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Abstract

Background: Beginning in October 2016, the Centers for Medicare & Medicaid Services (CMS) 

issued expanded guidance requiring accrediting organizations and state survey agencies to report 

serious infection control breaches to relevant state health departments. This project sought to 

characterize and summarize The Joint Commission’s early experiences and findings in applying 

this guidance to facilities accredited under the ambulatory and office-based surgery programs in 

2017.
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Methods: Surveyor notes were retrospectively reviewed to identify individual breaches, and then 

the Centers for Disease Control and Prevention’s Infection Prevention Checklist for Outpatient 

Settings was used to categorize and code documented breaches.

Results: Of 845 ambulatory organizations, 39 (4.6%) had breaches observed during the survey 

process and reported to health departments. Within these organizations, surveyors documented 356 

breaches, representing 52 different breach codes. Common breach domains were sterilization of 

reusable devices, device reprocessing observation, device reprocessing, disinfection of reusable 

devices, and infection control program and infrastructure. Eight of the 39 facilities (20.5%) were 

cited for not performing the minimum level of reprocessing based on the items’ intended use, 

reusing single-use devices, and/or not using aseptic technique to prepare injections.

Conclusion: The CMS infection control breach reporting requirement has helped highlight some 

of the challenges faced by ambulatory facilities in providing a safe care environment for their 

patients. This analysis identified numerous opportunities for improved staff training and 

competencies as well as leadership oversight and investment in necessary resources. More 

systematic assessments of infection control practices, extending to both accredited and 

nonaccredited ambulatory facilities, are needed to inform oversight and prevention efforts.

As the volume and complexity of ambulatory procedures and settings continue to grow, so 

does the risk for harm stemming from serious breaches in infection prevention and control 

(IPC). Poor IPC practices can cause significant patient harm and outbreaks, which can lead 

to large patient notification events of potentially exposed patients and staff. For example, the 

Centers for Disease Control and Prevention’s (CDC’s) “One & Only Campaign” noted at 

least 50 outbreaks of viral hepatitis or bacterial infections associated with unsafe injection 

practices in outpatient settings from 2001 through 2011.1 Breaches related to medical 

equipment reprocessing have also led to large-scale patient notification events.2 Staff 

exposure from failure to use proper personal protective equipment (PPE) may also occur due 

to inadequate supplies or training. Previous studies have reported that IPC breaches occur in 

a variety of outpatient settings, including ambulatory surgery centers,3 and freestanding 

general and specialty clinics.4–7

Compared with Medicare-certified facilities (for example, hospitals, dialysis clinics, nursing 

homes), many types of freestanding ambulatory facilities, such as office-based surgery 

centers and multispecialty practices, are subject to less standardized regulatory oversight and 

performance monitoring requirements.8, 9 Accreditation is voluntary for ambulatory settings, 

except in a few states that require accreditation for some ambulatory or office-based surgery 

centers. Nevertheless, among facilities that seek Joint Commission accreditation, IPC–

related problems remain the most frequently cited reason for noncompliance with standards.
10 In part, this is because nonhospital-affiliated ambulatory facilities have substantially fewer 

IPC staff resources, and IPC staff often have multiple additional responsibilities.11 Staff 

often face space and equipment constraints and pressure for rapid turnover of patients, 

leading to substandard adherence to IPC practices such as appropriate reprocessing of 

medical equipment.12, 13 These clinics are often located in building spaces that were not 

originally designed to serve as health care facilities. As such, there may be functional 

limitations within the facility related to its architecture or ventilation, plumbing, and other 

systems. For example, room size and configuration may not allow for the process to flow 
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from dirty to clean. This can compromise adherence to many aspects of IPC, ranging from 

hand hygiene to equipment reprocessing.

