) does not require that the individual be certified in
infection control.)

 YES
 NO

17c. If this person is NOT certified in
infection control, what type of infection
control training has this person received?
17d. On average, how many hours per week
does this person spend in the ASC
directing the infection control program?

hours per week

(Note: §416.51(b)(1) does not specify the amount of time the person must spend in the ASC directing the
infection control program, but it is expected that the designated individual spends sufficient time on-site
directing the program, taking into consideration the size of the ASC and the volume of its surgical activity.)
4

18. Does the ASC have a system to actively identify infections that may have been
related to procedures performed at the ASC?
NOTE! If the ASC does not have a documented identification system, a deficiency
related to 42 CFR 416.51(b)(3) must be cited.
18a. If YES, how does the ASC
obtain this information?
(Select ALL that apply)

 YES
 NO



The ASC sends e-mails to patients after discharge



The ASC follows-up with their patients’ primary care providers
after discharge
The ASC relies on the physician performing the procedure to
obtain this information at a follow-up visit after discharge, and
report it to the ASC
Other (please specify):





18b. Is there supporting documentation confirming this tracking activity?

 YES
 NO

NOTE! If the ASC does not have supporting documentation, a deficiency related to 42 CFR 416.51(b)(3) must be
cited.
18c. Does the ASC have a policy/procedure in place to comply with State
notifiable disease reporting requirements?

 YES
 NO

NOTE! If the ASC does not have a reporting system, a deficiency must be cited related to 42 CFR 416.51(b)(3).
CMS does not specify the means for reporting; generally this would be done by the State health agency.
19. Do staff members receive infection control training?
 YES
If training is completely absent, then consideration should be given to condition NO
level citation in relation to 42 CFR 416.51, particularly when the ASC’s practices fail
to comply with infection control standards of practice.

19a. If YES, how do they receive
infection control training?
(Select all that apply)



In-service



Computer-based training



Other (please specify):



Medical staff

19b. Which staff members receive 
infection control training?

(Select all that apply)
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Nursing staff
Other staff providing direct patient care
Staff responsible for on-site sterilization/high-level disinfection



Cleaning staff



Other (please specify):

19c. Is training:

19d. Indicate frequency of staff
infection control training
(Select all that apply)



the same for all categories of staff



different for different categories of staff




Upon hire



Periodically / as needed



Other (please specify):

Annually

19e. Is there documentation confirming that training is provided to all
categories of staff listed above?

 YES
 NO

NOTE! If training is not provided to appropriate staff upon hire/granting of privileges, with some refresher
training thereafter, a deficiency must by cited in relation to 42 CFR 416.51(b) and (b)(3).
20. How many procedures were
observed during the site visit?


1

If other, please specify the number:

6


2


3


4
procedures


Other

PART 2

–

INFECTION CONTROL & RELATED PRACTICES

INSTRUCTIONS:
• Please select ONE bubble for each “Was Practice Performed?” question, unless otherwise noted.
• If N/A or unable to observe is selected as the response, please explain why there is no associated
observation, or why the question is not applicable, in the surveyor notes box. Surveyors should attempt
to assess the practice by interview or document review if unable to observe the actual practice during
survey.
• During the survey, observations or concerns may prompt the surveyor to request and review specific
policies and procedures. Surveyors are expected to use their judgment and review only those documents
necessary to investigate their concern(s) or to validate their observations.
I. Hand Hygiene
Observations are to focus on staff directly involved in patient care (e.g., physicians, nurses, CRNAs, etc.).
Hand hygiene should be observed not only during the case being followed, but also while making other
observations in the ASC throughout the survey.
Unless otherwise indicated, a “No” response to any question below must be cited as a deficient practice in
relation to 42 CFR 416.51(a).
Was Practice
Practices to be Assessed
Surveyor Notes:
Performed?
A. All patient care areas have readily accessible, in appropriate locations:
a. Soap and water




Yes




Yes

I. If alcohol-based hand rub is available 
in patient care areas, it is installed as 
required. (There are LSC
requirements at 42 CFR 416.44(b)(5)
for installation of alcohol-based hand
rubs)

Yes
No

b. Alcohol-based hand rubs

No
No

B. Staff perform hand hygiene:
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a. After removing gloves




Yes
No

b. Before direct patient contact




Yes
No

c. After direct patient contact




Yes
No

d. Before performing invasive procedures
(e.g. placing an IV)

 Yes
 No
 Unable to observe

e. After contact with blood, body fluids, or
contaminated surfaces (even if gloves are
worn)

 Yes
 No
 Unable to observe

C. Regarding gloves, staff:
a. Wear gloves for procedures that might
involve contact with blood or body fluids

 Yes
 No
 Unable to observe

b. Wear gloves when handling potentially
contaminated patient equipment

 Yes
 No
 Unable to observe

c. Remove gloves before moving to the next 
tasks and/or patient


Yes
No
 Unable to observe

D. Personnel providing direct patient care do

not wear artificial fingernails and/ or extenders 
when having direct contact with patients.

Yes
No

II. Injection Practices (injectable medications, saline, other infusates)
Observations are to be made of staff preparing and administering medications and performing injections
(e.g., anesthesiologists, certified registered nurse anesthetists, nurses).
Unless otherwise indicated, a “No” response to any question below must be cited as a deficient practice in
relation to 42 CFR 416.51(a).
If unable to observe is selected, please clarify in the surveyor notes box why it was not observed and attempt
to assess by means of interview or documentation review.
NOTE: Some types of infection control breaches, including some specific to medication administration
practices, pose a risk of bloodborne pathogen transmission that warrant engagement of public health
authorities. When management review confirms that a survey has identified evidence of one or more of the
breaches described in S&C: 14-36-All, in addition to taking appropriate enforcement action to ensure the
deficient Medicare practices are corrected, the SA should also make the responsible State public health
authority aware of the identified breach.
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Practices to be Assessed

Was Practice
Performed?

A. Needles are used for only one patient.





Yes
No
Unable to observe

Surveyor Notes

Practices to be Assessed

Was Practice
Performed?

B. Syringes are used for only one patient (this
includes manufactured prefilled syringes).

 Yes
 No
 Unable to observe

C. The rubber septum on a medication, whether

unopened or previously accessed, vial is disinfected 
with alcohol prior to piercing.


Yes
No
Unable to observe

D. Medication vials are always entered with a new 
needle.


Yes
No
Unable to observe


E. Medication vials are always entered with a new 
syringe

F. Medications that are pre-drawn are labeled
with the date and time of draw, initials of the
person drawing, medication name, strength and
beyond-use date and time



Yes
No
Unable to observe



Yes




No
Unable to observe

Surveyor Notes

NOTEe: A “No” answer should result in citation as a deficient practice in relation to 42 CFR 416.48(a),
Administration of Drugs
G.
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a. Single dose (single-use) medication vials
are used for only one patient

 Yes
 No
 Unable to observe

b. Bags of IV solutions are used for only one
patient (and not as a source of flush solution
for multiple patients).





c. Medication administration tubing and
connectors are used for only one patient

 Yes
 No
 Unable to observe

Yes
No
Unable to observe

Practices to be Assessed

Was Practice
Performed?

