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Shane Ricks, Adminish·ator 
Millennium Surgery Center 
1828 South Millennium Way, Suite 100 
Meridian, ID 83642 

RE: Millennium Surgery Center, Provider #13C0001011 

Dear Mr. Ricks: 

Based on the smvey completed at Millennium Surgery Center, on February 2, 2015, by our staff, 
we have determined Millennium Surgery Center is out of compliance with the Medicare ASC 
Conditions for Coverage of, Governing Body and Management (42 CFR 416.41), Quality 
Assessment and Performance (42 CFR 416.43) and Infection Control (42 CFR 416.51). To 
pmticipate as a provider of se1vices in the Medicare Progralll, an ASC must meet all of the 
Conditions for Coverage established by the Secretary of Health and Human Services. 

The deficiencies, which caused these conditions to be unmet, substantially limit the capacity of 
Millennium Surgery Center, to furnish services of an adequate level or quality. The deficiencies 
m·e described on the enclosed Statement of Deficiencies/Plan of Correction (CMS-2567). 

You have an opportunity to make con·ections of those deficiencies, which led to the finding of 
non-compliance with the Condition for Coverage referenced above by submitting a written 
Credible Allegation of Compliance/Plan of Correction. 

An acceptable Plan of Correction contains the following elements: 

• Action that will be taken to correct each specific deficiency cited; 
o Description of how the actions will improve the processes that led to the deficiency cited; 
o The plan must include the procedure for implementing the acceptable plan of correction 

for each deficiency cited; 
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• A completion date for correction of each deficiency cited must be included; 
• Monitoring and tracking procedures to ensure the PoC is effective in bringing the ASC 

into compliance, and that the ASC remains in compliance with the regulatory 
requirements; 

• The plan must include the title of the person responsible for implementing the acceptable 
plan of correction; and 

• The administrator's signature and the date signed on page I of each form. 

Such corrections must be achieved and compliance verified by this office, before March 19, 
2015. To allow time for a revisit to verify corrections prior to that date, it is important that 
the completion dates on your Credible Allegation/Plan of Correction show compliance no 
later than March 9, 2015. 

Please complete your Allegation of Compliance/Plans of Correction and submit to this office by 
Februau 26, 2015. 

Failure to correct the deficiencies and achieve compliance will result in our recommending that 
CMS terminate your approval to participate in the Medicare Program. If you fail to notifY us, we 
will assume you have not corrected. 

We urge you to begin correction immediately. 

If you have any questions regarding this letter or the enclosed reports, please contact me at (208) 
334-6626, option 4. 

Sincerely, 

w~ 
DONSYL%'::Z 
Health Facility Surveyor 
Non-Long Term Care 

DS/pmt 
Enclosures 

ec: Debra Ransom, R.N., R.H.I.T., Bureau Chief 
Gary Keopanya, CMS Region X Office 

~~ 
Co-Supervisor 
Non-Long Term Care 
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Q 000 INITIAL COMMENTS 

The following deficlenoles were cited during the 
Medicare recettiftcallon survey of your surgery 
center conducted froh11126115 to 2102115, 
Surveyors condunUng the recertification were: 

Don Sylvestot, RN, HFS, Team leader 
Gary GUiles, RN, HFS 
Nancy Oax, RN, HFS 

Acronyms used in this report include: 

AORN- Association of PerioperaUve Registered 
Nurses 
ASC- Ambulatory Surgery Center 
CDC- Center for Disease Control 
CRNA- Certified Registered Nurse Anesthetist 
CST- Certifted Surgical Technician 
DVT - Deep Vein Thrombosis (blood clot) 
EGD" Esophagogastroduodenoscopy 
EMR- Electronic Medical Record 
H&P- History and Physical Examination 
HRET- Health Research and Education Trust 
MSC- Millennium Surgery Center 
mg - milligrams 
ml- milliliters 
NSA!D- Non steroidalAntilnftammatory Drug 
OR -Operating Room 
PACU- Post Anesthesia Care Unit 
pt- patient 
PVC - Premature Ventricular Contraction 
QAPI- Quality Assessment Performance 
I mprovem ant 
RN- Registered Nurse 

Q 040 416,41 GOVERNING BODY AND 
MANAGEMENT 

QOOO 

Q040 
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Any deficiency statement ending with an astelis~ (')denotes a qeflclency Wh<Cl\ the Institution may be excusod from correcting provldmg It Is de[elllllned that 
ather aafeuuards pravldo sufficient prntetUon to the paUents. (See. Instructions.) Except for nur$lng homes, the findings s-tated above are ~lsclo::;;abla 90 days 
follm.'.'ing the date of survey whelher or n(lt [.1 p!en of correction ls provlded, For nursing homes, Ute above·findlngs fHld plans of COr(ecUon ~re di~-closable 14 
dri}ls following the date these documonls aro made ·avalloble to the fa~lity. If doficlendes are cl1.od, an approved plan of correction is requisite to continued 
program partidpatioit 
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Q 040 Continued From page 1 
The ASC must have a governing body that I assumes full legal responsibility for determining, 
implementing,and monitoring policies governing 
the ASC's total operation. The governing body 
has oversight and accountability for lhe quality 
assessment and performance improvement 
program, ensures that facility policies and 
programs are administered so as to provide 
quality health care in a safe environment, and 
develops and maintains a disaster preparedness 

, plan. 
I 

This CONDITION is not met as evidenced by: 
Based on staff interview and review of medical 
records, policies, meeting minutes and quality 
documents, it was determined theASC's 
Governing Body failed to assume responsibility 
for determining, implementing, and monitoring 
policies and failed to oversee the ASC's QAPI 
program. This resulted in a lack of guidance and 
direction to staff and the failure to sustain 
regulatory compliance. Findings include: 

! 1, Refer to 043 as it relates to the failure of the 
Governing Body to develop an emergency 
preparedness plan that was coordinated with 
state and local authorities and that an emergency 
preparedness drill was conducted at least 

I annually to testthe plan's effectiveness · 

2, Refer to 080 Condition for Coverage: QualitY 
Assessment and Performan~elmprovement as it 

j relates to the Governing Body's failure to ensure 

1 
the ASC's quality progrom was developed, 
implemented and maintained. 

3. Refer to Q240 Condition for Coverage: I 
Infection Control as it relates to the Governing 
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Body's failure to ensure a comprehensive 
infection control program· was developed, 
implemented and monitored. 

The cumulative effect of these systemic deficient 
practices resulted in the lack of clear processes l 
to guide staff in the provision of care and to 
evaluate its services. 

Q 043 416.41(c) DISASTER PREPAREDNESS PLAN 

(1) TheASC must maintain a written disaster 
preparedness plan that provides for the 
emergency care of patients, staff and others in 
the facility in the event of fire, natural disaster, 
functional failure of equipment, or other 
unexpected events or circumstances that are 
likely to threaten the health and safety of those in 
theASC. 
(2) The ASC coordinates the plan with State and 
local authorities, as appropriate. 
(3) The ASC conducts drills, at least annually, to 
test the plan's effectiveness. The ASC must 
complete a written evaluation of each drill and 
promptly implement any corrections to the plan. 

This STANDARD is not met as evidenced by: 
Based on interview and administrative document 

review, it was determined the facility failed to 
ensure the Governing Body developed an 
emergency preparedness plan that addressed all 
hazards, was coordinated with State and local 
authorities, and that an emergency preparedness 
drill was conducted at least annually to test the 
plan's effectiveness for all patients, staff and 
visitors. This resulted in the potential for the 
facility's inability to effectively deal with the care, 
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Continued From page 3 
health and sarety or patients, staff and other 
individuals when a major disruptive event 
occurred. i-=indings include: 

During an interview on 2/02/15 beginning at 1:00 
PM, the Administrator provided a binder 
containing the ASC's disaster plan. He stated the 
ASC had not conducted an analysis of hazard 
vulnerability or staff training specific to hazards 
other !han fire. The Administrator provided 
documentation of annual fire drills. However, he._.... 
stated the ASC did not conduct drills to test 
emergency preparedness for hazards other lhan 
fire. 

- The Atlministrator was asked how the ASC 
ooordinated emergency preparedness with State 
and locai authorities."··He presented a letter tie . 
had written to the county emergency 
management agency, offering assistance at the 
state and local level. The letter was dated 
8/10/11. TheAdminlstrato·r stated he did not · 
receive a response and he-did not Contact the 
agency again. 
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1. Reier to Q84 as it relates to the ASC's failure 
to ensure the Governing Body defined, 
implemented and maintained the CAP! program. 
416.43(a), 416.43(c)(1) PROGRAM SCOPE; 
PROGRAM ACTIVITIES 

(a)(1) The program must include, but not be 
limited to, an ongoing program that demonstrates 
measurable improvement in patient health 
outcomes, and improves patient safety by using 
quality indicators or performance measures 
associated with Improved health outcomes and by 
the identification and reduction of medical errors. 

(a)(2) The ASC must measure, analyze, and track 
quality indicators, adverse patient events, 
infection control and other aspects of 
performance that includes care and services 
furnished in the ASC. 
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This STANDARD is not met as evidenced by: 
Based on staff interview and review of policies, 

meeting min~tes and QAPI documents, it was 
determined the ASC failed to ensure its quality 
program was comprehensively defined, 
developed and implemented. This prevented the 
ASC from analyzing ils processes in order to 
improve them. Findings include: 

1. A specific QAPI plan, Including quality 
indicators, priorities, and time frames, was not 
documented between 1101114 and 1/26/15. 