In October 2016 the Centers for Medicare & Medicaid Services (CMS) issued guidance 

expanding requirements for accrediting organizations and state survey agencies to report 

serious infection control breaches directly to the relevant state public health authorities.14 

Engagement with health departments was intended to facilitate risk assessment and, if 

necessary, to provide assistance with implementing patient notification activities. Breaches 

that must be reported are those that could potentially expose patients to the blood or body 

fluids of another. This includes unsafe injection practices, such as the reuse of needles, 

syringes, lancet pens, or other injection devices for more than one individual. In addition, the 

guidance recommends reporting breaches when the accrediting organization or survey 

agency believes that additional public health assessment is needed, citing infection control 

lapses such as improper cleaning and disinfection of endoscopic equipment or sterilization 

of surgical instruments.14 In many cases, circumstances resulting in this type of public 

health reporting are multifactorial, reflecting a compilation of multiple breaches that 

together indicate systemic deficiencies rather than a single isolated error.

To date, no published studies have described findings from accrediting bodies or survey 

agencies regarding IPC breaches reported to health departments. The objective of this 

project was to characterize the major themes of IPC breaches that were identified by The 

Joint Commission among facilities seeking ambulatory accreditation and reported to state 

health departments in 2017. Information on the types of reported breaches can be used to 

help freestanding ambulatory facilities identify common infection control lapses and help 

oversight organizations concerned with IPC at state and national levels to target their 

resources for surveillance and prevention of the IPC lapses that place patients at risk.

METHODS

This project was a retrospective review of IPC breaches reported to state health departments. 

We included facilities that were evaluated for accreditation by The Joint Commission 

between February 1 and December 31, 2017, under the Ambulatory Health Care 

Accreditation Program (n = 739) or Office-Based Surgery Accreditation Program (n = 106). 

Facilities eligible for ambulatory accreditation included those providing primary and 

specialty medical and dental services (for example, Federally Qualified Health Centers, 

oncology centers), diagnostic and therapeutic services (for example, imaging, radiation 

therapy), surgical services (for example, ambulatory surgery centers), episodic care (for 

example, urgent care and freestanding emergency departments), and telehealth services. 

Ambulatory surgery centers had the option to pursue accreditation and Medicare 

certification simultaneously through The Joint Commission’s deemed survey process. 

Facilities eligible for office-based surgery accreditation were those that provided surgical 

and anesthesia services, not eligible for Medicare certification, and were licensed under 

business occupancy (defined as an occupancy that can have only three or fewer individuals 

at the same time who are either rendered incapable of self-preservation in an emergency or 

undergoing general anesthesia).15
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Facilities were identified through review of electronic notification messages sent by The 

Joint Commission’s State Relations Department to the designated state health department 

contacts, typically the state health care-associated infection (HAI) coordinator. The reported 

breaches were compiled into a Microsoft Excel spreadsheet to which facility demographic 

information and surveyor comments were added. A coding structure for individual breaches 

was derived from the domains and sub-elements contained in the CDC’s Infection 

Prevention Checklist for Outpatient Settings.16 For example, if during review of the 

sterilization process a surveyor noted “brushes used were not cleaned/disinfected per 

manufacturer instructions,” this breach would be coded using the CDC outpatient checklist 

category 12D, described as “cleaning brushes are not disposable or, if reusable, not cleaned 

and high-level disinfected or sterilized (per manufacturer’s instructions) after use.” 

Additional project-specific codes within existing domains were created for breaches not 

addressed in the CDC’s outpatient checklist and for which surveyors used Joint Commission 

accreditation standards–related phrasing. This resulted in a total of 133 possible code 

options. Appendix 1 (available in online article) provides the complete coding structure.

NVivo 11 (QSR International [Americas] Inc., Burlington, Massachusetts) was used to 

assign codes that describe specific breaches. Members of the project team [B.B, S.C., K.D.] 

assigned a code for each surveyor comment that described a unique breach when there were 

multiple breaches within a facility. To promote accuracy and consistency, three project team 

members agreed on assigned codes during team meetings, with input from The Joint 

Commission’s infection preventionist [S.G.] as needed.

Statistical analysis was performed using SAS 9.4 (SAS Institute Inc., Cary, North Carolina). 

Simple descriptive statistics were calculated, and the Pearson correlation coefficient was 

used to examine the association between number of services provided by an organization 

(for example, primary care, radiation oncology, and podiatry) and number of breaches per 

organization. This project was not considered to be human subjects research because of the 

focus on organizational practices; no patient or staff identifiers were collected.