H. The ASC has voluntarily adopted a policy that
medications labeled for multi-dose use for
multiple patients are nevertheless only used for
one patient.





Surveyor Notes

Yes
No
N/A

(Fill in N/A if no multi-dose medications/infusates are used).
(NOTE: a “No” answer to question H. does not indicate a breach in infection control practices and does not
result in a citation. However, a “No” response to either or both of the related questions I and J should be
cited).
If YES, please skip to “K”
If NO, you must also assess the practices at questions “I and J”:
I. Multi-dose vials are dated when they are first
opened and discarded within 28 days unless the
manufacturer specifies a different (shorter or
longer) date for that opened vial. Note: This is
different from the expiration date for the vial.
The multi-dose vial can be dated with either the
date opened or the beyond-use date as per ASC
policies and procedures, so long as it is clear
what the date represents and the same policy is
used consistently throughout the ASC.

 Yes
 No
 Unable to observe

J. Multi-dose medication vials used for more
 Yes
than one patient are stored appropriately and do  No
not enter the immediate patient care area (e.g.,  Unable to observe
operating room, anesthesia carts).
NOTE: If multi-dose vials enter the immediate
patient care area, they must be dedicated for
single patient use and discarded immediately
after use.
K. All sharps are disposed of in a punctureresistant sharps container




Yes
No

L. Sharps containers are replaced when the fill
line is reached




Yes
No
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III. Single Use Devices, Sterilization, and High Level Disinfection
Pre-cleaning must always be performed prior to sterilization and high-level disinfection
Sterilization must be performed for critical equipment (i.e., instruments and equipment that enter normally
sterile tissue or the vascular system, such as surgical instruments)
High-level disinfection must be performed for semi-critical equipment (i.e., items that come into contact with
non-intact skin or mucous membranes such as reusable flexible endoscopes, laryngoscope blades)
Observations are to be made of staff performing equipment reprocessing (e.g., surgical techs), unless these
activities are performed under contract or arrangement off-site from the ASC.
Unless otherwise indicated, a “No” response to any question below must be cited as a deficient practice in
relation to 42 CFR 416.51(a).
SINGLE-USE DEVICES
(Choose N/A if single-use devices are never reprocessed and used again) (Surveyor to confirm there is a
contract or other documentation of an arrangement with a reprocessing facility by viewing it)
Practices to be Assessed
Was Practice
Surveyor Notes
Performed?
A.

a. If single-use devices are reprocessed, they are
devices that are approved by the FDA for
reprocessing





Yes
No
N/A

b. If single-use devices are reprocessed, they are
reprocessed by an FDA-approved reprocessor.





Yes
No
N/A

STERILIZATION
A. Critical equipment is sterilized




Yes
No

B. Are sterilization procedures performed on-site?
(If NO, skip to “F”)




Yes
No

(A “No” answer does not result in a citation, since ASCs are
permitted to provide for sterilization off-site, under a
contractual arrangement.)
(Surveyor to confirm there is a contract or other
documentation of an arrangement for off-site sterilization
by viewing it)
a. If YES to B, please indicate  Steam autoclave
method of sterilization:
 Peracetic acid
 Other (please
specify):
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Practices to be Assessed

Was Practice
Performed?

C. Items are pre-cleaned according to manufacturer’s
instructions or, if the manufacturer does not provide
instructions, evidence-based guidelines prior to
sterilization

 Yes
 No

D.

 Yes
 No
 Unable to observe

a. Medical devices and instruments are visually
inspected for residual soil and re-cleaned as
needed before packaging and sterilization

 Unable to observe

b. A chemical indicator (process indicator) is placed  Yes
correctly, as described in manufacturer’s
 No
instructions for use, in the instrument packs in
 Unable to observe
every load.
c. A biological indicator is used at least weekly for  Yes
each sterilizer and with every load containing
 No
implantable items, as evidenced by ASC
 Unable to observe
documentation (i.e., log).
d. Each load is monitored with mechanical
indicators (e.g. time, temperature, pressure)

 Yes
 No
 Unable to observe

e. Documentation for each piece of sterilization
equipment is maintained and up to date and
includes results from each load

 Yes
 No

E. Items are appropriately contained and handled during
the sterilization process to assure that sterility is not
compromised prior to use

 Yes
 No
 Unable to observe

F. After sterilization, medical devices and instruments are  Yes
stored in a designated clean area so that sterility is not
 No
compromised
G. Sterile packages are inspected for integrity and
compromised packages
are reprocessed
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 Yes
 No

Surveyor Notes

Practices to be Assessed

Was Practice
Performed?

H. Is immediate-use steam sterilization (IUSS) performed
on-site?
If NO, skip to “High Level Disinfection Section”

 Yes
 No

If YES, you must also assess the practices at questions “I K”:
(A “No” answer does not result in a citation)
I. If IUSS is performed, all of the following criteria are met:
•

•

•
•

 Yes
Work practices ensure proper cleaning and
 No
decontamination, inspection, and arrangement of  Unable to observe
the instruments into the recommended sterilizing  N/A
trays or other containment devices before
sterilization.
Once clean, the item is placed within a container
intended for immediate use. The sterilizer cycle
and parameters used are selected according to
the manufacturers’ instructions for use for the
device, container, and sterilizer.
The sterilizer function is monitored with monitors
(e.g., mechanical, chemical and biologic) that are
approved for the cycle being used.
The processed item must be transferred
immediately, using aseptic technique, from the
sterilizer to the actual point of use, the sterile field
in an ongoing surgical procedure.

Note: “Immediate use” is defined as the shortest possible
time between a sterilized item’s removal from the
sterilizer and its aseptic transfer to the sterile field. A
sterilized item intended for immediate use is not stored for
future use, nor held from one case to another. IUSS is not
equivalent to “short cycle” sterilization performed in
accordance with manufacturers’ IFUs. IUSS must not be a
routine or frequent practice in the ASC.
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Surveyor Notes

Practices to be Assessed

Was Practice
Performed?

Surveyor Notes

J. Immediate-use steam sterilization is NOT performed on  Yes
the following devices:
 No
• Implants.
• Post-procedure decontamination of instruments
used on patients who may have Creutzfeldt-Jakob
disease or similar disorders.
• Devices that have not been validated with the
specific cycle employed.
• Single-use devices that are sold sterile.
K. Is IUSS performed on a routine basis?
(A “Yes” answer must be cited as a deficient practice in
relation to 42 CFR 416.51(a).