The Administrator was Interviewed on 1126115 
beginning at 3:00 PM. He stated the ASC had 
ongoing quality activities but a plan had not been 
developed that defined the overall QAPI program 
and directed staff as to how to carry out those 

i activities. 

The facility's undated "Quality Improvement 
Policies and Procedures" were reviewed. The 
policy stated in the "Program!' section that 
program activities were to be completed as 
follows: 

a. Chart reviews for quality of care 
standards/criteria were to be reviewed quarterly 
by randomly selecting 5% or a minimum of 2 

' patient medical records. The review was to be 
completed by a peer review trained staff member 
who was to assess the following areas: 

- Record keeping. 
- Proper utilization of the facility. 
-Appropriateness of care and medical necessity. 
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Q 081 Continued From page 6 

-Post-operative pathological diagnosis to 
determine justification of procedures done. 

• - Medication and lab review. 

I The policy did not include documentation of 

f TAG 

i 

1 measurable baseline d?ta or a measurable goo! 
' lhe.facility was striving to maintain or .<Jlta!n. '-- ' 

Medical Staff meeting minutes dated 314114, 
7/8114, 10/14/14 and 1219114 were reviewed. The 
meeting minutes did not include quantifiable data 
which allowed lhe facility to measure compliance 

l (e.g. percentage or how many records included 
errors out of haw many Ictal records reviewed). 

TheAdrninlslrator was Interviewed on 1126/15 
beginning at 3:00 PM. He confirmed the minutes 
did nat Include quantifiable data. 

b. Patient Satisfaction was to be monitored 
through post-operative patient questionnaires, 
with data being reviewed quarterly. 

, The policy did not Include documentation of . 
I measurable baseline data .or a measurable goal · I the facllity was striving to malnlain or altaln. 1 
I 
! Medical Staff meeling minules date 3/4/14, 
i 7/8114, 10/14/14 and 12/9/14 were reviewed. The 

meetlng minutes did not include quantifiable data 
which allowed lhe facllily to measure compliance 
(e.g. percenlage or how many surveys 
documenled satisfaction out of haw many total 
records reviewed) or discussion regarding what 
Information the surveys provided. 

! 

I The Administrator was interviewed an 1/26115 
! beginning at3:00 PM. He confirmed the meeting 
I minules did not Include quantifiable data._ 
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c. A!l cases of post-operative infections were to 
be reviewed via post-operative telephone 
inteFViews, unplanned admissions, and returned 
infection control reports. 

The policy did not include documentation of 
measurable baseline data ora measurable goal . 
the facility was striving to maintain or attain. 

Medical Staff meeting minutes date 3/4114, 
7/8/14, 10/14/14 and 1219/14were reviewed. The 
meeting minutes did not Include quantiftable data 
which allowed the facility to measure compliance 
(e.g. number of postcoperative Infections or · 
unplanned admissions reported out of total 
number of procedures penormed, and/or number 
of Infection control neports indicating infection out 
of total number of reports returned, etc.). 

The Administrator was interviewed on 1126/15 
beginning at 3:00PM. He confirmed the meeting 
minutes did not include quantifiable data. 
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d. Medical/surgical equipment currently used or 
proposed for use at the facility was to be 
reviewed via the facility's equipment management 
program and biomedic.:a'_'l e~h'.;ec::· ·~ks~·-·------t--·~~-~ 

The policy did not include documentation of 
measurable baseline data or a measurable goal 
the facility was striving to maintain or attain. 

'I Medical Staff meeting minutes date 3/4/14, 
718114, 10/14/14 and 1219/14were reviewed. The j 
meeting minutes documented equipment, ~uch i 
as G-arms, a large autoclave, etc. that were I 
under review for purchase. However, quantifiable 
data related to equlpmenl maintenance and ~ ! 
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. 

biomedical checks was no( present. 

The Administrator was interviewed on 1/26/15 
beginning atJ:OO PM. He confirmed the meeting 
minutes did not include quantifiable data. 

e. Quality indicator findings were to be reviewed, 
with focus on at least oneindicator per . 
department until the expected outcome was 
reached and to determine if corrective ac!ion of 
recurrent problems was adequate. The 
corresponding "Policy of Quality Indicators" 
section of the policy stated the "Quality Indicator 
Sheet (Incident Report Form)" was to be 
completed to " .•. track the frequency of deviation 
from the standards of care, therefore, allowing 
corrective actions to be taken when deemed 
necessary.11 

The policy did not includa documentation of 
measurable baseline data or a measurable goal 
the facility was striving to maintain or attain. 

The Administrator was Interviewed on 1/26/15 
beginning at 3:00 PM. He confinned the policy 
did not Include documentation of measurable 
baseline data or a measurable goal. 

f. The policy stated incident report forms were to 
be " ... filled out In the appropriate area of the 
occurrence. At the end of the day, during the 
daily chart reviews, the Ql forms are to ba 
collected and given to the Administrator. The 
Indicators are tallied and entered Into a log." The 
policy did not include a proces~ to investigate the 
incidents to identify causes and potential actions , 
to prevent future incidents, 

TheAdmlnlstrato(was interviewed on 1/26/15 
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beginning at 3;00 PM. He confirmed information 

I 
including a causal analysis or additional . 
information. i 

12. Refer to 082 as it relates to the ASC's failure 
to ensure quality indicator data was used to 
monitor the effectiveness and safety of its 
services and to track adverse pa«ent events, 
examine their causes and implement 
Improvements. 

3. Refer to Q83 as it relates to the ASC's failure 
i to ensure distinct quality improvement projects 
were defined and conducted. 

4. Refer to Refer to Q244 as it relates to the 
ASC's failure to ensure infection control was 

, comprehensively addresses as an integral part of 
the ASC's QAPI program. 

The cumulative effect of these systematic failures 
impeded the ASC's ability to evaluate its practices 
and identify opportunities to improve patient care. 

Q 082 416.43(b), 416.43(c)(2), 416.43(c)(3) PROGRAM 
DATA; PROGRAM ACTIVITIES 

(b)(1) The program must incorporate quality 
indicator data, Including patient care and other 
relevant data regarding services furnished in the 
ASC. 

(b)(2) The ASC must use the data collected to
(i) Monitor the effectiveness and safely of its 

services, and quality of its care. 
(ii) Identify opportunities that could lead to 

improvements and changes in its patient care. 

I I (c)(2) Performance improvement activities must 
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track adverse patient events, examine their , 
causes, implement improvements, and ensure 
that improvements are sustained over time. 

(c)(3) The ASC must implement preventive 
strategies throughout the facility targeting adverse 
patient events and ensure that all staff are familiar 
with these strategies, 

This STANDARD is not met as evidenced by: 
Based on staff interview and review of policies, 

meeting minutes, medical records, and QAPI 
documents, it was determined the ASC failed to 
ensure quality indicator data was used to monitor 
the effectiveness and safety of its services. In 
addition, the ASC failed to track adverse patient 
events, examine their causes, and implement 
improvements. This directly affected the care of 
2 of 20 patients (#17 and #18), whose records 
were reviewed. This prevented the ASC from , 
analyzing its processes in order to improve them. 
Findings include: 

1. The facility's undated "Quality Improvement 
Policies and Procedures" stated In the "Program" 
section that the following would be completed: 

a. Chart reviews for quality of care 
'standardslcriteria were to be reviewed quarterly 

by randomly selecting 5% or a minimU)Jl of 2 
patient medical records. Medical Staff meeting 
minutes dated 314/14, 7/8114, 10114/14 and 
12/9/14 were reviewed and stated the following: 

i 
314114: "No major areas of concEirn, Remember 
to be detail oriented especially on your H&Ps, 
Especially new EMR templates. Often the 
location of the surgery plan, and the review of 
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systems are incomplete." 

7/8/14: "No Issues [sic] to report. Revised new 
process. Low quantity high quality." 

10/14/14 and 12/9/14: "No Issues [sic] to report. 
Continue with low quantity high quality peer 
review. Please write comments on the form 
feedback." 

The meeting minutes did not include quantifiable 
data which allowed the facility to measure 
compliance (e.g. percentage or how many 
records included errors out of how many total 
records reviewed). 

The Administrator was interviewed on 1/26/15 
beginning at 3:00 PM. He confirmed the minutes 
did not include quantifiable data. 

, b. Patient Satisfaction was to be monitored 
' through post-operative patient questionnaires, 
with data being reviewed quarterly. Medical Staff 
meeting minutes date 3/4/14,7/8/14, 10/14/14 
and 12/9/14 were reviewed and stated the 
following: 

3/4/14: "Satisfaction surveys: 4th Q reviewed." 

7/8/14: "Satisfaction surveys: 1st Q reviewed." 

10/14/14 and 12/9/14: "Satisfaction surveys: 3rd 
Q reviewed." 

The meeting minutes did not include quantifiable 
data which allowed the facility to measure 
compliance (e.g. percentage or how many 
surveys documented satisfaction out of how 
many total records reviewed) or discussion 
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regarding what information the surveys provided. 