RESULTS

During February-December 2017, 845 organizations were evaluated for accreditation, of 

which 39 (4.6%) had breaches that met the CMS reporting requirements. Of the 39 

organizations, 18 were ambulatory surgery centers (13 under the deemed survey process), 7 

were office-based surgery centers, 11 were medical and/or dental clinics, and 3 were other 

types (Table 1).

Twenty-eight of the 39 facilities with reported breaches (71.8%) provided multiple types of 

services (Table 2). The average number of different services provided was 4.3 (standard 

deviation [SD] = 3.3, median = 4, range: 1–14). Across the 39 facilities, 32 different types of 

services were offered, with the most common being orthopedic surgery (n = 13), 

gynecological procedures (n = 11), plastic surgery (n = 11), pain management (n = 11), 

podiatric surgery (n = 10), general surgery (n = 9), endoscopy (n = 8), urological procedures 

(n = 8), dentistry (n = 7), ear, nose, and throat (ENT) procedures (n = 6), family practice (n = 

6), gastroenterology (n = 6), short stay observation/recovery services (n = 6), general 
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practice (n = 5), internal medicine (n = 5), obstetrics (n = 5), pediatric medicine (n = 5), and 

pharmacy dispensary (n = 5).

Table 2 provides examples of the medical devices and instruments mentioned in surveyor 

notes related to the infection control breaches when this information was available. These 

included endoscopes (for example, cystoscopes, bronchoscopes), vaginal ultrasound 

transducers, and dental, ophthalmic, and surgical instruments. There was no correlation 

between the total number of different types of services offered and the total number of coded 

breaches identified by facility.

COMMONLY IDENTIFIED BREACHES

Across the 39 facilities, 356 breaches were coded using 52 different breach codes. There 

were on average 9.1 breaches per facility (SD = 5.5, median = 8, range: 1–24). 

Approximately 20% (n = 8) of facilities were cited for the most serious breaches, including 

not performing the minimum level of reprocessing based on the items’ intended use, reusing 

single-use devices, and/or not using aseptic technique to prepare injections.

The majority of breaches were coded under the following domains (as defined in Figure 1): 

sterilization of reusable devices (111, 31.2%), device reprocessing observation (85, 23.9%), 

disinfection of reusable devices (62, 17.4%), device reprocessing (62, 17.4%), and infection 

control program and infrastructure (26, 7.3%). Examples of breaches within the most 

frequently identified CDC outpatient checklist domains are described below. See Table 3 for 

a full listing of breaches and frequencies identified under each domain.

• Sterilization of reusable devices: Includes inappropriate transport or hand-

carrying of contaminated instruments, biological indicators not placed correctly, 

premature release of instruments, failure to document cycle parameters, failure to 

use appropriate biological indicators, and instruments packaged in a manner that 

would not allow equipment to be exposed to sterilant.

• Device reprocessing observation: Includes lack of cleaning, reprocessing, and 

maintaining devices per evidence-based guidelines; not following manufacturer 

instructions for reprocessing; failure to make policies, procedures, and 

manufacturer reprocessing instructions available in the reprocessing area; having 

inadequate space or failure to ensure that devices flow from high-contamination 

areas to clean/sterile areas; and not doing any high-level disinfection (HLD) or 

sterilization when it should be done.

• Disinfection of reusable devices: Includes use of expired test strips, improper 

transportation of sponges, stained sponges, lack of documentation of HLD 

quality monitoring parameters, inappropriate storage of disinfectants and 

cabinets not vented per manufacturer instructions, not following manufacturer 

instructions for the preparation of HLD chemicals, not cleaning devices prior to 

HLD, and devices not stored in a manner to protect from damage or 

contamination.
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• Device reprocessing: Includes lack of training of health care providers on 

selection and use of PPE and reprocessing, not requiring health care providers to 

demonstrate competency with reprocessing procedures, lack of qualified 

personnel to perform routine maintenance for reprocessing equipment in 

accordance with manufacturer instructions, and/or maintenance records 

unavailable.

Surveyor findings related to the CDC checklist’s “Infection Control Program and 

Infrastructure” domain are not typically considered breaches, but surveyors frequently 

reported such findings as lack of adequate leadership oversight and accountability, failure to 

perform a risk assessment or performing an inadequate risk assessment, and lack of specific 

job qualifications.