 Yes
 No

HIGH-LEVEL DISINFECTION
Practices to be Assessed

Was Practice
Performed?

A. Semi-critical equipment is high-level disinfected or
sterilized





Yes
No
N/A

B. Is high-level disinfection performed on site?
(If NO, Skip to “F”)





Yes
No
N/A

Surveyor Notes

(A “No” answer does not result in a citation, since ASCs are permitted to provide for high-level disinfection offsite, under a contractual arrangement.)
(Surveyor to confirm there is a contract or other documentation of an arrangement for off-site sterilization by
viewing it)
a. If answer to B was YES, please
indicate method of high-level
disinfection:



Manual



Automated



Other
(please
specify):

C. Items are pre-cleaned according to manufacturer’s
 Yes
instructions or, if the manufacturer does not provide
 No
instructions, evidence-based guidelines prior to high-level  Unable to observe
disinfection
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Practices to be Assessed

Was Practice
Performed?

D.

a. Medical devices and instruments are visually
inspected for residual soil and re-cleaned as needed
before high-level disinfection

 Yes
 No
 Unable to observe

b. High-level disinfection equipment is maintained
according to manufacturer instructions

 Yes
 No
 Unable to observe

c. Chemicals used for high-level disinfection are:
I. Prepared according to manufacturer
instructions

 Yes
 No
 Unable to observe

II. Tested for appropriate concentration according  Yes
to manufacturer’s instructions
 No
 Unable to observe
III. Replaced according to manufacturer’s
instructions

 Yes
 No
 Unable to observe

IV. Documented to have been prepared and
 Yes
replaced according to manufacturer’s instructions  No
d. Instruments requiring high-level disinfection are:
I. Disinfected for the appropriate length of time
as specified by manufacturer’s instructions or, if
the manufacturer does not provide instructions,
evidence-based guidelines

 Yes
 No
 Unable to observe

II. Disinfected at the appropriate temperature as  Yes
specified by manufacturer’s instructions or, if the  No
manufacturer does not provide instructions,
 Unable to observe
evidence-based guidelines
E. Items that undergo high-level disinfection are allowed
to dry before use

 Yes
 No
 Unable to observe

F. Following high-level disinfection, items are placed in a
 Yes
designated clean area in a manner to prevent contamination  No
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Surveyor Notes

IV. Environmental Infection Control
Observations are to be made of staff performing environmental cleaning (e.g., surgical technicians, cleaning
staff, etc.)
If unable to observe is selected, please clarify in the surveyor notes box why it was not observed and attempt to
assess by means of interview or documentation review.
Unless otherwise indicated, a “No” response to any question below must be cited as a deficient practice in
relation to 42 CFR 416.51(a).
Practices to be Assessed

Was Practice
Performed?

Surveyor Notes

A. Operating rooms are cleaned and disinfected after each  Yes
surgical or invasive procedure with an EPA-registered
 No
disinfectant
 Unable to observe
B. Operating rooms are terminally cleaned daily

 Yes
 No
 Unable to observe

C. Environmental surfaces in patient care areas are cleaned  Yes
and disinfected, using an EPA-registered disinfectant on a  No
regular basis (e.g., daily), when spills occur and when
 Unable to observe
surfaces are visibly contaminated.
D. The ASC has a procedure in place to decontaminate gross 
spills of blood.


Yes
No

V. Point of Care Devices (e.g., blood glucose meter)
Observations are to be made of staff performing fingerstick testing (e.g., nurses)
If unable to observe or N/A is selected, please clarify in the surveyor notes box why it was not observed or
applicable and attempt to assess by means of interview or documentation review.
Unless otherwise indicated, a “No” response to any question below must be cited as a deficient practice in
relation to 42 CFR 416.51(a).
Practices to be Assessed

Was Practice
Performed?

1. Does the ASC use a point-of-care testing device, such as a 
blood glucose meter?

If NO, STOP HERE.
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Yes
No

Surveyor Notes

Practices to be Assessed

Was Practice
Performed?

A. Hand hygiene is performed before and after performing a  Yes
finger stick procedure to obtain a sample of blood and using  No
the point-of-care testing device.
B. Gloves are worn by health care personnel when
performing a finger stick procedure to obtain a sample of
blood, and are removed after the procedure (followed by
hand hygiene).

 Yes
 No

C. Finger stick devices are not used for more than one
patient.

 Yes
 No
 Unable to observe

NOTE: This includes both the lancet and the lancet holding
device.
D. If used for more than one patient, the point-of-care
testing device (e.g., blood glucose meter, INR monitor) is
cleaned and disinfected after every use according to the
manufacturer’s instructions.
NOTE: if the manufacturer does not provide instructions for
cleaning and disinfection, then the device should not be used
for >1 patient.
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 Yes
 No
 N/A

Surveyor Notes

Hospital Epidemiology should be notified in the event a surgical site infection is identified or suspected in the
outpatient setting. Report the patient's name, medical record number and date of surgery to the Hospital
Epidemiology department. Staff directory is online. Ambulatory Care Clinical Services policy IC 0002.

c. Staff can articulate the process for reporting suspected or
identified infections related to procedures or surgeries
performed at your facility or at an outside facility.

Hand hygiene is performed prior to donning gloves, prior to direct contact with patients and after removing
gloves.2
Hand lotions/creams must be compatible with both the antimicrobial agent and use of nitrile gloves. 2

e. Hand hygiene is performed prior to donning and after
removing gloves.
f. Appropriate lotions are available.

PPE should be matched to the patient's symptoms and the health care personnel's tasks. For example, wear a
surgical mask to manage patients with respiratory symptoms and wear a gown to protect yourself from blood,
body fluids and other potentially infectious material.1

b. Additional PPE (i.e. gown, mask, face shield) is available and
used if possible exposure to blood and/or bodily fluids is
anticipated.
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Wear gloves for procedures that might involve contact with blood or body fluids and when handling potentially
contaminated patient equipment; Remove soiled gloves before moving to next task.

a. Staff dons and removes gloves at appropriate opportunities.

3. Personal Protective Equipment (PPE)

Sinks in dirty utility rooms and other areas used for decontaminating equipment or disposal of potentially
contaminated items cannot be used for hand hygiene.2
Staff performs hand hygiene: Before and after every patient contact, even if gloves are worn; Before and after
an invasive procedure such as insertion of IV catheter or surgical procedure even if gloves are worn; After
contact with blood or body fluids or non-intact skin even if gloves are worn; After contact with used
contaminated equipment or soiled environmental surfaces even if gloves are worn.2

Paper towels must be accessible and maintained clean and dry. Hospital grade soap and approved alcohol
based sanitizer must be available. No refilling of soap dispensers or sanitizer dispensers.

