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Objectives

• Shifting our Infection Prevention perspective

• Statistics on Outpatient Care in the US

• (Un)Safe Injections

• Review outbreaks

• Review two main problems with instrument processing in outpatient care

• Recent FDA/CDC Recommendations r/t scope processing and manufacturing

• TJC citations, UNC Health Care, August, 2016



We are out there observing, teaching and translating our vast body of 
research into practice.

We cannot always make it perfect or even consistent with regulations and 
guidelines.

We can ALWAYS make it better and safer for our patients and our staffs.



CDC: 2010

Outpatient Care in the US

• More patients obtain healthcare in specialty clinics and 
physicians’ offices in the United States than in hospitals.

• 1.2 billion ambulatory care visits in US: physician offices, 
outpatient hospital and ED (2008).

• 60.5% of those visits are to primary care physicians’ 
offices.

• University of North Carolina Health Care outpatient sites 
had 1.7 million visits in 2015.



Defining Surveillance

“The continued watchfulness over the distribution and trends of 
incidence through the systematic collection, consolidation, and 
evaluation of morbidity and mortality reports and other relevant data, 
together with dissemination to those who need to know.”  Langmuir, 
1963

“The continued watchfulness over the distribution and trends of 
incidence through the systematic collection, consolidation, and 
evaluation of morbidity and mortality reports and other relevant 
data, together with dissemination to those who need to know.”  





University of North Carolina Hospital’s Infection 
Prevention Outpatient Surveillance Perspective

Outcomes (data, infections, etc.) -- historically inpatient infection prevention 

in contrast with 

Performance/process measures -- outpatient infection prevention

Outpatient Surveillance Definition:

In UNCH’s ambulatory surgery centers, physician practices, and specialty 

clinics outpatient surveillance is defined as bridging gaps between guidelines, 

standards, regulations and the actual practice of assessing infection prevention 

performance by applying a standard survey tool, gathering and analyzing the 

data collected with that tool, reporting that data back to facilities, and requiring 

action planning to improve performance if score is less than 100%. 



Outpatient facilities often exhibit

Magnified

physical plant challenges.



Double Sinks: Both clean or both dirty.  

Infection Prevention 

helped them figure this 

out.



• No sink at all 
• Storage of endocavitary 

probes in processing room

Infection Prevention helped 

them make it safer: switched 

to accelerated hydrogen 

peroxide HLD chemical that 

only requires one rinse…



Before Infection Prevention Assistance…a Hot Mess!

(This is a “clean-to-dirty-to-

clean-to-dirty-to-dirty-to-dirty, 

dirty, dirty, dirty-to-clean” set 

up.)  

Critical: rooms 

must have a dirty-

to-clean flow to the 

best of our ability to 

make it so.

dirty dirty dirty clean

dirty

clean

clean



After Infection Prevention Assistance – it’s all rainbows and unicorns!

They decluttered and 

established a

“dirty-to-clean” flow (mostly).

Infection Prevention 

helped them figure this 

out.



UNCH’s outpatient survey tool

• Compresses guidelines, standards, regulations and UNCH policy

• A usable, 17-section comprehensive instrument

• Provides a survey score to the facility

• Facilitates data gathering, analysis and correction of deficiencies
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(Un)Safe Injections



A safe injection does not harm the recipient, does 
not expose the provider to any avoidable risks 

and does not result in waste that is dangerous for 
the community.