Finally, breaches reported from two other domains with low frequency but high risk concern 

were injection safety observation and point-of-care testing. Under the domain of injection 

safety observation, one breach was reported for each of the following:

• Injections not prepared using aseptic technique in a clean area free from 

contamination

• Needles or syringes used for more than one patient

• Multidose vials not kept in a centralized medication area and/or entered the 

immediate patient treatment area

• Not all sharps were disposed of in a puncture-resistant sharps container.

Similarly, under the point-of-care testing domain, one breach was reported for each of the 

following:

• Single-use auto-disabling lancing devices used for more than one patient

• Point-of-care testing meter was not cleaned and disinfected after every use 

according to manufacturer’s instructions.

DISCUSSION

This project characterized and summarized the IPC breaches that were identified by Joint 

Commission surveyors during the ambulatory health care and office-based surgery 

accreditation process and were reported to state health departments in 2017. That year was 

the first full calendar year of experience with the expanded CMS guidance on infection 

control breach reporting. Surveyors identified several common breaches that could 

potentially cause patient harm and that can help outpatient facilities target prevention efforts. 

The breaches identified in this project can be considered leading indicators of underlying 

weaknesses in IPC system and processes that may pose patient risk if unaddressed.

The most frequently reported breaches were in the domains of sterilization of reusable 

devices, HLD of reusable devices, and other aspects of device reprocessing. Specific areas of 

concern were not using biological indicators appropriately for sterilization and inadequate 

documentation of quality monitoring parameters on HLD logs. Lack of adherence to 
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manufacturers’ instructions and evidence-based guidelines were also common themes across 

several domains. Approximately 20% of facilities were cited for serious breaches such as not 

performing the minimum level of reprocessing, reusing single-use devices, or not using 

aseptic techniques to prepare injections. Such practices can pose risk to patients and 

highlight the need for regular and systematic assessments of IPC practices in ambulatory 

settings.

IPC program infrastructure was another domain in which deficiencies were commonly 

identified, including lack of leadership, oversight, and accountability. Related concerns were 

inadequate competency-based training of staff and lack of IPC expertise of supervisors. For 

example, oversight of IPC may be done by a physician, nursing supervisor, or even infection 

preventionist who has never had formal training in the required HLD and/or sterilization 

processes. Findings also highlighted the need for development and periodic review of IPC 

policies and procedures and making these available to staff.

Our findings are generally consistent with other studies in freestanding ambulatory settings.
3,4,6,17 We found relatively few instances of serious injection safety breaches, such as reuse 

of needles or single-dose vials, or mishandling of fingerstick devices and glucometers, all of 

which have been associated with bloodborne pathogen outbreaks. This finding might be due 

to a combination of factors. Although unannounced, on-site visits for the purposes of 

accreditation are routinely conducted outside the setting of an ongoing outbreak, therefore 

making it less likely that such assessments will identify the types of higher-risk infection 

control breaches more likely to be seen during an active, ongoing outbreak. Also, 

expectations for safe injection practices have been communicated with increasing detail in 

guidance from the CDC and other agencies and organizations,1,18–21 increasing awareness 

among health care providers and facilities. These are reflected in CMS and accrediting 

organization standards and have been the subject of extensive educational efforts over the 

past decade.

One implication of our findings for practice is that ambulatory settings should consider 

investing more resources in IPC staff training and competency. Health care facility 

leadership should strongly consider having at least one individual with training in IPC 

employed or regularly available (for example, by contract) to oversee the facility’s IPC 

program. If not employed by the facility, persons with IPC expertise can be accessed through 

consultation from professional societies or other groups, as well as local hospitals and health 

departments.22 The CDC and others offer free IPC guidance documents and checklists 

tailored for ambulatory facilities and several specialties such as oncology, dental, orthopedic 

and pain management, and podiatry.19 Relevant CDC-sponsored IPC trainings are available 

online at no cost.23,24 Notably, some of the most commonly identified breaches that we 

identified in this project have been addressed by recent guidance. For example, medical 

device reprocessing lapses have been associated with outbreaks25–27 and the CDC 

Healthcare Infection Control Practices Advisory Committee recently issued 

recommendations and tools to assist health care facilities in achieving a reliable, high-

quality reprocessing program. Though these materials focus on endoscopes, the advice is 

broadly applicable to medical device reprocessing.28 There is also recent US Food and Drug 

Administration (FDA) guidance on reprocessing of ultrasound probes.29,30 Additional effort 
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is needed to raise awareness of these resources and tools, along with incentives to ensure 

that they reach the appropriate staff and are used to drive improvements.