Hand Hygiene and Use of Antiseptics for Skin Preparation - Policy IC 0024.

c. Hospital grade alcohol based hand sanitizer is used as
appropriate.
d. Staff can explain and/or staff is observed performing hand
hygiene per Hand Hygiene and Use of Antiseptics for Skin
Preparation policy IC 0024.

a. Artificial fingernails, including gel and shellac polish are not
allowed on healthcare professionals.
b. Soap and paper towels are available.

2. Hand Hygiene - Clean Hands Save Lives! You are encouraged to participate in Clean In, Clean Out. Ask Infection Prevention for details.

Aseptic technique is used when performing invasive procedures including injections, foley catheter insertion, central line dressing changes, biopsies, joint
injection/aspiration, etc.

STANDARD PRECAUTIONS: Includes hand hygiene, PPE, respiratory etiquette, isolation

NC requires at least one clinical person from every clinic that performs invasive procedures to attend this
training. Contact Infection Prevention for more information.
Certain suspected or confirmed communicable diseases are to be reported to the local health department by
the patient's physician-of-record. Reporting Of Communicable Diseases policy IC 0063. See Hospital
Epidemiology's Did You Know "Reporting Communicable Diseases."

How to Achieve the Standards

a. At least 1 staff has attended the Outpatient .0206 SPICE
education.
b. Staff can articulate the procedure for reportable diseases.

1. Infection Control Policies and Procedures

The Standards

Outpatient Care Infection Prevention Survey Checklist with Answers 2018

The Standards

How to Achieve the Standards

If sterile supplies and instruments are set-up, if appropriate, ahead of time, they should be protected from
contamination and/or tampering.
On the counter top, all items should be an adequate distance (36") from sink or there must be a splash guard
installed next to sink.
To prevent water damage and/or contamination, only chemicals and reagents that do not react with each
other or with water can be stored under sinks.
Must be 8" off floor. Must be 24" from the ceiling. Items should be removed from shipping cartons before
storage to prevent contamination.
Sterile items must be clean, within date and properly stored. There should be no open steri-strips or opened
packing strip bottles. These items are for single patient use. Supplies should be stocked and rotated "first in,
first out" so oldest items are used first.

b. Sterile supplies/instruments set up ahead of time are
protected from contamination or tampering.
c. Patient care supplies stored at least 36" from a sink or there is
a protective barrier (splash guard) to prevent splash
contamination.

d. No storage under sinks except for clean sharps containers,
clean trash bags, detergents and cleaning agents (NO hand
soaps).

e. Supplies stored on shelves and off floors. Bottom shelf is at
least 8" above the floor. Bottom shelf is a solid material.

f. Supplies are within expiration date.
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Clean and sterile supplies must be stored in a manner to prevent contamination. Bins used to store items
must be clean upon inspection. Items should be removed from shipping cartons before storage to prevent
contamination with soil/debris that might be on the cartons. Outer shipping boxes should not be left in clinical
areas due to risk of environmental contamination. Supplies should be stored in plastic, washable containers;
storage in cardboard is discouraged.

See reference 1.

a. Clean and sterile supplies and equipment are stored
appropriately and are protected from contamination and/or
tampering.

6. Storage of Supplies

a. Staff are able to articulate isolation policies (for TB,
chickenpox, respiratory illnesses).
b. Staff are able to state how patients would be managed that
have a known resistant organism (e.g. MRSA, VRE, C. difficile,
draining wound or rash).

5. Isolation

Reception areas and waiting rooms must have alcohol-based hand rub, tissues, masks (pediatric and adult as
appropriate), trash receptacle and the relevant sign posted. 1
c. Patients with respiratory symptoms are placed in a private
room (preferred) or cubicle or exam room as soon as possible for
further evaluation.

a. Respiratory etiquette signs are posted in the waiting areas
with instructions to patients.
b. Hand sanitizer, surgical masks, tissues are available.

4. Respiratory Hygiene/Cough Etiquette

c. Surgical masks are worn when placing a catheter or injecting
material into the spinal canal or subdural space (i.e., during
myelograms, lumbar puncture and spinal or epidural anesthesia). See reference 1.

The Standards

How to Achieve the Standards

Secured means that medications are under the direct visual field of health care personnel at all occupied times - or -- under lock and key.
Ideally, medications are stored in a medication grade refrigerator. Topical and internal medications are to be
stored to prevent possible cross contamination and medication errors. Chemicals (e.g. nail polish remover,
betadine) are not to be stored adjacent to medications. Medication Management: Use Of Multi-Dose
Vials/Pens Of Parenteral Medications In Acute Care and Ambulatory Care Environments policy ADMIN 0104.

b. Medications are secured.

No expired medications. Multi-dose vials of injectable medications expire according to drug manufacturer's
FDA-approved labeling and UNCH Medication Management policy.3
Special care meds include meds requiring refrigeration or meds not kept at room temp for longer than
manufacturer's recommendation, meds with a shorter usage period as stated on the vial label by pharmacy or
manufacturer (e.g. specific ophthalmic solutions, insulin-varies by manufacturer and type).
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a. Refrigerators and freezers are large enough to properly store Ideally, medications are stored in a medication grade refrigerator. Refrigerators and freezers must be large
medications.
enough to store the year's largest inventory of medications.
b. Refrigerators and freezers well maintained and clean.
Clean and well maintained. No expired medications. Store patient food, medications, and specimens in
separate labeled refrigerators.

9. Medication Refrigerators and Freezers

g. Medications requiring special care after initial use are
stored/labeled appropriately

f. Medications are within date

d. Requirements for storage and use of NC state supplied
See the NC State immunization website for details: http://www.immunize.nc.gov
vaccines are met.
e. Irrigation solutions (saline/sterile water) are single patient use Irrigation solutions (bottles of sterile water, acetic acid, saline, etc.) are single use and must be discarded after
use. Betadine or other solutions poured into a secondary container must be labeled with the name of the
solution and hazard information (if any) from the primary label or SDS. These solutions, once poured into a
secondary container are single use and must be discarded immediately after use.

c. Medications are stored appropriately.

All medications be stored separated by type and dosage in labeled, plastic, washable bins.

New construction or renovations are in compliance with Infection Control standards. Infection Control is
consulted prior to initiating new procedures or obtaining new equipment.

Clean items/areas are clearly separated from dirty items. Need either separate clean/dirty rooms or the
designated utility room must flow from clean to dirty.
Items labeled as single use include: steri-strips, bottles of gauze packing, ultrasound gel, lubricating gel.
Individual packets of US gel are preferred. Reuse of Single Use Devices (SUDs) Policy IC 0058 follows the FDA
labeled guidelines that prohibit the reuse of SUDs except for rare departures.

a. Medications must be separated by type and dosage.

8. Medication Management

a. Types of procedures performed and services provided are
appropriate for the physical space of the site as well as for the
skill level and competency of staff.