The Administrator was interviewed on 1126/15 
, beginning at 3:00 PM. He confirmed the meeting 

minutes did not Include quantifiable data. 

c. All cases of post-operative infections were to 
be reviewed via post-operative telephone 
interviews, unplanned admissions, and returned 
infection control reports. Medical Staff meeting 
minutes date 3/4/14, 7/B/14, 10/14/14 and 
1219114 were reviewed and stated the following: 

314!14, 10114/14 and 12/9/14: The minutes did 
not include Information regarding postoperative 
infections. 

718/14: "Infection Control and Postoperative 
. complications" minutes stated a patient had 
1 presented for partial amputation with an infected 
. toe and the infection remained postoperatively. 
The minutes further stated a second patient had 
a minor case of cellulitis and slow healing, The 
minutes documented both patients were treated 

: and the infections resolved, The minutes stated 
I "Reviewed No [sic] action required," 

Additional information, including a causal 

I 
analysis, regarding the Infections was not present 
and documentation of how It was determined no 

1 further action was warranted rela!ed to the 
I facility's infection control program could not be 
i found. 

I The meeting minutes did not include quantifiable 

I data wh.ich allowed the facility to measure. 
compliance (e.g. number of. post-{)perative 

I infections or unplanned admissions reported out li I of total numper of procedUres performed, and/or 
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number of infection control reports indicating 
i infection out of total number of reports returned, 

etc.). 

The Administrator was interviewed on 1126/15 
beginning at 3:00 PM. He confirmed the meeting 
minutes did not include quantifiable data. 

d. Medical/surgical equipment currently used or 
proposed for use at the facility was to be 
reviewed via the facility's equipment management 
program and biomedical checks. 

Medical Staff meeting minutes date 3/4114, 
718/14, 10/14/14 and 12/S/14 were reviewed. The 
meeting minutes documented equipment, such 
as G-arms, a large autoclave, etc. that were 
under review for purchase. However, quantifiable 
dat<~. related to equlpmentwaintenance and 
biomedical checks was. not present 

Tho Administrator was interviewed on 1/26115 
beginning at 3:00 PM. He ccnfirmed the meeting 
minutes did not include quantifiable data. 

e. Quality Indicator findings were to be reviewed, 
with focus on at least one Indicator per 
department until the expected outcome is 
reached and to determine If corrective action of I 

recurrent problems was adequate. The 
ccrrespondlng "Policy ofQuality Indicators" 
section of the policy stated the "Quality Indicator 
Sheet (Incident Report Form)" was to be 
completed to " ... track the frequency of deviation 
from the standards of care, therefore, allowing 
corrective actions to be taken when deemed 
necessary." 

The Administrator was interviewed on 1/26115 
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beginning at 3:00 PM. He confirmed the policy 
did not Include documentation of measurable 
baseline data or a measurable goal 

f. The policy stated incident report forms were to 
be " .•. filled out In the appropriate area of the 
occurrence, At the end of the day, during the 
daily chart reviews, the 01 forms are to be 
collected and given to the Administrator. The 
Indicators are tallied and entered into a log." The 
policy did not include specify a process to 
investigate the incidents lo identify causes and 
potential actions \u prevent future Incidents. 

Addl!ionally, the policy "INCIDENT REPORTING," 
dated 7101 lOB, Included a list of adverse patient 
events that staff needed to report. The policy did 
nat address what if any type of Investigation of 
the events would be conducted following a report. 
As a result, the ASG did not examine the causes 
or adverse patient events and implement 1 

1 Improvements. Nor did the ASC track adverse 1 
I patient events. 

Medical Staff meeting minutes dale 314/14, 
7/8114, 10/14/14 and 12/9/14 were reviewed and 
stated the following: 

- 314/14: "Risk Management' notes documented 
a patient had vomited, was turned on her side 
and suctioned. The notes stated the case was 
reviewed and the suction machine was not 
Immediately available. The notes stated "staff 
has discussed processes to insure that we have 
suction immediately available for all cases." 

However, additional information, Including a 
causal analysis, regarding the incident was not 
present and documentation of what procedural 
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changes took place to ensure the suction 
machine was immediately available was not 
present in the notes. Further, a monitoring plan, 
which included measurable goals, data collection 
and analysis, to ensure the changes were 
effective was not documented in the meeting 
minutes. 

- 7/8/14: "Risk Management" notes stated a 
patients' mother had expressed concerns 
regarding a "breathing sound" she related to the 
patient's seizures in the past. The notes stated 
"We will discuss the importance of listening to 
family when the [sic] have concerns in our staff 
meeting. Will be discussing with the staff to lisle~ 
[sic] to patienrs family members especially 
moms." 

A monitoring plan, which included·measurable 
goals, data collection and analysis, to ensure the 
discussions with staff was effective was not 
documented in the meeting minutes. 

-The 7/8/14 minutes documented staff had been 
"poked with a keith needle," another staff had 
been "poked with the cautery tip" and a third staff 
had been burnt/poked with a cautery needle. The 
minutes stated "Reviewed and reviewed [sic] the 
blood borne pathogen policy. Slow down and be 
safe." 

However, additional information, including a 
causal analysis, regarding the incidents was not 
present and documentation of·a monitoring plan, 
which included measurable goals, data collection 
and analysis, to ensure the discussions with staff 
was effective was not documented in the meeting 
minutes. 
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-The 7/8/14 meeting minutes documented a 
wrong-site toe surgery. The minutes stated "All 
appropriate safety measures were done but the 
surgery was started on the wrong toe." The 
minutes stated "We discussed this incident in 
detail. We will use the checklist as designed. 
The doctors will be the lead on our safety efforts. 
We clarified the process of the safety program 
and we will make efforts to work as a team." 

However, additional information, including a 
' caus9l analysis, regarding the incident was not 
present. Additional information, including a 
causal analysis, reg"rding the incident was not 
present. The minutes did not document how the 
event could have potentially been avoided or what 
action had been taken to ensure the facility's 
safety program would be followed in the future. 
Additionally, the notes did not document a 
monitoring plan, which included measurable 
goals, data collection and analysis, to ensure the 
action taken was effective in preventing similar 
incidents. 

An corresponding Incident Report Fonn, dated 
6/27/14 at 11:45 AM, documented Patient #18's 
stated surgery was done on the incorrect toe. 
Per Patient #18's medical record, she was a 93 
year old female who had surgery on 6/26/14 for 
correction of a hammertoe. The operative 
consent stated the surgery was for correction of a 
hammertoe of the third toe on her right foot. 

The 6/27/14 Incident Report Form stated surgery 
was also completed on the correct toe. Under the 
section "Supervisor investigation/comment/follow 
up," it stated "Doctors and nurses will all review 
proper policies and procedures." 

FORM CMS-2567(02-99) Previous Versions Obsolete Event ID:OXYD11 

PRINTED: 02/13/2015 
FORM APPROVED 

OMB NO 0938-0391 
(X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY 

COMPLETED A. BUILDING _______ _ 

B. WING 

ID 
PREFIX 

TAG 

STREET ADDRESS, CITY, STATE, ZIP CODE 

1828 SOUTH MILLENNIUM WAY, SUITE 100 

MERIDIAN, ID 83642 

PROVIDER'S PLAN OF CORRECTION 
(EACH CORRECTIVE ACTION SHOULD BE 

CROSS·REFERENCED TO THE APPROPRIATE 
DEFICIENCY) 

0082 

02/02/2015 

(X5) 
COMPLETION 

DATE 

Fac:Hity ID: 13C0001011 If continuation sheet Page 17 of 51 



DEPARTMENT OF HEALTH AND HUMAN SERVICES 
CENTERS FOR MEDICARE & MEDICAID SERVICES 

STATEMENT OF DEFICIENCIES 
AND PlAN OF CORRECTION 

(X1) PROVJDERISUPPLIERICLIA 
IDENTIFICATION NUMBER: 

13C0001011 

NAME OF PROVIDER OR SUPPUER 

MILLENNIUM SURGERY CENTER 
. 

(X4) ID 
PREFIX 

TAG 

SUMMARY STATEMENT OF DEFICIENCIES 
(EACH DEFICIENCY MUST BE PRECEDED BY FULL 

REGULATORY OR LSC IDENTIFYING INFORMATION} 

Q 082 Continued From page 17 

An investigation of the incident was not 
documented. 

Further, the ASC had a monthly list of "Quality 
Measures" that it maintained and reported to 
CMS. The list included adverse events such as 
patient burns, falls, transfers, etc. One of the 
items was wrong site surgery. The list stated 
there were no wrong site surgeries in June, 2014, 
The surgery on the wrong toe was not included. 
The failure to document the wrong site surgery 
prevented the ASC from accurately tracking 
adverse patient events. 

The Administrator was interviewed on 1/30/15 
beginning at 3:00PM. He stated the ASC did not 
have a formal process to investigate adverse 
patient events. He confirmed Patient #17's wrong 
site surgery. He stated investigation details were 
not documented. He stated actions to prevent 
future events of this type were not documented. 
He also stated the wrong site surgery was not . 
included in the "Quality Measures" list. He stated 
this was an oversight. 

-The 7/8/14 meeting minutes documented a 
patient had presented for multiple procedures on 
his foot. The notes documented it was 
discovered that a procedure had not been 

, completed. The patient had an unplanned return 
I to the operating room and the final procedure was 
performed. The notes stated "We reviewed this 
case in detail. The governing board agreed that 
we all will make a greater effort to support our 
culture of safety. This incident could have 
potentially been avoided if we follow our safety 
program." 