OneandOnlyCampaign.org



Overview

• 1998 – 2008
• 33 outbreaks in nonhospital health care settings

• 12 in  outpatient clinics

• 6 in hemodialysis centers

• 15 in long-term care facilities

• 448 persons acquired HBV or HCV infection

• The mechanism of infection was patient-to-patient transmission 
through failure of health care personnel to adhere to fundamental 
principles of infection control and aseptic technique

• 2008 – 2013 
• 38 outbreaks of viral hepatitis related to healthcare reported to 

CDC during 2008-2013; 

• 94% occurred in non-hospital settings. 

http://www.cdc.gov/hepatitis/Outbreaks/PDFs/HealthcareInvestigationTable.pdf



http://www.cdc.gov/HAI/settings/outpatient/outbreaks-patient-notifications.html

CDC: Outbreaks and Patient Notifications in Outpatient Settings, 
Selected Examples, 2010-2014

2010 – 2014
• Total patients notified: 

22,593
• 86% (19,466) directly 

related to unsafe 
injections 



Two multi-page documents specifically for inspecting infection prevention practices in 
acute care and ambulatory surgical facilities.

Approximately 15 elements in worksheets dedicated to safe injections.

CMS: Infection Control Worksheet

http://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/downloads/som107_exhibit_351.pdf



6.  Safe Injection Practices

ONE NEEDLE: ONE SYRINGE: ONE PATIENT: ONE TIME

a.  Single dose vials are never used as multidose vials. 

b.  Fluid infusion and administration sets (IV bags, tubing, and connectors) are 

used for one patient only and discarded after use.

c.  IV fluids spiked at time of use.

d.  Patient's skin is prepped with an approved prep before IV placement .

e.  Single dose medications or infusates are used for only one patient and not 

collected or combined (bags of IV fluids are ALWAYS single use).

f.  Medication vials used for more than one (1) patient are always entered with 

a new needle and new syringe.

g.  The rubber septum on a medication/infusate vial is disinfected with alcohol 

prior to piercing.

h.  Needles and syringes are used for only one patient.

i.  Medications or infusates that are packaged as prefilled syringes are used for 

only one patient.

j.  Hand hygiene is performed before preparing medications.

k.  Medications or infusates are drawn up at start of each procedure.

l.  Needles and syringes are discarded intact in an appropriate sharps container 

after use.

m.  Flushes are not drawn from a bulk container.

n.  Appropriate safety devices are in use.  Exceptions have an approval from 

Hospital Epidemiology.

Enter or re-enter medication vials only after a robust wipe of the rubber septum with alcohol.  

Medication vials used for more than one patient must be labeled as "multi-dose" by the drug 

manufacturer.

No combining of "left-overs" from single dose vials.  No flushes drawn from bulk sources 

such as liter bags of IV fluids.

Bags of IV fluids are ALWAYS single use.

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

● 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.  Any injectable 

medication drawn from a single dose vial must be injected within an hour of drawing up.

OSHA regulation requires sharps safety devices to be used unless medically contraindicated.

Approved skin prep agents are alcohol or chlorhexidine gluconate (CHG).

IV fluids are spiked and tubing is primed immediately prior to use.

Bags of IV fluids are ALWAYS single use.

Single dose vials should be used whenever possible and discarded immediately after use.

Pre-filled syringes are ALWAYS single doses.

NEVER NEVER NEVER re-use needles or syringes.

Standard Element of Performance





• Multidose lidocaine

• Buffered with single dose bicarbonate

• Spike left in all day

• Solution: clinic has lidocaine and 

bicarbonate prefilled syringes prepared at 

compounding pharmacy, approved by our 

pharmacists, and per CMS and CDC 

advisory

A problem and its solution…



Injectable medications should be drawn up as needed – not ahead of time.  

Administer medications drawn from a single dose vial as soon as feasible.

Injectable medications labeled by the manufacturer as “single 
dose” or “single patient use” may be used for only ONE dose for 
ONE patient and the remainder discarded immediately.