7. Risk Analysis

h. Items labeled as "single use only" are not reused.

g. There is clear separation of clean and dirty activities.

The Standards

How to Achieve the Standards

Medications/injections are prepared using aseptic technique in a clean area away from contamination or
contact with blood, body fluids or contaminated equipment. Maintains a clean, uncluttered, and functionally
separate area for medication preparation. Needles and syringes are discarded immediately after use. NEVER
dismantle dirty needles or syringes where medications are prepared. Maintain separation of clean and dirty
activities.

IV fluids are spiked and tubing is primed immediately prior to use. Preoperative areas (PCS), GI procedures,
and outpatient infusion areas are allowed to spike and prime IV sets up to 96 hours. Spiked and primed IV setups must be secured until used.
Approved skin prep agents are alcohol or chlorhexidine gluconate (CHG).2

e. IV fluids are spiked and primed at time of use.

f. Patient's skin is prepped with an approved prep before IV
placement.
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Bags of IV fluids are ALWAYS single use.3

d. Fluid infusion and administration sets (IV bags, tubing, and
connectors) are used for one patient only and discarded after
use.

b. Single dose vials are never used as multi-dose vials.

Single dose vials should be used whenever possible and discarded immediately after use.3
c. If multi-dose vials must be used for more than one patient,
Examples of immediate patient treatment areas include exam rooms, operating and procedure rooms,
they should be kept and accessed in a dedicated medication prep anesthesia and procedure carts, and patient rooms or bays.
area (e.g., nurses station) / medication room), away from
immediate patient treatment areas.

a. Medications are prepared safely

10. Safe Injection Practices

ONE NEEDLE: ONE SYRINGE: ONE PATIENT: ONE TIME

d. Medication freezer maintained below 5 degrees F (below -15
degrees Celsius).
e. An appropriate means to check medication in event of a
All areas will have a reliable and traceable method of monitoring temperatures in all medication refrigerators
power outage is in place.
and freezers. Staff demonstrate how to verify the Min/Max temperatures and how to clear the memory if
relevant. Minimum and maximum temperatures shall be routinely checked and action taken for out-of-range
temperatures. For remote monitoring, staff are identified to receive alerts and pull reports. For power
outages of less than two hours, leave doors to refrigerators and freezers closed. Proper storage temperatures
will be maintained for at least 2 hours if doors are not opened. In the event of a power outage lasting longer
than two hours, call the Pharmacy Support Service during normal working hours. If no answer, call the
Inpatient Pharmacy.

c. Medication refrigerator temperatures maintained between 3646 degrees F (2-8 degrees Celsius).
Note: Clinics with state-supplied vaccines should use the NC
state refrigerator and freezer logs available at
http://www.immunize.nc.gov/providers/index.htm

The safest practice is to enter a single-dose or single-use vial only once to prevent inadvertent contamination
of the vial and infection transmission. Single-dose or single-use vials should be used for a single patient and a
single case/procedure/injection. Therefore, they should require only a single entry into the vial. If the singledose or single-use vial will be entered more than once for a single patient as part of a single procedure, it
should be with a new needle and new syringe, and the vial must be discarded at the end of the procedure and
not stored for future use. https://www.cdc.gov/injectionsafety/providers/provider_faqs_singlevials.html
https://www.cdc.gov/injectionsafety/providers/provider_faqs_multivials.html

i. Multi-dose and single dose vials are managed consistent with
current Safe Injection Practices guidelines.

a. Linens are stored appropriately

11. Linens

q. Appropriate safety devices are in use. Exceptions have an
approval from Hospital Epidemiology.
r. Sharps are secured.

Safety devices are deployed; needles should not be removed from syringes.

o. Needles and syringes are discarded intact in an appropriate
sharps container after use.
p. Flushes are not drawn from a bulk container.
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Clean linen must be stored in designated area to prevent contamination from traffic and to reduce risk of linen
falling on floor.1

"Secured" means that sharps (e.g., needles, scalpel blades) are under the direct visual field of health care
personnel at all occupied times -- or -- under lock and key.1

OSHA regulation requires sharps safety devices to be used unless not appropriate or effective.

Bags of IV fluids are ALWAYS single use. Manufacturer pre-filled syringes, i.e., sterile saline, heparin, are used
for IV flushes.

Any injectable medication drawn from a single dose vial must be injected within an hour of drawing up.
Compliance with USP 797 prohibits "pre-drawing" injectable medications from a single dose vial unless done
under a hood which meets ISO class 5 conditions.

See Reference 2.

Pre-filled syringes are ALWAYS single dose.

n. Injectable medications are drawn up at start of each
procedure, unless otherwise approved by policy.

l. Medications or infusates that are packaged as prefilled
syringes are used for only one patient.
m. Hand hygiene is performed before preparing medications.

j. The rubber septum on a medication/infusate vial is disinfected Disinfect all rubber septums with a robust wipe with alcohol whether or not the vial has just been opened.
with alcohol prior to piercing the septum.
k. Needles and syringes are used for only one patient.
NEVER, NEVER, NEVER re-use needles or syringes.

Medication vials used for more than one patient must be labeled as "multi-dose" by the drug manufacturer.
Multi-dose vials to be used for more than one patient are kept in a centralized medication area and do not
enter the immediate patient treatment area (e.g., exam room, operating room, patient room/cubicle). 1,3

h. Multi-dose medication vials used for more than one (1)
patient are always entered with a new needle and new syringe.

How to Achieve the Standards
No combining of "left-overs" from single dose vials. No flushes drawn from bulk sources such as bags of IV
fluids.

The Standards

g. Single dose medications or infusates are used for only one
patient and not collected or combined (bags of IV fluids are
ALWAYS single use).

The Standards

How to Achieve the Standards

Non-critical items are those that come into contact with intact skin. Single use disposable BP cuffs are to be
used for one patient and discarded after use. Environmental Services policy IC 0020.

b. Non-critical items and surfaces are cleaned routinely, (i.e.,
weekly).

Medical equipment that involves potential cross transmission must be cleaned according to policy;
glucometers must be cleaned between every patient with a hospital grade approved disinfectant.

Some examples include medication storage areas, electrical equipment.

Must have measuring tools, e.g., cups, basins, tubs, sinks.

c. Enzymatic detergents.
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Must be accurately measured following the manufacturer's instructions on the label.

b. Enzymatic detergents.

a. Items are thoroughly pre-cleaned and decontaminated with Staff can demonstrate understanding of manufacturer's instructions for use.
enzymatic detergent according to manufacturer instructions
and/or evidence-based guidelines prior to high level disinfection
or sterilization.