However, additional information, including a 
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causal analysis,~ regarding the incident was not 
present The notes did not document how the 
event could have potentially been avoided or what 
action had been taken to ensure the facility's 
safety program would be followed in the future. 
Additionally, the notes did not document a 
monitoring plan, which included measurable 
goals, data collection and analysis, to ensure the 
action taken was effective in preventing similar 
incidents. 

An corresponding Incident Report Form, dated 
6130/14 at 3:00 PM, stated after Patient #17 was 
brought to PACU on 6127/14. Per Patient#17's 
medical record he was a 33 year old male who 
had surgery on 6/27114 on his left foot and ankle. 

His surgical consent, dated 6/27/14 but not timed, 
staled he was to have 4 procedures performed 
including bunion surgery, osteotomy, removal of 
ankle spurs, and removal of ankle screws from a 
prior surgery. The "PACU Record," dated 6/27114 
at 11:30 AM, stated ''wife to bedside, ice boot off, 
Dr. [name] to bedside to consult, [after] talking 
[with] pt, Dr. needs to take pt back to OR for 
another procedure." A second surgery was 
documented that same day. 

The 6/30/14 Incident Report Form documented 
" ... some hardware that the pt thought was being 
removed wasn't & after [the physician] looked at 
chart & talking [with] wife, he wanted to bring pt 
back to OR to remove remaining hardware." 
Under the section "Supervisor 
investigation/commenUfollow up," it stated the 
Administrator reviewed the incident with the staff 
Involved. It stated "They will be more vigilant in 
verifying the procedure and insuring everything is 
done." 
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I Details of the investigation wert~ not documented. 

r The Administrator was interviewed on 1/30/15 
beginning at 3:00 PM. He stated Investigation 
details were not documented for Patient #17. He 
staled actions to prevent future events of this type 
were not documented. 

The ASC did not examine the causes. oft he 
events that led to a second surgery or implement 
specific improvements in order to prevent future 
events of a similar nature. 

-10114/14 and 1219114: "Risk Managemenf' 
notes stated a patient converted from a normal 
Ihy!hm to a bradycardia with PVCs. The patient 
was transferred to the emergency room, 
evaluated, and released. The notes stated 
"Reviewed and appropriate care was given." 

No adoitionalinformation, including a causal 
analysis, regarding the Incident was present In 
the. notes. -

The Administrator was interviewed on 1126/15 
beginning at 3:00 PM. He confirmed Information 
Including a causal analysis or additional 1 

information was. not present. 

TheASC failed to Investigate adverse patient 
events and take action to prevent similar events. 

Q 083 416.43(d) PERFORMANCE IMPROVEMENT 
PROJECTS 

(1) The number and scope of distinct 

I improvement projects conducted annually must 
reflect the scope and complexity of the ASC's 
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services and operations. 

(2) The ASC must document the projects that are 
, being conducted. The documentation, at a 
· minimum, must Include the reason(s) for 

implemenUng tho project, arid a description of the 
project's results 

This STANDARD is not met as evidenced by: 
Based on staff Interview, review of policies and 

quality program documents, It was determined 
the ASC failed to ensure distinct quality 
improvement projects were defined and 
conducted. This limited tho ASC's opportunities 
to improve patient care and patient safety. 
Findings include: 

1. The lacility's undated "Quality Improvement 
Policies and Procedures" were reviewed. The 
policy did not address PI projects." 

Four "MSC Staff MeeUng" minutes were 
documented in 2014. The MSC staff constituted 
the Quality Improvement Committee. Meeting 
minutes were dated 3/04/14, 7/14114, 10/16/14, 

1 and 12115/14. Meeting minutes included the 
' following QAPI items: 

A "DVT Prevention Project," dated December, 
2011, stated the ASC would promote the use of 
sequential compression devices to prevent DVTs. 
The project stated the ASC would " .. .track all 
incidents of DVTs." The project did not require 
any other data to be collected, sucl1 as tracking 
whether staff were following the protocols. 

AJI4 "MSC Staff Meeting" minutes stated "DVT 
Program: We are doing well. No incident of DVT 
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reported in the last year." None of the minutes 
discussed the collecH.on of data, the reason for 
implementing the project or a description of the 
projecl's results. 

The Administrator was interviewed on 1/26/15 
beginning at 3:00 PM. He slated the DVT 
Prevention Project noted if a patient developed a 
DVT or pulmonary embolism. He stated no other 
quality Indicators were monitored and no data 
was gathered to evaluate whether staff was 
following the DVT prevention guidelines. 

2. A "HRET Patient Safety Program," dated 
'9/19/13, stated the program goals were 1) to 

reduce surgical site infections and surgical 
complications and 2) to improve safety culture as 

I evidenced by improved teamwork, and 
communication by employing a surgical safety 
checklist. 

The program did not state speciflc quality 
indicators to be measured, a plan explai11ing the 
ASC's ro!Ei in the program was not documented, 
and the start of the Safety program was not 
documented. 

Additionally, "MSC Staff Meeting" minutes for 
dated 3/04/14,7/14/14, 10/16114 and 12/15/14 
were reviewed. The minutes did not include 
quantifiable datawhich allowed.the facility to 
measure compliance or information related to 
data analysis or a description of the projecl's 
results. 

The Administrator was interviewed on 1126/15 
beginning at 3:00 PM. He stated neither "MSC 
Staff Meeting" minutes nor Medical Staff meeting 
minutes mentioned data collected by the 

I 
i 

I 

I 

) 

I 
j 

FORM CM5-25G7(02-99) PreviOUS Verstoos Obsol-ata Event !D:OXY011 

PRINTED; 02/13/2015 
FORM APPROVED 

OMB NO 0938 0391 -
(X2) MUlTIPlE CONSTRUCTfON (X3} DATE SURVEY 

A. BUILDING COMPLETED 

B.WlNG 02/02/2015 
STREET ADDRESS, CITY', STATE, ZIP CODE 

1828 SOUTH MillENNIUM WAY, SUITE 100 

MERIDIAN, ID B3fi42 

10 PRDVUJER'S PLAN OF CORRECTlON I \)(51 PREFIX (EACH COHRECTJVE ACTION SHOULO 8E COMPLETION 
TAG CROSS-REFERENCED TO THE APPROPRIATE I)A'flO 

DEFICIENCY) I 

Q 0831 

I 

' ' 

I 

I 

. 

I 
Faci!lry !D: 13CO[l01D11 !(continuation ~heet Page 22 of 51 



DEPARTMENT OF HEALTH AND HUMAN SERVICES 
CENTERS FOR MEDICARE & MEDICAID SERVICES 

STATEMENT OF DEFICIENCIES 
AND PLA.N OF CORRECTION 

(Xl) PROVlDERffiUPPLIERICLIA 
tDENTIFICATlON NUMBER; 

1JC0001011 

NM~E OF PROVlOER OR SUPPLIER 

MILLENNIUM SURGERY CENTER 

(X<) ID 
PREFlX 

TAG 

SUI>MJIARY STAtEMENT OF DEJ:"lCIENCIEs 
(EACH DEFICIENCY MUST BE PRECEIJEO BY FULL 

REGULA.TORY OR LSC IDENTlFYlNG JNFOmMTION} 

Q 083 Continued From page 22 

program. 

3. "MSC Staff Meeting" minutes for 3104114 
, slated the handwashing policy was reviewed, 
I The minutes staled the observation process was 

I 
also reviewed. The minutes slated the ASC 
would " ... have [patient] and family evaluations of 
hand washing periodically." The minutes did not 
define issues surrounding handwashing or a 
specific plan to measure hand washing at the 
facility. "MSC Staff Meeting" minutes for 3104/14 
slated "CDC hand hygiene policy and protocol 
reviewed. We will have pt and family evaluations 
of hand washing periodically. We reviewed the 
hand hygiene policy. We reviewed the 
observation process. We will increase access 
with Avagard D [a hand antiseptic] In critical 
areas. We will begin observations after Avagard 
Dis in place and all staff and doctors have had a 
chance to be educated on the.policy and our 
observational tools, We will ramp up our 
measurement. We feel like the added access 
and emphasis on hand hygiene has help[ed] we 
need to measure to see where we are at." 

A plan to monitor hand hygiene,. in<:ludlng quality 
indicators and directions .to staff, the_ reason .tor 
implementing the project or a description of the· 
projecrs r.es.uits. was not documented. 
Additionally, no .h.and hygiene data was 
documented betWeen 1/01114 and 1/26/15. 

The Administrator was interviewed on 1126/15 
beginning at 2:35 PM. He stated no hand 
hygiene dala had been gathered between 1101/14 
and 1126/15. 

I
' The ASC failed to comprehensively define and 

implement performance improvement projects. 
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Q 084 416.43(e) GOVERNING BODY 
RESPONSIBILITIES 

The governing body must ensure that the QAPI 
program-

(1) Is defined, implemented, and maintained 
by the ASC, 

(2) Addresses the ASC's priorities and that all 
improvements are evaluated for effectiveness. 

(3) Specifies data collection methods, 
frequency, and details. 

I ( 4) Clearly establishes its expectations for 
safety. 

(5) Adequately allocates sufficient staff, time, 
information systems and training to Implement the I 
OAPI program. 