Single Dose Medication Vials



Back to the assessment tool…
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Instrument Processing in Outpatient Care Facilities

Access to complex and 
invasive procedures in 

healthcare facilities 
other than hospitals:

1. Saves time and 
money

2. Brings heightened 
risk of infection to 
patients and staff

35



Spaulding Classification Scheme

All major societies and healthcare advisory institutions subscribe:

– AAMI: Association for the Advancement of Medical Instrumentation

– ASGE: American Society of Gastroenterologists

– SGNA: Society of Gastroenterology Nurses and Associates

– CDC: Centers for Disease Control and Epidemiology

Clear, logical approach to disinfection and sterilization

Three categories:

1. non-critical

2. semi-critical

3. critical

Items categorized on the basis of the degree of risk of infection involved in their use

• Example: scissors vs. scissors



Sterilization

Examples: surgical 
instruments, cardiac and 

urinary catheters, implants, 
and ultrasound probes used in 

sterile body cavities.

Items enter 
normally sterile 

tissue or the 
vascular system. 

Complete 
destruction of all 

microbial life. 

Critical items confer a high risk for infection if they are contaminated with any

microorganism.

HICPAC. Guideline for disinfection and sterilization in healthcare facilities, 2008. Centers for Disease Control and Prevention; 2008



Steam Sterilization: 
Enormous Margin of Safety

• 100 quadrillion (10-17 ) margin of safety

• Sterilization kills 1 trillion spores in addition to the washer/disinfector  which 

removes or inactivates 10-100 million microbes.

There is a 1:100 quadrillion chance of the item NOT being sterile

(that’s a “1” with 17 zeros after it)



Generally speaking, and particularly compared to HLD, I don’t 

worry about steam sterilization practices – well, I don’t lose 

sleep over steam sterilization.

InspecAPedia.com



High Level 
Disinfection

Items contact mucous 
membranes or 
nonintact skin.

Examples: some 
endoscopes, 

laryngoscope blades, 
cystoscopes, ultrasound 

probes.

Complete elimination 
of all microorganisms 
in or on an instrument, 

except for small 
numbers of bacterial 

spores.

HICPAC. Guideline for disinfection and sterilization in healthcare facilities, 2008. Centers for Disease Control and Prevention; 2008



High-Level Disinfection: 
No Margin of Safety for GI Endoscopes

• Margin of safety with endoscope reprocessing minimal or non-existent for two reasons: 

• Microbial load 

• GI endoscopes contain 107-10

• Cleaning results in 2-6 log10 reduction

• High-level disinfection results in 4-6 log10 reduction

• Results in a total 6-12 log10 reduction of microbes

• Complexity of endoscope

• Humans

Rutala WA, Weber DA.  Infect Control Hosp Epidemiol 2015



I do worry 

about high-level disinfection 

practices.

123nspecAPedia.com



First: HLD and Sterilization Education for all IPs!



Guideline for Disinfection and Sterilization in 

Healthcare Facilities, 2008

William A. Rutala, Ph.D., David Weber, M.D., M.P.H., and the Healthcare Infection 

Control Practices Advisory Committee (HICPAC)

http://www.cdc.gov/hicpac/pdf/guidelines/Disinfection_Nov_2008.pdf
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Disinfection and Sterilization in Health Care Facilities: What 

Clinicians Need to Know

• Rutala and Weber, Clinical Infectious Diseases 2004; 39:702–9

Multisociety guideline on reprocessing flexible 

gastrointestinal endoscopes: 2016 update



•Manufacturer’s IFUs

•AAMI ST91

•AAMI ST79
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Switch to disposables wherever possible.



49



50



Instruments
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http://www.google.com/imgres?q=vaginal+specula&hl=en&gbv=2&biw=1205&bih=700&tbm=isch&tbnid=4kD4rZaoXk7TCM:&imgrefurl=http://www.micglobal.co.uk/riester-graeve-vaginal-speculum-i1497.html&docid=EM-wves1iabD4M&imgurl=http://www.micglobal.co.uk/images/riester_graeves.jpg&w=602&h=600&ei=RQusT8ufFIic8gTS_6Aa&zoom=1&iact=hc&vpx=400&vpy=340&dur=1426&hovh=224&hovw=225&tx=123&ty=153&sig=110588470464229211411&page=1&tbnh=125&tbnw=125&start=0&ndsp=21&ved=1t:429,r:16,s:0,i:112


The Sterilizers
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Sterilizers
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Steam Sterilization

Highly, highly, highly 
effective

Nontoxic to patients 
and staff

Cycle is easy to 
control and monitor

Rapid cycle time

Penetrates medical 
packing and device 
lumens

Least affected by 
organic/inorganic 
soils
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Biological Indicators (BIs)

56



BIs must be intended specifically for the type of 
sterilizer in use.