13. Instrument Decontamination/pre-cleaning

All elements in the instrument reprocessing sections are consistent with the UNCH Cleaning, Disinfection, and Sterilization Policy, IC 0008

**Please continually reassess all instruments being sent for sterilization to see if any of them can be switched to disposables**

Instrument Reprocessing
All reusable equipment is high-level disinfected or sterilized according to manufacturer's instructions and/or evidence-based guidelines and
according to UNC Cleaning, Disinfection, and Sterilization of Patient-Care Items policy.

g. Point-of-care control solutions and test strips are dated with
open/expiration dates.

e. Areas identified as nursing responsibility are cleaned
appropriately.
f. Point-of-care devices are cleaned according to policy.

d. Patient care equipment (e.g., blood pressure cuffs, wall
Cleaning supplies are in their proper place. Only hospital grade approved germicidals are to be used for
mounted otoscopes, etc.) should be cleaned with an EPA
cleaning surfaces in the healthcare environment. Exam tables, recliners and short-term use beds should be
registered disinfectant detergent (e.g., (No Suggestions)®, Super cleaned weekly, when visibly soiled, and after use for patients requiring Contact Precautions.
Sani Cloths) once a week, when obviously soiled, and after use
for patients requiring Contact Precautions.

c. Expiration dates: spray surface disinfectants, e.g., Metriguard. Ensure spray disinfectants are not past the manufacturer's expiration dates stamped on the original container.

Toys should be restricted to only those that are non-porous and easily cleaned. Washable toys/sand tables
are cleaned with soap and water or surface disinfectant (i.e., Sani-Cloths) and rinsed with tap water on a
routine basis (e.g. weekly) and when visibly soiled. Plush toys are to be new and given to the individual
patient to take home.1

Clean linen must be kept covered if not in a closet, drawer, or cabinet. Laundry and Linen Service policy IC
0034.
See Reference 1.

a. Toys are disinfected per UNCH policy.

12. Surface Disinfection

b. Linens are laundered according to UNC Infection Control's
Laundry and Linen Service policy
c. Soiled linens are handled and stored appropriately.

All used and dirty equipment/devices that are bound for sterilization, HLD, or decontamination must be
transported from point of use in a leak-resistant, rigid or non-rigid container marked "biohazard" such as a
plastic basin with a lid or a biohazard bag. Sharps must be transported from point of use in a punctureresistant container.
There must be hard copies or readily available electronic copies of device/equipment manufacturer's
instructions for cleaning, disinfection and/or sterilization on site.

f. Transporting used (dirty) equipment to instrument
reprocessing area.

g. Manufacturer's instructions for cleaning and/or disinfection
for every item reprocessed.
14. High Level Disinfection

Only Infection Control-approved HLDs such as Cidex glutaraldehyde, Rapicide glutaraldehyde, Rapicide PA,
Resert may be used.
All labels on all HLD products must be read and instructions followed.

c. Chemicals used for HLD are prepared according to
manufacturer instructions, UNC infection control policy, and
evidence-based guidelines.

d. Chemicals used for HLD are documented to have been
prepared and replaced according to manufacturer instructions
and/or evidence-based guidelines

g. Containers of HLD chemicals must be labeled with chemical
name, hazard information and expiration date.
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The name of product as shown on the original container label must be affixed to the secondary container.
Hazard information may be obtained from the original product container or from the product's SDS. Actual
expiration date after original container is opened must be shown on the container into which the chemical is
poured, known as the "secondary" container.

f. Equipment is high-level disinfected according to
Cleaning, Disinfection, and Sterilization of Patient-Care Items - IC 0008
manufacturer's instructions and/or evidence-based guidelines
and according to UNC Cleaning, Disinfection, and Sterilization of
Patient-Care Items policy.

e. HLD expiration date must be affixed to original containers and Note that HLD expiration dates vary depending on the specific HLD chemical in use: Example: when
secondary containers.
glutaraldehyde (Cidex®) is opened/activated on September 5, the 14 day use-life (or expiration date) is
September 19. Example: when Resert (Revital-Ox)® is poured out of the gallon into your secondary container
on September 5, the 21 day use-life (or expiration date) is September 26. Check all HLD chemical and test strip
labels for correct information.

AERs are maintained and logs kept of maintenance of AERs strictly in accordance with manufacturer's IFUs.

b. HLD equipment (e.g., AER) is maintained according to
manufacturer instructions and/or evidence-based guidelines.

a. Medical instrument and devices are visually inspected for
residual soil and re-cleaned as needed before high level
disinfection.

Must have simple digital timer for enzymatic soak time. Check product label for required soak times. For
example, items decontaminated in Valsure must be soaked for at least 2 - 5 minutes and must have that period
of time validated by a timer.

e. Enzymatic detergents.

How to Achieve the Standards
Basins, cups, tubs and sinks must be marked with increments of water and enzymatic detergent.

The Standards

d. Enzymatic detergents.

You must document the temperature of your HLD chemical in the appropriate column on the log once a day on
days it is used.
Keep only one sheet immediately available, i.e., in your notebook or on the clipboard. Older sheets should be
stored separately but available if asked for. As always, these logs must be kept for 5 years.

j. HLD logs are in order.

Cidex® brand test strips require quality control activities when opening a new bottle of test strips. This activity
includes testing 3 strips in full-strength solution and 3 in half-strength solution. FULL DETAILS are in the
instructions that came with your test strips.
Resert (Revital-Ox)® brand test strips require quality control activities only when opening a bottle of test strips
from a new lot number. When appropriate, this activity includes testing 3 strips in a full-strength solution and
3 strips in a half-strength solution. FULL DETAILS are in the instructions that came with your test strips and
must be followed.
Comply® 3M brand test strips do not require any quality control activities as do Cidex® brand test strips and
Resert® brand strips.
Class is offered monthly by the Infection Prevention Department. Contact Infection Prevention for details.

n. Quality control testing of HLD test strips.

o. Quality control testing of HLD test strips.

p. Quality control testing of HLD test strips.

q. Individuals with HLD responsibilities have attended the HLD
class.
r. Individuals with HLD responsibilities have the ability to
interpret color differences.
s. Colonoscopes and bronchoscopes.

c. Sterilization logs accurate and up to date.

a. Autoclaves: chemical and biological indicators are used
appropriately.
b. Biological indicators run at least weekly.

15. Sterilization

Use a permanent marker (i.e., Sharpie) and write "opened" and "exp" for these dates. It's OK to use the areas
supplied by the test strip manufacturer on some bottles for the correct expiration date.

m. Expiration dates: HLD test strip bottles must be dated when
opened and when expiring.
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Internal chemical indicators must be used in each package to be sterilized; the chemical indicator must be
examined before the contents are used.
Biological indicators are to be run at least weekly and must be used with each load containing implantable
devices.
The required sterilization log must be used for all counter-top and clinic-based sterilizers.