' This STANDARD is not met as.evidenced by: 
Based on staff interview and review of policies, 
meeting minutes and OAPI d. ocuments, it was 
determined the_ASC failed to ensure the 
Govemillll Board defined, implemented, and 
maintained the QAPI program. This resulted in a 
lack of oversight of the QAPI program and a lack 
of direction to staff responsible for the program. 
Findings include: 

1. The policy "Quallly Improvement Plan 
Statement of Philosophy," dated 8/20/11, stated 

I 

" ... the ultimate responsibility for the quality of care 1 
rests with the Governing Board ... " The policy ' 
stalad the Governing Board would be notified of 
quality activities. The pollc·y did not state what the 
duties of the Governing Board were in relation to 
the QAPI program. The policy did not state which 
members of the Governing Board w.ere 
responsible to ensure a QAPI plan was 

I
' developed. Th .. e policy did not state specifically 

how the G~rd was r~pon!,lible,to 
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ensure the OAPI program was monitored and to 
ensure actions were taken to address 

1 deficiencies. The plan did not stale how the 
Governing Board would monitor the QAPI 
program to determine whether It was functioning 
as defined and how resources were allocated to 
the program. 

l 

The Administrator was Interviewed on 1126115 
beginning at 3:00 PM, He confirmed the poll~y 
did not define the role of the Governing Board. 

2, Medical Staff meeting minutes dated 3/4/14, 
7/8/14, 10/14114 and 12/9/14 were reviewed, 
These also served as Governing Board minutes, 
The minutes did not showo\IE>Tslght of the QAPI 
program as follows: 

a, A specific plan for the ASC's QAPI program, 
including quality Indicators, priorities, and lirne 
frames, was notdocumenled between 1/01/14 
and 1/26/15, 

None of the Medical Staff meeting minutes 
mentioned a Q,l\PI plan or review of~ QAPI plan 
to determine If quality activities were being 
conducted as needed to evaluate care at the 
facility. 

The Administrator was Interviewed on 1/26115 
beginning at 3;00 PM, He stated the ASC had 
ongoing quality actiVities but sa[d a plan had not 
been developed that dellned the overall OfiPI 
program and directed staff as to how to carry out 
those activities. He confirmed Medical Staff 
meeting minutes did not address a OAPI plan. 

I
' b, All of the Medical Staff meeting minutes 

1
1 

included data gathered from the QAPI program. 
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However, none of the minutes documented 
discussion of specific data or specific 

1 recommendations for changes to the QAPI 
program or to patient care. Specific follow though 
was not documented. 

For example, the Medical Staff meeting minutes, 
dated 3/04114, stated "The Board discussed hand 
washing and how to improve compliance. We will 
increase accessibility to hand cleaning products." 
The minutes also stated 'We will have pt and 
family evaluations of hand washing periodir::ally." 

· Following this meeting, no data was documented· 
regarding hand hygiene. Subsequent Medir::al 
Staff meeting minutes did n9Ldiscuss specific 
hand hygiene data nor did they state if 
accessibility to hand cleaning products had been 
increased. 

The Administrator was interviewed on 1126/15 
beginning at 3:00PM. He stated no hand 

I hygiene data had been gathered following !he 
, 3/04/14 meeting. He confirmed Medical Staff 
[ meeting minutes did not mentio.n the lack of data I or recommend changes to the QAPI program. 

, c. The Medical Staff meeting minutes, dated 
13104114, told physicians "Remember to be detail 
1 oriented especially on your H&Ps. Especially new 

EMR templates. Often the location of the 
surgery, surgical plan, and review of systems are 
incomplete." The minutes did notspecify acHon 
that would be taken to correct the·deficient· 

j practice. 

No data related to the completeness of physician 
documentation was collected. The incomplete 
H&Ps were not mentioned in subsequent Medical 
Staff meeting minutes. 

(X5) 
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The Administrator was interviewed on 1126115 
beginning at 3:00 PM. He stated no data related 
to physician documentation had been collected. 
He confirmed physician documentation was not 
followed up on in Medical Staff meeting minutes. 

d. Medical Staff meeting minutes, dated 718114, 
documented a wrong-site toe surgery. The 
minutes stated "All appropriate safety measures 
were done but the surgery was started on the 
wrong toe." The minutes staled "We discussed 
this incident in detail. We will use the checklist as 
designed. The doctors will be the lead on our 
safety efforts. We clarified the process of the 
safety program and we will make efforts to work 
as a team.11 

However, additional infOrmation, including a 
Gmi.Sal analysis of the incident was documente.d •. 
A monitoring plan, which included measurable 
goals, data collection and analysis, to ensure the 
discussions with staff were effective was not 
documented in subsequent meeting minutes. 

The Administrator was interviewed on 1/26115 
beginning at 3:00PM. He staled a causal 
analysis of the incident was not conducted. He 
stated no data was gathered following the 
incident and no follow up actions were 
documented in Medical Staff meeting minutes. 

The Governing Board did not ensure the Incident 
was thoroughly investigated and action was taken 

' to prevent further Incidents. 

e. Medical Staff meeting minutes, dated 718/14, 
also documented a patient had presented for 
multiple procedures on his foot. The minutes 
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documented it was discovered that a procedure 
had not been completed. The patient had an 
unplanned return to the operating room and the 
final procedure was performed. The minutes 
stated "We reviewed this case in detail. The 
governing board agreed that we all will make a 
greater effort to support our culture of safety. 
This incident could have potentially been avoided 
if we follow our safety program." 

A causal analysis of the incident was not 
documented. A monitoring plan, which included 
measurable goals, data collection and analysis, to 
ensure the discussions with staff were effective 
wqs ~ot documented in subsequent meeting 
minutes. 

The Administrator was interviewed on 1/26/15 
beginning at 3:00PM. He stated a causal 
analysis of the incident was not conducted. He 
stated no data was gathered following the 
incident and no follow up actions to indicate staff 
were following the safety program were 
documented in Medical Staff meeting minutes. 

The Governing Board did not ensure the incident 
was thoroughly investigated and action was taken 
to prevent further incidents. 

3. The ASC did not have documentation of the 
amount of time and resources devoted to the 
QAPI program. 

The policy "Quality Improvement Plan Statement 
of Philosophy," dated 8/20/11, stated the activities 
central to quality Improvement would be carried 
out by a "Quality Improvement CommiUee." The 
policy stated the Quality Improvement Committee 
included the Administrator and all clinical staff. 
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1 The policy stated, "The Quality Improvement 

Committee will be responsible for ensuring 
appropriate review and follow up of the ongoing 
activites pertaining to patient care." The policy 
did not address the role of physicians in the 
facilities QAPI program. 

The Administrator was Interviewed on 1/26/15 
beginning at 3:00 PM. He stated the Quality 
Improvement Committee consisted of the entire 
nursing staff, including OR technicians, and 
occasionally a CRNA. He stated the role of 
physicians in. the QAPI process was not defined. 
He also stated specific roles of nursing staff was 
not deffned. 

The ASC did not define. the duUes of persons 
responsible for Us OAPI program. 

The Administrator was interviewed on 1/26/15 
beginning at 3:00PM. He stated he was the 
main person conducting OAPl activities, He 
stated he did not know how many hours per 
month he spent on these activities. He stated he 
did not know how much time or other resources 
an staff spent on on QAPI.aclivities. · He .stated 
this was not monitored. · 

' A physician member of the Governing Board and i 
former Medical Director was interviewed on 
1/30/14 beginning at 11 :OO AM. He stated he was 
not familiar with the specifics of the OAPI 
program. He stated he did not know if data had 

1 been cotfected on the safe surgery program in the 
1 past year. He stated he did not know if staff time 

I and resources were tracked related to the QAPI 
program. 

I I The Governing lloard did not monitor resources 
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utilized for .its QAPI program. 

4. Refer to Q81 as it relates to tho ASC's failure 
to ensure its quality program was defined and 
direction was provided to staff responsible for the 
program. 

Q 1B1j416.4B(a) ADMINISTRATION OF DRUGS 

Drugs must be prepared and administered 
according to established policies and acceptable 
standards of practice. 

' This STANDARD Is nat mel as evidenced by; 
Based an observallon, record review, staff 

Interviews, and review of policies, it was 
determined the ASC failed Ia ensure medlcalions 
were administered In accordance with acceptable 
standards of practice. The ASC failed to ensure 
medications were administered as ordered by 
medical staff for 2 of 3 pediatric dental patients 
(#3 and #1 OJ whose medical .records were 
reviewed and lhe ASG failed 10 ensure multi-dose 
med.lcations were properlylabeled and .discarded 
.whell outda.ted. Failure to adhere to acceptable 
standards of practice placed all patients who 
received medications at risk of medication errors 
and/or adverse drug reactions. Findings include: 

1. Medication administration was not properly 
documented and did not follow provider orders, 
as follows: 
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Patient #3's record included a form titled 
I "Physician's Pre-Op Orders" signed by the dentist i 
, on 11111/14. The section of the form titled : 

"Pre-Op Medications" contained an order for 
intravenous nuids. There were no orders for 
additional medications .. The form included the 
statement "Orders noted by," which was signed 
by the RN and dated 11/14/14. 

Patient lf.3's record included a form titled 
"Admission Assessment" dated 11/14114, and 
signed by the RN. The form documented Patient 
113 was given Versed (a Sfildatlve) 6 ;ng and 
Tylenol240 mg pre-operatively: . There W!!s no 
dopumentation of!he time the medications were 
administered. • AdditionallY. tl)er.:.wr;~re no orders · 
signed by a provider for Versed orTylllnol. 