This project has several limitations. Breaches reported to health departments do not 

represent all IPC-related breaches and instances of noncompliance with standards identified 

by Joint Commission surveyors in these settings, but only those consistent with the reporting 

requirements specified by CMS.14 A review of all Joint Commission ambulatory health care 

and office-based surgery survey findings (extending to facility surveys that did not prompt 

health department reporting) was beyond the scope of this project. Thus the findings 

reported here do not necessarily correspond to noncompliance with Joint Commission IPC 

standards related to leadership, hand hygiene, and other topics evaluated on-site. Further, the 

reporting requirements for device reprocessing breaches are somewhat subjective and open 

to interpretation. Areas of accreditation survey emphasis may also vary with time and by 

setting. During this time period, surveyors were instructed to visit all areas that perform 

HLD and sterilization because it was emerging as a known high-risk area. Reported breaches 

come from the first year of a new process. Information on specific services and instruments 

associated with breaches was sometimes missing from surveyor notes; therefore, those 

described should be considered examples rather than an absolute indication of frequency or 

risk.

In addition, the small number of facilities in our analysis precludes drawing conclusions 

about the entire population of ambulatory facilities. We cannot say which types of facilities 

had the most reported breaches because we do not have sufficient information on the 

underlying population of ambulatory facilities using the groupings of facility type reported 

here. It is worth noting that most ambulatory facilities, including physician offices and 

specialty clinics, are not subject to regular survey visits as part of an accreditation or 

Medicare certification process. Only ambulatory surgery centers are eligible for Medicare 

deemed status and thus may have a stronger incentive to become accredited. While some 

state laws and policies extend accreditation requirements to select outpatient facility types, 

most states do not. Other studies suggest that organizations likely to pursue accreditation in 

the absence of deemed status drivers (for example, nursing care centers) may provide higher-

quality services or be more motivated to improve.31 Therefore, facilities accredited by The 

Joint Commission and eligible for inclusion in the project reported here are not 

representative of all ambulatory facilities. Before drawing conclusions about higher-risk 

facilities and services, it would be helpful to see a more extensive examination of outpatient 

IPC practices and conditions that encompasses both accredited and nonaccredited facilities 

across a variety of models and specialties. Similarly, future studies should compare hospital-

affiliated ambulatory facilities with freestanding ambulatory facilities.

CONCLUSION

This study shows that there are opportunities to improve IPC practices in ambulatory 

facilities, particularly in relation to device reprocessing, including sterilization and HLD, 

staff training and competency, and leadership oversight. Identification and remediation of 

existing weaknesses in systems and processes can prevent outbreaks and improve safety for 

both patients and staff. By highlighting the need for public health assessment of serious IPC 
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breaches, including considerations for patient notifications, the CMS reporting requirement 

has helped raise the profile of health department HAI programs and their role in helping 

guide corrective actions. More systematic assessments of IPC practices, extending to both 

accredited and nonaccredited ambulatory facilities, are needed to help identify issues and 

inform efforts to protect patients from infection risks in the outpatient environment.
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Figure 1: 
As shown in this figure, more than half of the 356 breaches were coded under the domains 

of sterilization of reusable devices (31.2%) and device reprocessing observation (23.9%).

* Source for domains is the Guide to Infection Prevention for Outpatient Settings: Minimum 
Expectations for Safe Care from the Centers for Disease Control and Prevention (CDC): 

https://www.cdc.gov/infectioncontrol/pdf/outpatient/guide.pdf (accessed May 27, 2020). 

There are several additional domains included in the CDC’s Infection Prevention Checklist 

for Outpatient Settings but not listed above. These can be found in Appendix 1, available in 

online article.
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