Individuals performing HLD have attestation whether or not they are color blind on file at the clinic. Clinics are
responsible for keeping this protected health information in a HIPAA-compliant manner.
Must be stored without any circular arrangement (no "loops") of the insertion tube. A mild "S" shape is
acceptable. Ends of the colonoscope or bronchoscope must be hanging free and not touching the bottom of
the scope cabinet or any other container.

All HLD test strips instruct to test HLD chemicals before each and every use. If the HLD chemical is used 15
times a day, there must be 15 entries on the HLD log.

l. Chemicals used for HLD are tested for minimum effective
concentration (MEC) before each and every use according to
manufacturer instructions.

k. HLD logs are in order.

There must be an entry on your HLD log for every day of the month. If your HLD is not used on a day, indicate
that on your log by the date and the words "not used on this day" written on the line to the right of the initials
and date. Draw a line through the remainder of that day's entry. There is no need to log the temperature or
test the solution on days it is not used.

i. HLD logs are in order.

How to Achieve the Standards
A wet instrument is NEVER ready to use on a patient.

The Standards

h. Items that undergo HLD are dried before re-use.

The Standards

How to Achieve the Standards
Logs of at least weekly, monthly, and periodic maintenance must be kept.

Cartridges expire 30 days after installing in the Trophon.
Only Trophon chemical indicators may be used.
Only Trophon chemical indicators may be used.
Chemical indicators expire on manufacturer's stamped expiration date.

c. Cartridge is not expired.

d. Chemical indicators are not expired.

e. Chemical indicators (CI) are used for every HLD cycle.

f. Chemical indicators are stored in a clean/dry area, out of
direct heat/UV light.
g. Disinfected probes are stored and covered with an unused
peel pouch, separate from where they are disinfected.

Water-proof or water-resistant gown, disposable gloves (nitrile if performing HLD activities), and full face
protection must be worn when processing dirty instruments.
Records of staff training must be documented. HLD competency is evaluated at commencement of
employment and at least yearly thereafter.

a. Proper PPE is worn when processing dirty equipment.

There must be clear separation between clean and dirty areas of these rooms. It may be helpful to place a line
of demarcation between these areas in your room.
UNC Infection Prevention department must be notified immediately if there is a suspected/known HLD or
sterilization failure: 984-974-7500.

e. Areas used for cleaning or disinfection flow from dirty to
clean.
f. There is a procedure in place for identification and recall of
inadequately sterilized or high level disinfected instruments.
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HLD, decontamination and/or sterilization may not be performed in a patient care area.

c. HLD, decontamination, and /or sterilization is performed in
appropriate environment.

b. Competencies are maintained for cleaning, disinfection and
sterilization processes.

The prescribed log must be used for all Trophon cycles.4

h. Log is complete for disinfection cycle: Pass/Fail; All boxes
checked, date and initials present.
17. General Decontamination/HLD/Sterilization

High-level disinfected vaginal probes or rectal probes that are ready-to-use must be covered with a peel pack
"sleeve". The sleeve should have a second label from the Trophon cycle in which it was high-level disinfected. 4

Cartridges expire 30 days after installing in the Trophon.

Cleans hands, wear gloves.4

a. Cleans probe with the appropriate Sani Cloth. Probe is dry
prior to commencing the HLD process.
b. Cartridge date changed and expiration date is on log.

16. Trophon

e. Sterile packages are inspected for integrity and compromised Instruments in torn, wet, or damaged sterilization pouches must be re-sterilized.
packages are reprocessed.
e. Sterilization equipment (e.g., sterilizers, ultrasonic cleaners,
Sterilizer manuals must be onsite and reviewed by all staff using the sterilizer.
washer/disinfectors) is maintained according to manufacturer
instructions and/or evidence-based guidelines.

d. Sterilizer maintenance logs must be accurate and up to date.

Paint intact, cabinet doors functioning properly, no rips, holes, or cracks in vinyl upholstery.
Unable to be properly cleaned/disinfected.
Stored away from patient care areas and in compliance with NC OSHA blood borne pathogen regulations.

b. Areas and furnishings are in good repair.

c. Exam tables/procedure chairs are not ripped or torn.

e. Staff food and drinks are placed in appropriate areas.

Expiration date should be visible on all food/medication.
Medications and food must be stored in separate refrigerators with all items within date and not stored with
specimens.
Machines that automatically dispense ice are preferred. Periodic cleaning and maintenance must be per the
manufacturer's instructions and be documented. After cleaning, rinse all surfaces of the ice machine with tap
water and wipe dry. Ice machines shall be cleaned on a regular schedule such that they are kept free of scum,
rust, mold or other contamination. Ice machines shall be maintained in good repair and shall be protected
from the elements, splash, drip, dust, vermin, other contamination. Ice machines which are accessible to
patients or the public shall provide ice through automatic ice dispensing equipment which prevents the
contamination of stored ice. 1A NCAC 18A.1314.

b. Nourishments are within date.

c. Nourishment refrigerator does not contain specimens, culture
media and/or medications.
d. Ice chests and ice machines are maintained according to
national and North Carolina state guidelines.

20. Lab Refrigerators
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e. Food refrigerators are clearly marked "staff" or "patient" food Infection Control Guidelines for Adult and Pediatric Inpatient Care Policy IC 0030. Guidelines for Infection
as appropriate.
Control in Nutrition and Food Services Policy IC 0039

Patient nourishments are to be single-serving, individually sealed portions. Patient food refrigerator
temperatures are must monitored and documented routinely on the appropriate refrigerator log.

a. Nourishments and medications are stored separately.

19. Nourishment Refrigerator

Ceiling tiles all intact, clean, dry and no stains.

a. Areas free of dust, dirt, soil, trash, odors, clutter and hazards
(fixtures, walls, ceilings, floors).

18. General Issues

High-level disinfected vaginal probes or rectal probes that are ready-to-use may be covered with a peel pack
"sleeve." Flexible endoscopes of any type (ENT, cystoscopes, hysteroscopes, etc.) should use a tagging system:
a green tag means "ready to use and clean," and a red tag means "dirty" and must be high-level disinfected
before use on the next patient. Consult with Infection Prevention for guidance.

h. There is a distinct separation strategy in place to clearly
differentiate dirty, not-ready-to-use instruments from clean,
ready-to-use instruments.

How to Achieve the Standards
Sterilized and high-level-disinfected items should not be stored in instrument processing areas.

The Standards

g. After sterilization or high level disinfection, devices and
instruments are stored in a designated clean area so
sterility/cleanliness is not compromised.

Compounding Standards USP 797

Injection Safety. https://www.cdc.gov/injectionsafety/index.html
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CMS Infection Control Worksheet for Ambulatory Surgical Centers. https://www.cms.gov

4. Cleaning, Disinfection, and Sterilization of Patient-Care Items policy IC 0008

3. Medication Management: Use Of Multi-Dose Vials/Pens Of Parenteral Medications In Acute Care and Ambulatory Care Environments policy ADMIN 0104

2. Hand Hygiene and Use of Antiseptics for Skin Preparation policy IC 0024

1. Ambulatory Care Clinical Services policy IC 0002

OSHA regulation.

d. Specimen refrigerators must display a BIOHAZARD label.
21. References

To maintain integrity of specimens for testing.1

c. Specimen refrigerator temperature monitoring.