The Administrator was interviewed on 1/26115 at 
11:00 AM. He reviewed Patienl#3's record and 
confirmed lhe administration time was not 
documented and the medications were 
administeredw!thout an order. 

b. Patfent #1 0 was a 9 year old female admitted 
to the ASC on 11/03/14, for denlal.restoration and 
possible extractions. 

Palient#1 O's record included a form tilled 
"Physician's Pre-Op Orders" signed by tho dentist 
on 10122114. The section of the form titled 
"Pre-Op Medic allons" contained an order for 
Intravenous ftuids. There were no orders for 
additional medications. The form included the 
slatement "Orders noted by," which was signed 
by the RN and dated 11/03114. 

Patient #1 O's record Included a form titled 
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"Admission Assessment" dated 11/03/14, and 
signed by the RN. The form documented Patient 
#10 was given Versed 10 mg and Tylenol at 9:25 
AM. There was no documentation of the. dosage 
o!Tylenol administered. Additionally, there were 
no orders from a provider for Versed or Tylenol. 

The Administrator was interviewed on 1/26/15 at 
10:55 AM. He reviewed Patient #1 O's record and 
confirmed the dosage of Tylenol was not 
documented and the medications were 
administered without an order. 

Medications were administered to patients 
without provider orders. Additionally, the 
medication administration was not thoroughly 
documented. 

2. A policy titled "INJECTABLE MEDICATION 
USAGE" undated, stated "Vials rnlist be d<;lted 
when opened and discarded if not used in 28 
days or upon manufactures expiration date, 
whichever comes first." 

During an interview on 1/26/15 beginning at 4:00 
PM, the Administrator stated when multi-dose 
vials were opened they were marked with the 
date they were to be discarded, 28 days after they 
were opened. 

However, the policy was not implemented as 
follows: 

a. A surgical procedure was observed in OR #1 
on 1/26/15 peginning at 11:30 AM. A medication 
cabinet was observed to contain a vial of 
Bupivacaine 0.5% (alocal anesthetic drug) with 
an eKpiration date of 1/24/15. 
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Another surgical procedure was observed in OR 
#2 on 1/27115 beginning at 1 :OO PM. Prior to the 
start of the surgery, multi-dose medications and 
syringes were observed on a counter surface in 
the OR, in preparation for administratlon to the 
patient. A 50 ml vial of J..idocaine2%, 2.0 mg/ml, ! 
Vial had an expiration date of 1121/15. 

I During an interview on 1128/15 at 10:54 AM, the 
, RN confirmed the 2 medication in the OR rooms 
' were expired and should have been discarded. 

The ASC failed to discard medications in the OR 
rooms on the date of expiiatlon. 

b. A medication refrigerator In the ASC contained 
mu~f-dose injectable medicat!on vials. A vial of 
Humulin Regular U100 Insulin was~noted to be 
opened, ~owever, the vial was not marked to 
indicate the date it should be disca.rde\1 •. A bottle 
of Proparacalne Hydrochloride ophthalmic 
solution was noted to be opened, <•rld a · · 
handwlitteh date Indicated itwasto be discarded 
on2/07/16, 13 months after it was opened, rather 
than ~8 days as directed in the facility's policy, 

During an interview on 1/27115 at 8:35AM, the 
RN examined the medications. She confirmed 
the insulin had been opened and was not dated to 
indicate the discard date. She confirmed the 
ophthalmic solution should be discarded 28 days 
after U was opened, and stated the discard daie 
was written in error. 

The ASC failed to accurately label multi-dose 
medications to ensure they were not administered 
afler the expiration date. 

0 202 416.49(b)(1) RADIOLOGIC SERVICES 
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(1} Radiologic seJvices may only ~e provided 
when integral to procedures offered by the ASC ... 

This STANDARD is not met as evidenced by: 
Based on observation, staff interview, and review 

of policies, it was determined the ASC failed to 
ensure proper safety precautions (adequate 
shielding devices) again::;t .ICJd!atkm ttazard.s for 
patients and staff were used for 1 of 1 patient 
{#20)observed, vJho required radiation services. 
This had the potential risk of exposure of ionizing 
radiation to patients and staff. Findings include: 

TheASC's Radiation Control policy, dated 
4116113, stated ''Procedure: the following 
protective measures are available for steff and/or 
patient use: shielding devices, including lead 
aprons and gonadal shields." 

Howoever, during an observation of~a.tfe.nt IJ:20's 
surgery, on 12127/15 beginning at approximately 
1:30 PM the surgeon ordered an x-ray of her rrght 
foot. The surgical technician positioned the 
C-Arm (x-ray machine) near Patient #20's right ·
foot. The surgeon then positioned Patient #20's 
right foot tor x-tay. Once her foot was in place, 
the surgical technician took x-rays. The surgeon 
and surgical technician were in close proximity of 
the foot being X··rayed. The surgeon, surgical 
tec,hnlci.an and Patient #20 were not protected 
wit.h stiielding devic¢s. 

In an interview at 1:15PM on 2102115, the 
Administrator confirmed podiatry patients, and 
OR staff do not wear protective shielding devices 
when condt.Jcling x-rays. 

The ASC Administrator presented a letter from 
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Q 202 Continued From page 34 
the Idaho· Department of Health and Welfare 
Radiological Health Program, dated 4/11/13. The 
letter stated the ASC was granted a waiver of 
personnel monitoring during the operation of their 
x-ray system. The waiver relieved the ASC of the 
requirement to maintain personal radiation 
monitoring devices for all employees who may be 
exposed to radiation due to working near 
radiation sources. AdditiOnally, the letter stated, 
flit should b.e noted th~ radiation: safety shpuld . 
always be use~d di:iiing exp.osJ.tras.and no on~a 
s.hould be In the area or the, pt!l!l~IY beam ~xcept 
for~he J)art being radiographed,:.leac;l aprons · . ::. 
st.lQti!d be Y,.orn ·aunn·g the procedure.. ~s..we»:'' .. . 

The ASC failed to ensure shieldfng devices were 
used~() protect .Patlent#20 and ORstaffw~~.n 
conductlng x-rays. 

Q 204 416.49(b)(2) RADIOLOGIC SERVICES 

(2} if radiologic services are utilized, the 
governing body must appoint an indiVidU.a! 
qua,lifl~o io.accord~mce \\fith State law and Asc 
polides who is responsible f.Ofassuting all 
radiologic seNices are provided ln accordance 
with the requirements of th~ section. 

This STANDARD is not met as evidenced by: 
Based. on staffintervlew; and review. of radiology 
pot!~y anc1 proe·eaur~ docl.imentalion, itwas 
determined the ASC's Governing l}oQy.f:aile!1.1o 
appoint a qualified individual to assurrie · ,. 
responsibility-for all radiolegical services. This 
had the potential to result ln improper use of 
equipment and rl~ of over-exposure of radiation 
to patients and staff. Findings lndude; 

The ASC's Radiation Control policy, dated 
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4/16/13, slated "To ensure that diagnostic image 
services meet the needs of the patients and are 

1 provided inaccordance [sic] with etlllcal and 
' professional practices and legal requirements." 

However, the policy did not lnc!ude-informallon 
regarding the appointment of-a person 
responsible for the facility's radiolojJical services. 

The Administrator was interviewed on 2102/15 . •· 
oeginning at 1:20PM. He confirmed theASC 
excluded an appointed individual responsible for 
all radiological services. 

The ,l\SC failed to ensure radiological s.ervices 
had a responsible individual. · 

Q 240 416.511NFECTION CONTROL 

The ASC must maintain an infection control 
program that seeks to minimize infections and 
communicable diseases. 

This CONDITION is not met as evidenced by: 
Based on observation, ASC policy review, and 
staff interview, it was determined the facility failed 
to ensure a comprehensive infection control 
program was developed, implemented and 
monitored for staff and all patients receiving care 
at the facility. This resulted in the inabilrty of the 
facill~; to minimize infections and communicable 
diseases. Findings include: 

1. Refer to Q242 as it relates to the facility's 
failure to ensure an ongoing program to prevent, 
control, and investigate Infections and 
communicaole diseases was maintained. 

Q 241 416.51(a) SANITARY ENVIRONMENT 

The ASC must provide a functional and sanitary 
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environment for the provision of surgical services 
by adhering to professionally acceptable 
standards of practice. 

This STANDARD is not mel as evidenced by: 
Based on observation and interview, it was 

determined the facility failed to maintain a 
sanitary and functional environment. This failure 
resulted in infection control breeches that directly 
impacted 2 of 2 patients (#19 and #20) who were 
observed during surgery and discharge from the 
facility, and had the potential to impact all patients 
receiving care at the facility. This resulted the 
potential for patients to experience negative 
health outcomes due to infections. Findings 
include: 

1. Patient #20 was a 78 year old female admitted 
to the ASC on 1/27115, for surgery to her right 
fool. 

Patient #20's surgical procedure was observed in 
OR #2 on 1/27115 beginning at1:00 PM. The 
surgery included an amputation of her right 
second toe. The surgeon placed the amputated 
digit on the surgical field near Patient #20's foot. 

Following the surgical procedure Patient #20 was 
moved from the OR table to a bed. for transport to 
the PACU. The amputated digit was observed to 
be on a disposable pad on the OR table. 