Biological indicators should be used at least 
weekly, with each load that contains implants, 

and, ideally, daily.
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Monitoring the Sterilization Cycle

Mechanical 
(physical) 

parameters

Time

Temperature

Pressure

Chemical 
parameters

Chemical 
indicators

Biological 
parameters

Biological 
indicators

• Bacillus spores 
that directly 
measure 
sterilization 
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Sterilizers that 
do not have 
recording 

devices should 
not be used



Your clinics may process 
semi-critical devices 

manually…

59

Or in an automated endoscope reprocessor



Back to the assessment tool…
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15.  Medication Refrigerators and Freezers

a.  Medication refrigerators and freezers are large enough to properly store 

medications.

b.  Refrigerators and freezers well maintained and clean

Fahrenheit Celsius

Food Freezer Below 0° Below -17°

Food Refrigerator 41° or less (2016) 7° or less (2016)

Medication Freezer 5° to -13° -15° to -25°

Medication Refrigerator 36° to 46° 2° to 8°

Specimen Freezer 5° to -4° -15° to -20°

d.  Medication freezer maintained below 5 degrees F (below -15 degrees 

Celsius) Specimen Refrigerator 36° to 46° 2° to 8°

e.  An appropriate means to check medication in event of a power outage is in 

place

c.  Medication refrigerator temperatures maintained between 36-46 degrees F 

(between 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                                                                                  

●  All sites without emergency back-up power will have a reliable method of  monitoring 

temperatures in all medication refrigerators and freezers.  

●  Minimum and maximum temperatures shall be routinely checked and action taken for out-of-

range temperatures.

●  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.

Clean and well maintained.  No expired food or medications. Store patient food, medications, 

and specimens in separate labeled refrigerators. 

Refrigerators and freezers must be large enough to store the year's largest inventory of 

medications.

●  In the event of a power outage lasting longer than two hours, call the Pharmacy Support 

Service at 919-966-1367 during normal working hours and pager 919-216-2903 after normal 

working hours to request help with drug storage. If no answer, call the Inpatient Pharmacy at 

919-966-2376. 
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16. Food Refrigerators, Lab refrigerators, Ice Machines, Ice Chests

a.  Food and medications are stored separately

b.  Food and/or medications are within date

c.  Specimens and culture media are stored separately from food and 

medications

d.  Specimens and lab reagents are stored appropriately

e.  Ice chests and ice machines are maintained according to national and North 

Carolina state guidelines

Patient nourishments are to be single-serving, individually sealed portions.  Patient food 

refrigerator temperatures must monitored and documented routinely on the appropriate 

refrigerator log.  

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.

8. Ice machines that dispense ice automatically are preferred for public access. 

5. Weekly cleaning as described above should be documented.

6. Limit access to ice storage chest and keep doors closed.

7. Follow manufacturer's instructions for periodic maintenance and cleaning/disinfecting ice 

machines.

1. DO NOT handle ice directly by hand -- use a scoop; wash hands before obtaining ice.

2. Store the ice scoop on a clean hard surface when not in use. DO NOT store in the ice bin.

3. Machines that automatically dispense ice are preferred to those that require ice to be 

removed from bins or chests with a scoop.