How to Achieve the Standards
Medications and food must not be stored with specimens.
Laboratory reagents and specimens must be stored separately from medications.

The Standards

a. Specimen and culture media are stored separately from food
and medications.
b. Specimens and lab regents are stored appropriately.

This policy has been adopted by UNC Health Care for its use in infection control. It is provided to you as information only.
Cleaning, Disinfection, and Sterilization of Patient-Care Items
Appendix 9: UNCHC High Level Disinfection General Competency

Resources for Infection Prevention Training in Outpatient Healthcare Settings

Module A:

NC Communicable Disease Surveillance and Reporting
https://epi.publichealth.nc.gov/cd/report.html
Get Compliant. Get Trained. It’s the Law. (Dr. Moore’s video
https://spice.unc.edu/outpatient-care/
Poster for Management of Occupational Exposures
https://www.cdc.gov/hai/pdfs/hiv/occupational_exposure_HIV_08_11x17.pdf
NC Medical Waste Rules
https://files.nc.gov/ncdeq/Waste%20Management/DWM/SW/Programs%20and%20Planning/MedicalW
aste/Section.1200.pdf

Module B:
OSHA Bloodborne Pathogens Standard
https://www.osha.gov/laws-regs/regulations/standardnumber/1910/1910.1030
OSHA Fact Sheet
https://www.osha.gov/OshDoc/data_BloodborneFacts/bbfact01.pdf
Occupational Exposure to Bloodborne Pathogens; Needlestick and Other Sharps Injuries; Final Rule
https://www.osha.gov/laws-regs/federalregister/2001-01-18

Module C
CDC 2007 Guideline for Isolation Precautions: Preventing Transmission of Infectious Agents in
Healthcare Settings
https://www.cdc.gov/infectioncontrol/pdf/guidelines/isolation-guidelines-H.pdf
CDC Management of Multidrug-Resistant Organisms In Healthcare Settings, 2006
https://www.cdc.gov/infectioncontrol/pdf/guidelines/mdro-guidelines.pdf

Sequence for Donning and Doffing PPE
https://www.cdc.gov/hai/pdfs/ppe/ppe-sequence.pdf
APIC’s “Do’s and Don’ts” Flier
https://apic.org/For-Media/Announcements/Article?id=93e57b8e-8405-4c7e-ab10-c61099a51402

Module D
CDC Injection Safety
https://www.cdc.gov/injectionsafety/
Healthcare-Associated Hepatitis B and C Outbreaks (> 2 cases) Reported to CDC 2008-2017
https://www.cdc.gov/hepatitis/outbreaks/healthcarehepoutbreaktable.htm
Hepatitis B outbreak associated with a hematology-oncology office practice in New Jersey, 2009
https://www.sciencedirect.com/science/article/pii/S0196655311000976?via%3Dihub
One needle, one syringe, only one time?
https://www.sciencedirect.com/science/article/pii/S0196655317306806?via%3Dihub
One and only Campaign; North Carolina
http://www.oneandonlycampaign.org/partner/north-carolina
CDC and Safe Injection Practices Coalition (SIPC)
http://www.oneandonlycampaign.org/

Module E
CDC Guideline for Hand Hygiene in Health-Care Settings
https://www.cdc.gov/mmwr/PDF/rr/rr5116.pdf
Wash Your Hands
https://www.cdc.gov/features/handwashing/index.html

Module F
CDC Guideline for Disinfection and Sterilization in Healthcare Facilities 2008
https://www.cdc.gov/infectioncontrol/pdf/guidelines/disinfection-guidelines.pdf

FDA Cleared Sterilants and High-Level Disinfectants with General Claims for Processing Reusable Medical
and Dental Devices – March 2015
https://www.fda.gov/medicaldevices/deviceregulationandguidance/reprocessingofreusablemedicaldevi
ces/ucm437347.htm

Module G
Rules Governing the Sanitation of Hospitals, Nursing Homes, Adult Care Homes, and other Institutions
https://ehs.ncpublichealth.com/docs/rules/294306-2-1300.pdf
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Bloodborne Pathogen Standard

HIV

HEP B

HEP C

Prevent
and
Protect

1

Bloodborne Pathogens
Presence of
Bloodborne
Pathogen

Bloodborne
Pathogen infects
healthy cells

Transmitted
via exposure
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Fast Facts

Hazard Assessment Certification

HIV - .23%
• May have flu-like symptoms or none at all

Hepatitis B – 6 – 30%
• May have fever, joint pain, nausea, vomiting, weakness
• 50 - 100 times more infectious than HIV
• Best protection is vaccination

Hepatitis C - .1%
• May have fever, joint pain, nausea, vomiting, weakness
• Testing recommended for individuals born between 1945 –
1965
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Work Practices Controls

Engineering Controls

Blade Remover

Cassettes

Recapping
Device
Safety Scalpel
Safety Aspirating
Syringe
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6
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Needlestick Safety and
Prevention Act

Surface Disinfection

• Use of engineering controls and safety devices
• Annual feedback on work practice controls

Follow
manufacturer’s
instructions for
use
Surface
disinfectant
contact
time?

Don‘t forget
handpiece
cradles, light
switches, door
handles
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Use PPE Gloves and
possibly face
protection

Utilize Two
Step Method

EPA
registered
Hospital
Disinfectant
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Hazard Communication

9

Chemical Hazard
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Pictograms

GHS Manufacturer’s Labels
• Symbols - Pictograms
• Signal Words
• Hazard Statements
• Precautionary Statements
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12

2
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SDS – Finding Help!

Fire Response Plan
• Evacuate
• Meeting place?
• Account for workers
and patients
• Two routes of escape

Section 2 - Hazard(s) identification
Section 4 - First-aid measures
Section 6 - Accidental release measures and
spill clean-up
Section 8 - Exposure controls and personal
protection
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When the OSHA Inspector Arrives
1.
2.
3.
4.

Opening Conference
Walk-through
Review documentation
Closing Conference
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Fee Structure
VIOLATION
TYPE

PRIOR
Maximum

AS OF
1/2018

AS OF
1/2019

Non-Serious*

$7000

$12, 600

$12,934

Serious

$7000

$12,600

$12,934

Willful or
Repeated

$70,000

$126,000

$129,336

Fail to Abate
on time

None stated

None stated

$12,934
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Thank you!
Karen Gregory, RN
Director of Compliance and Education

www.totalmedicalcompliance.com
Karen@totalmedicalcompliance.com
888.862.6742
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