After Patient #20 was transported to the PACU, 
the turnover of the OR by the surgical technician 
was observed. The surgical technician was 
observed to gather up the disposable pad, which 
included the amputated digit, and dispose of it in 
the trash receptacle in the OR. 
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The surgical technician was interviewed on 
1/27/15 at approximately 2:30PM. She 
confirmed the amputated digit had been placed in 
the trash receptacle and stated It should have 
been placed In biohazard waste. She stated she 
would retrieve it and put it !n the biohaza,P waste 
receptacle. · · · · 

The Administrator was Interviewed on 2102/15 
beginning at 1:00 PM, He conflrmec:J the 
c:~mputated dlglt should have been placed lillhe 
biohazard waste receptacle. 

The ASC fulled to pfoperly dispose of bloMz.ar.d 
waste. · ' ·· ·· ' 

2. The ASC had a wheelchair to transport patients 
to their cars following discharge from the facility. l 
On 1126/15 and 1130/15, Patients #19 and #20 I' 
were observed i1 the Wheelchair for transport to 
the parking l.ot by an RN. The RN was observed 
to bring the wheelchair back into the facility. The 
wheelchair was not cleaned or sanitiled following 
patient use, 

During an Interview on 2102/15 b~ginnlng al1:00 
PM, tl:le Administrator stated tbe ASC did not 
have a. protocol in place for c{e(3.nfng the 
wheelchair. He W::JS (Jnab!l:di:i slcite hoW()ft~n:the 
wheelchair was:~r:iiiized. · · · · 

The ASC failed to sanitl.-.e the wheelchair after 
patient use, 

• 3. The ASC's 2014 Autoclave Logs were 
reviewed and documented the following regarding 
the utilization of flash sterilization: 
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a. The Autoclave Logs documented flash 
sterilization was utilized for dental no fewer than 
278 times over 52 different treatment dates, and 
did not identify what instruments were flashed. 
Examples included, but were not limited to, the 
following: 

- 2n/14 at 8:19 AM, 9:01 AM, 9:37AM, 10:57 
AM, 11:37 AM 1:30PM and 1:12PM 

-4111114 at8:19 AM, 8:47AM, 9:47AM, 11:06 
AM, 11:41 AM, 12:28 PM, 1:09PM and 1:38PM 

1

1

-6/30/14 at8:03 AM, 8:47Am, 9:30AM, 10:30 
AM, 11:16 AM, 12:22 PM and 1:11PM 

-8/22114 at 8:49AM, 10:21 AM, 10:58 AM, 11;33 
AM, 12:19 PM, 1:41PM and 3:23PM 

- 10/6/14 al8!21 AM, 9:03AM, 9:24AM, 9:47 
AM, 10:32 AM, 11:12 AM and 11:57 AM 

-1218/14 at 8:24AM, 9:12AM, 10:05AM, 11:01 
AM, 11:45 AM, 12:35 PM and 1:11 PM 

b. The Autoclave Logs documented nash 
sterilization was utilized for blue monopoles, no 
fewer than 24 times over 18 different treatment 
dates. Examples included, butwerenoUim!ted 
to, the following: · 

-2/12/14 at10:12 AM 

-3/20/14 at 9;23 AM, 11:44 AM and 1:01PM 

- 6/2114 at1:20 PM 

- 1120115 at 1 0;09 AM 
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' c, The Autoclave Logs documented flash 
I sterilization was utilized for instruments, 
1 Examples included, but were not limited to, the 
I following: 

- 2/6/14 at 3:54 PM: Mayos/Rasp 

-3118114 at 12:53 PM: Osteotomy guide, 
dlstractor, and curette 

-417114 at 9:40AM: Lapidus instrument 

- 117/14 at 12:35 PM: Joseph rasp 

- 1/7/14 at 3:50PM: Saw guide 

-1/9/14 at 3:47 PM: Curette, long 

- 1/21/14 at9:2o AM: Curette 

-4/4/14 al1:18 PM: Enucleation retractor 

-1113/15 at 8:30AM: Shaver 

-1/13/15 at 9:00AM: Sinus instrument, scopes 

The 2010 Perloperative Standards and 
Recommended Practices stated "Flash 
sterilization should be used only when there is 
Insufficient time to process by the preferred 
wrapped or container method. Rash sterilization i 
should not be used as a substitute for sufficient 
instrument inventory." 

The ASC's Flash Sterilization policy, revised , 
, 3f7/13, stated, "Flash sterilization is to be avoided · 
'I if possible. Not having enough Instruments is not 
a valid reason for flash sterilization." 
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Q 241 Continued From page 40 
A CST was interviewed on 12128/15 beginning at 
2:30 PM. She confirmed dental flashed items 
were not identifred on the Autoclave Logs, and the 
3 minute unwrapped method. She stated the 
overall use of flash sterilization was mostly doe to 
a shortage of instruments. 

The ASC failed to ensure policy.and monitoring 
for sterilization procedures were followed. 

Q 242 416.51(b) INFECTION CONTROL PROGRAM 

The ASC must maintain an ongoing program 
designed to prevent, control, and investigate 
Infections and communicable diseases. In 
addition, the Infection control and prevent 
program must include documentation that the 
ASC has considered, selected, and implemented 
nationally recognized infection conlrol.guldelines. 

This STANDARD Is not met as evidenced by: 
Based on policy review and staff Interview, it was 

determined theASC failed to ensure an ongoing 
infection control program was maintained for 
patients and staff at the facility. This resulted in 
the facility's inability to minimize patients' risks of 
infection. Findings include: 

1. A review of the ASC's Infection Control policy 
binder did r)Ot Include a policy related to an · 
infection Prevention program. Ad<{itioo~lly, the 
7ffi'C d1d not i1ocumeht plans related to the control 
of infectious disease hazards, preventing surgical 
site infections, or document a plan to follow 
AORN nationally recognized guidelines. 

The Administrator was interviewed on 1/26/15 at 
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2:30 PM. He confirmed the ASC did not have a 
! policy defining an infection prevention program, 
' plan, and goals or tracking methods for the year 
2015. 

I 
The facility failed to ensure an ongoing infection 
control program based on nationally recognized 
standards was maintained. 

2. Refer to 0241 as it relates to the ASC's failure 
to ensure patients were provided with a functional 
and sanitary environment in accordance with 
acceptable standards of practice. 

3. Refer to 0244 as it relates to the ASC's failure 
to ensure infection control was addressed as an 
Integral part ofthe ASC's OAPI program. 

4. Refer to Q245 as it relates to providing a plan 
of action for preventing, identifying and managing 
infections, and immediately implementing 
corrective and preventive measures that result in 
improvement. 

0 244 416.51(b)(2) INFECTION CONTROL PROGRAM 
-QAPI 

[The program is-] 
An integral part of the ASC's quality 

assessment and performance improvement 
program 

This STANDARD is not met as evidenced by: 
Based on staff interview and review of facility 
policies and records, it was determined the ASC 
failed to ensure the infection control program was 
incorporated into the facility QAPI program for all 
patients receiving services at the ASC. This 
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resulted in the inability of the ASC to evaluate its 
infection control processes necessary for 

, improving the quality of patient care. The findings 
include: 

1. The facility's und~led "Quality Improvement 
Policies and Procedures" were reviewed. The 
policy stated In the "Program" section that 
program activities were to be completed which 
included the following related to infection control: 

a, All cases of post-operative infections were to 
be reviewed via post-operative telephone 
interviews, unplanned admissions, and returned 
infection control reports. Medical Staff meeting 
minutes date 3/4/14,718/14, 10/14114 and 
12/9/14 were reviewed and stated the following: 

3/4/14, 10/14/14 and 12/9/14: The minutes did 
not Include lnformatlonrBj]ardlng postoperative 
infections, 

7/8/14: "Infection Control and Postoperative 
complications" minutes slated a patient had 
presented for partial amputation with an Infected 
toe and the infection remained postoperatively, 
The minutes further staled a second patient had 
a minor case of cellulitis and slow healing, The 
minutes documented both patients were treated 
and the Infections resolved, The minutes stated 
"Reviewed No [sic] action required," 

Additional information, Including a causal 
analysis, regarding the Infections was not present 
and documentation of hoWl! was deiermlned no 
further action was warranted related to the 
facility's Infection control program could not be 
found. 
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The meeting minutes did not include quantifiable 
d.ata which allowed the facility to measure 
compliance (e.g. number of post-operative 
infections or unplanned admissions reported out 
ot total number of procedures performed, and/or 
number of Infection control reports indicating 

, infection out of total number of reports returned, 
'etc.). 

The Administrator was interviewed on 1126/15 
beginning at 3:00 PM. He confirmed the meeting 
minutes did not include quantifiable data. 

d: Medical/surgical equipment currently used or 
proposed for use at the facllltywas to IJe 
reviewed via the facility's equipment management 
program and biomediC$1 checks. 

Medical Staff meeting minutes date 3/4/14, 
7/8114, 10/14/14 and 1219/14 were reviewed. The 
meeting minutes documented equipment, such 
as G-arms, a large autoclave, etc. that were 
underrevlew for purchase. However, quantifiable 
data related to equipment maintenance and 
biomedical checks was not present. 