4. Weekly cleaning of ice storage chests, scoops, and ice chute extenders should be 

performed with fresh soap or detergent solution.  After cleaning, rinse all surfaces of the ice 

storage chest with fresh tap water, wipe dry with clean materials, rinse again with a 10- to 100-

ppm bleach solution (1 to 8 ml of sodium hypochlorite household bleach per gallon of water), 

and allow all surfaces to dry before returning the items to service.

Laboratory reagents must be stored separately from medications.
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17. Safety

c.  Fire suppression sprinklers

d.  Doors

f.  Electrical panels

g.  Mechanical rooms

h.  Hallways

j.  Safety Data Sheets (SDSs) (formerly "MSDSs") 

l.  Medical equipment

m.  Spill kits are in place for relevant chemicals.

a.  Site Specific Fire Emergency Response Plan (SSFERP)

http://intranet.unchealthcare.org/hospitaldepartments/safetynet/programs/dsc/forms/lightsex

tinguisherlog.docx b.  Fire extinguishers, emergency lights and pull stations

http://intranet.unchealthcare.org/hospitaldepartments/safetynet/programs/dsc/handbook/M

onthly%20Eyewash%20Activation%20Log.pdfk.  Eyewashes

i.  Oxygen tanks, liquid nitrogen tanks

●  Only commercial grade coffee makers are approved.  See policy: 

http://intranet.unchealthcare.org/policies/unc-hcs-policies-pdf-new-format/ADMIN0233.pdf.

●  Microwaves have "do not leave unattended" stickers on them.e.  Small electrical appliances

The SSFERPs must be current and accurate.  Staff must  know what it is and where it is located: 

Do recessed extinguishers have signs posted above the extinguisher? Are extinguishers 

checked monthly and documented? Are all extinguishers and pull stations clear and 

unobstructed?  Are emergency lights tested monthly and documented?  The documentation 

form may be found here:

Are corridors and stairwells free of clutter and obstructions?

● Oxygen tanks must secured in racks or by chains attached to the wall.  Empty and full 

cylinders must be stored separately with clear signage indicating "full" or "empty."

● Non-pressurized liquid nitrogen tanks do not require securement devices.  Full-face shield, 

safety glasses/goggles, and cryogenic gloves must be worn when working with liquid 

nitrogen.  

Staff should know how to access SDSs.

Checked monthly and documented on the log which may be found here:

Medical equipment is appropriately tagged and tags are not expired.

Is there an 18 inch clearance around sprinkler heads?

Doors should not be wedged open.  

●  Space heaters are not allowed in UNCH facilities.  

There must be a 36 inch clearance in front of electrical panels.

Rooms housing data equipment, water heaters, air handlers, etc., must be clear of all other 

items.

http://intranet.unchealthcare.org/hospitaldepartments/safetynet/programs/dsc/handbook/Sit

eSpecificFirePlanProcedures.pdf

Contact Environmental Health and Safety for more information.
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Where does all this data go?
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Step One…GEMBA: go to the 

place of the action:

Tuck ANY HLD Guideline under your 

arm and



It was a mistake for me to assume people 

who HLD everyday know the right way to 

do it.



Guarantees

• We CANNOT always make it perfect or even 

consistent with regulations and guidelines.

• We CAN always make it better and safer for our 

patients and our staffs.  I personally guarantee 

that.

• Just start your first visit…the rest will happen for 

you automatically.



Take a phased approach to correction.

• Take time to research your findings in the evidence-

based literature and guidelines

• Document your researched findings with citations

• Plan your actions based on the evidence and national 

evidence-based guidelines

• Inform area leaders

• Assist your staff with fixing the most dangerous practices 

first

• Move forward with other fixes in order of priority

• Remember: one size DOES NOT fit all in outpatient 

facilities





Once we, Infection Prevention, are fully engaged, the 

myriad elements and complexities of Outpatient 

Infection Prevention within our facilities will  lead us 

where they need us to go.



Thank you!

Outpatients:  The Nation’s 
Largest Patient Population 
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