The Administrator was Interviewed on 1/26/15 
beginning at 3:00 PM. He confirmed the meeting 
minutes did not inclUde quantifiable dala. 

e. Quality indicator findings were to be reviewed, 
with fi)CUS on at feast one indicator. per 
department until the expected outcome is 
reached and to determine if corrective action of 
recurrent problems was adequate. The 

, corresponding "Policy of Quality Indicators'' 
· section of the policy stated the "Quality Indicator 

Sheet (Incident Report Form)" was to be 
completed to " ... track the frequency of deviation 
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from the standards of care, therefore, allowing 
corrective actions to be taken when deemed 
necessary." 

The Administrator was inteJViewed on 1/26/15 
beginning at 3:00 PM. He confirmed the policy 
did not include documentation of measurable 
baseline data or a measurable goal 

f. The policy stated incident report forms were to 
be " ... filled out in the appropriate area of the 
occurrence. At the end of the day, during the 
daily chart reviews, the Ql forms are to be 
collected and given to the Administrator. The 
indicators are tallied and entered into a log." The 
policy did not include specify a process to 
investigate the incidents to identify causes and 
potential actions to prevent future incidents. 

Additionally, the policy "INCIDENT REPORTING," 
dated 7/01/08, included a list of adverse patient 
events that staff needed to report. The policy did 
not address what if any tYPe of investigation of 
the events would be con.ducted following a report. 
As a result, the ASC did not examine the causes 
of adverse patient events and implement 
improvements. Nor did the ASC track adverse 
patient events. 

Medical Staff meeting minutes date 3/4/14, 
7/8/14, 10/14/14 and 12/9/14 were reviewed and 
Included the following related to infection control: 

-The 7/8/14 minutes documented staff had been 
"poked with a keith needle," another staff had 
been "poked with the cautery tip" and a third staff 
had been burnt/poked with a cautery needle. The 
minutes stated "Reviewed and reviewed [sic] the 
blood borne pathogen policy. Slow down and be 
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safe.'1 

However, additional information, Including a 
causal analysis, regarding the incidents was not 
present and documentation of a monitoring plan, 
which Included measurable goals, data collection 
and analysis, ta ensure the discussions with slaff 
was effective was not documented in the meeting 
minutes. 

2. Four "MSC Staff Meeting" minutes were 
documented in 2014. The MSC staff constituted 
the Quality Improvement Committee. Meeting 
minutes were dated 3/04/14, 7/14/14, 10/16/14, 
and 12/15114. Meeting minutes included the 
following QAPI items related to infection control: 

a. A "HRET Patient Safety Program," dated 
9/19/13, stated lhe program goals were 1) to 
reduce surgical site infections and surgical 
complications and 2) to !Ill prove safety culture as 
evidenced by ltnpfDved.teamwork, and 
communication by employing a. surgical safety 
checklist. 

The program did_not state speciftc quality 
indicators to be measured, a plan explaining the 
ASC's role in the programwas ·not documented, 
and the start of the Safety program was not 
documented. 

Additionally, "MSC Staff Meeting" minutes for 
• dated 3/04114, 7/14/14, 10116/14 and 12/15/14 
were reviewed and staled the following: 

3104114: The minutes did not mention lhe Patient 
• Safety Program. 
i 
17/14114: The minutes stated the program was 

I 

' 

I 
I 
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going "very well." No data was documented. 
The minutes stated "We will review data and 
overall morale to identify room for improvement." 
The minutes did not state what data would be 
reviewed. Minutes stated staff was "very happy" 
but did not include any data or state how this was 
determined. 

10/16/14 and 12/15114: The minutes for both 
dates Included the same information. Both sets 
of minutes stated the ASC's owners met on 
December 9 and discussed the safety program. 
II was not clear what the date referred to. Both 
sets of minu1es stated "Make sure the checks are 
being done the right way." The minutes did not 
slate what the right way was or how this would be 
measured. Further, both sets of minutes stated 
morale was "high" but did not Include any data or 
state haw this was determined. 

The Administrator was interviewed on 1/26/15 
beginning at 3;00 PM. He stated the "MSC Staff 
Meeting" minutes did not included data collected 
by the program. 

, b. "MSC Staff Meeting" minutes lor 3/04/14 
stated the handwashlng policy was reviewed. 
The minutes stated the observation process was 
also reviewed. The minutes stated the ASC 
would " ... have [patient] and family evaluations of 
hand washing periodically." The minutes did not 
delino Issues surrounding handwashlng or a 
specific plan to measure hand washing at the 
facility. "MSC Staff Meeting" minutes for 3/04!14 
stated "CDC hand hygiene policy and protoocl 
reviewed. We will have pt and family evaluations 
of hand washing parlodlcally. We reviewed the 
hand hygiene policy. We reviewed the 
observation process. We will increase access 

I 

I 
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i with Avagard D [a hand antiseptic] in critical 
areas. We will begin observations after Avagard 
Dis In place and all staff and doctors have had a 
chance to be educated on the policy and our 
observational tools. We will ramp up our 
measurement We feel like the added access 
and emphasis on hand hygiene has help[edj we 
need to measure to see where we are at." 

A plan to monitor hand hygiene, including quality 
indicators and directions to staff, was not 
documented. · 

No hand hygiene data was documented between 
1/01/14 and 1126/15. 

The Administrator was interviewed on 1/26115 
beginning at 2:35 PM. He stated no hand 
hygiene data had been gathered between 1/01114 
and 1126115. 

The Administrator was Interviewed on 1/26/15 at 
2:20 PM. He confirmed the infection control 
program was not Incorporated in the QAPI 
program .. He stated the ASC had not developed 
a QAPI plan for monitoring purposes. He 
confirmed there was no documentation WhicM 
demonstrated quality reports to include infection 
control. 

The ASC failed to ensure infection control was 
incorporated into !he facililj''s QAPI program. 

Q 245 416.51(b)(3) INFECTION CONTROL PROGRAM 

The program is-
Responsible for providing a plan of action for 

preventing, identifying, and managing infections I and communicable diseases and for immediately 
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implementing corrective and prevenffve measures 
that result in improvement 

This STANDARD is not met as evidenced by: 
Based on observation, interview, review of 

policies, and infection control documentation, it 
' was determined the facility failed to ensure the 
infection control program established a plan of 
action tor preventing and identifying 
communicable diseases. This failure had the 
potential to impact all patients receiving care at 
the facility. This resulted in the potential for all 
patients to experience preventable infections. 
Findings include; 

The ASC's Infection Prevention policy binder did 
not Include a written lhfection Control program for 
the ASC, or a plan of action to implement 
surveillance's for controlling of infectious disease 
hazards and preventing surgical site Infections. 

The Administrator of the ASC was Interviewed on 
12/26/15 at 2;20 PM. He confirmed there is no 
defined infection control program, or an infection 
control plan of action to support a program at the 
ASC. 

The ASC did not ensure an Infection Control 
program was Implemented to include a plan of 
action for preventing, Identifying, actively 
surveillance, and Implementing corrective 
measures that would result in improvement. 

Q 267 416.52(c)(3) DISCHARGE WITH RESPONSIBLE l 

ADULT 

[The ASC must-] 
Ensure all patients are discharged in the 
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company of a responsible adult except those 
patients exempted by the attending physician. 

l I 
I This STANDARD is not met as evidenced by: 

Based on observation, staff interview, and review 
of records and policies, it was determined the 
ASC failed to ensure patients were discharged 
post-procedure in the company of responsible 
adults for 3 of 20 patients (#1, #8, and #9) whose 

1 records were reviewed. This resulted In an 
increased potential for patients to sutter adverse 
events following their procedures. Findings 
Include: 

1. A policy Htled "DISCHARGE CRITERIA
SURGICAL PATIENTS" revised 7/08/11, and 
approved by the Administrator, stated, "The nurse 
will ensure that all patients will have a responsible 
adult accompany them to their home at the time 
of discharge." 

The policy was not observed to be implemented 
as follows: 

a. Patient #1 was a 74 year old male admitted to 
the ASC on 9/23/14 for an amputation of the lett 
second toe, 

Patient #1's medical record documented he was 
discharged in stable condition on 9123114 at 10:41 
AM. However, his record did not document he 
was accompanied by a responsible adult at the 
lime of discharge. 

During an interview on 1/27/15 at 10:55 AM, the 
RN reviewed Patient #1 's record and confirmed 
there was no .documentation to indicate he was 
accompanied by a responsible adult. 1 
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, b. Patient #8 was a 45 year old female admitted 
! to the ASC on 9105/14 for an EGO. 

Patient #B's medical record documented she was 
discharged to her home on 9105114 at 10:22 AM. 
However, her record did not document she. was 
accompanied by a responsible adult at the time of 

·discharge. 

During an interview on 1/27115 at 10:55 AM, the 
RN reviewed Patient #B's record and confirmed 
there was no documentation to indicate she was 
accompanied by a responsible adult. 

c. Patlent#9 was a 36 year old male admitted to 
theASC on 9116114 for an open reduction and 
Internal fixation ofthe second metatarsal (bone of 
the mid root) on the right side. 

Patient #9's medical record documented he was 
discharged in stable condition on 9/16/14 at 5:00 
PM. However, his retard did not document he 
was accompanied by a responsible adult· at the 
lime of discharge. 

During an interview on 1127/15 at 10:55 AM, the 
RN reviewed Patient #9's record and confirmed 
there was no documentation to Indicate he was 
accompanied by a responsible adult 

The ASC failed to ensure all patients were 
discharged in the company or a responsible adult. 
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