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The Institute for Safety in Office 
Based Surgery

Non profit organization established 2009
Purpose: 

promote patient safety in office-based surgery
design tools for advanced detection and prevention 
of adverse events 
encourage collaboration across all subspecialties
improve physician and patient education
generate evidence based standard of care for safer 
office based practice

Objectives

A review of the current literature on office A review of the currentA
based surgical safetyg y

Understand the necessity and role that team yUnderstand the necessity and role thaU
training contributes to a safe office training contrib
environment 

Measuring quality and safety y y --- 2016 updatesg q y yyy pp

Current research: outcome data analysis from Current research: outcome data analysis froma an sis fros from C
the NACOR (AQI) , The Doctor’s Company( Q ) ,

The Patient Checklist

“Wild Wild West of Healthcare”

Lack of uniform regulation of office based Lack of unL
practice 

Increasing number and variety of cases 

Increasing complexity of cases and patients

Sedation by anesthesia and nonononon-nn--anesthesia Sedation byS
personnel

Widely publicized fatalities and malpractice Widely pW
claims

“It is my goal to make 
sure that this kind of  
horrific medical 
treatment never happens 
to anyone again.”
- Melissa Rivers



There is a lack of  randomized controlled trials

Enhance quality of  care by engaging in proper procedure and 
patient selection, provider credentialing, facility accreditation, 

and incorporating patient safety checklists and professional 
society guidelines into practice.

Study Key Findings

Vila et al. 2003 2 years of  adverse events reported to Florida Board; 10-fold relative risk in office compared with ASC

Fleisher et al. 
2004

564,267 outpatient surgeries, Medicare population
1-week mortality rates: in the office - 0.035%,  ASC - 0.025%, in the hospital - 0.05%. 
Inpatient admission rate within 7 days of  outpatient surgery: in the office - 0.91%, ASC - 0.84%, in the hospital -
2.1% 

Bhananker et al. 
2006

>40% of  MAC claims involved death or permanent brain damage, similar to general anesthesia claims. 
Respiratory depression: 21% of  MAC claims. 46% preventable by better monitoring, eg capnography, improved 
vigilance, or audible alarms. On-the-patient operating room fires from electrocautery, supplemental oxygen during 
facial surgery: burn injuries in 17% of  MAC cases.

Starling et al. 
2012

Six years of  adverse event reporting Alabama: 3 deaths, 49 procedure-related complications and hospital transfers, 
board-certified physicians. Cosmetic procedures = 42% of  hospital transfers and no deaths. 86% of  hospital 
transfers associated with a cosmetic procedure involved general anesthesia. Liposuction = no deaths and 2 hospital 
transfers
Ten years of  Florida data: 46 deaths and 263 procedure-related complications and hospital transfers. Cosmetic 
procedures were liable for half  the deaths and hospitals transfers. 67% of  deaths and 74% of  hospital transfers 
associated with a cosmetic procedure involved general anesthesia.
Liposuction, liposuction with abdominoplasty or other cosmetic procedure = 10 deaths and 34 hospital transfers.
93% of  offices reporting an adverse event had board-certified physicians, 98% with hospital privileges.

Soltani et al. 2013 22,000 adverse events, 5.5 million plastic surgery procedures, IBQAP AAAASF accredited. Complication rate 
0.4%, 94 deaths (0.0017% death rate); 40 cases pulmonary embolism. Office based abdominoplasty 5.5x risk 
associated with pulmonary embolism/VTE.

Recent Studies on the Safety of  Office-Based Anesthesia and Procedures

Vila et al. 
Arch h Surgg 2003;138:9919191-11-995 5 5 -- Tampa, Florida

Study to compare outcome to determine patient Study to compare outcome to determine S
safety between offices and ambulatory ysafety between offic
surgicenter (ASC)

All adverse incidents reviewed (April 2000 000 –All adverse inA
April 2002)

Approximately y 1010-00-fold increased risk of adverse ApproximatelyA y 11000 old increased risk of adverf fofo
incident and death in an office based setting

ASAA CLOSED CLAIM 
PROJECT

Injuryry and Liability with MAC cases

Bhananker, SM, et al., Anesthesiology 2006; 104:228-34.

ASA Closed Claims Analysis: osed Claims An
MAC Cases

Respiratory depressionon-n-most common Respiratory depresR
mechanism (21%)

46% deemed preventable by:p y
better monitoring eg. capnography g g
improved vigilance p g
audible alarms

…anesthesia at remote locations poses a 
significant risk for the patient, particularly related 
to oversedation and inadequate oxygenation/ 
ventilation during monitored anesthesia care.

Similar anesthesia and monitoring standards and 
guidelines should be used in all anesthesia care 
areas.



Complications of Non–Operating Room Procedures: Outcomes 
From the National Anesthesia Clinical Outcomes Registry

Chang B. et al. J Patient Saf 2015;00: 00–00

OR Non-OR

Patients > age 50 55.56% 61.92%

MAC use 10.89% 20.15%

Sedation 0.57% 2.05%

Minor Complications: 

postop nausea + vomiting 4.30% 1.06%

Inadequate pain control 2.71% 1.01%

Hemodynamic instability 2.57% 0.62%

Major complications:

Serious hemodynamic instability (P=0.0001) 0.12% 0.10%

Upgrade of  care (P<0.0001) 0.25% 0.10%

Overall Mortality (P<0.0001) 0.04% 0.02%

y

0.12% 0.10%

0.10%

Non-OR Cardiology Mortality: 0.05%

Non-OR Radiology Mortality:  0.05%

ASA CLOSED CLAIM CLOSED CLA
PROJECT

Liability with Officece-e---Based Cases

ASA Closed Claim Project: 
14 cases prior to 1996

Office-based

Death: 64%

Temporary injury: 
21%

Ambulatory

Death: 21% 

Temporary injury: 
62%

Severity of  Injury

ASA Closed Claim Project : 199696-6-2011

Patient description:  64 office claims ( 718 )
Middlelele-

p
ee-aged (median = 45 years)

Female (65%)

ASA IA I-I-II ( 79%)

Elective surgery
plastic 45% vs 18%

eye 16% vs 10%

ASA Officece-e-based Claims: s: 199696-6-2011

Inadequate oxygenation: n: ( 17% % vssvs 6%)

Death 27%, perm disabling 17% (similar)

Substandard care: 52% (% ((((vssvs 37%)

OBA claimsms-s- payment: 72% ( ( ( vssvsv 56%)

Payment similar: ($ 135,800 0 vsssvsvs $ 211,500)



Alabama (6 years of  data) Florida (10 years of  data)

Medical offices: 3 deaths and 49 procedure-
related complications and hospital transfers. All 
occurred in the offices of  board-certified 
physicians. 

Medical offices: 46 deaths and 263 procedure-
related complications and hospital transfers. 

Cosmetic procedures: 42% of  hospital transfers 
and no deaths. 86% of  hospital transfers caused 
by a cosmetic procedure involved the use general 
anesthesia. 

Cosmetic procedures: at least half  of  the deaths 
and hospitals transfers. 67% percent of  deaths and 
74% of  hospital transfers associated with a 
cosmetic procedure involved general anesthesia.

Liposuction: no deaths and 2 hospital transfers. Liposuction and liposuction with 
abdominoplasty or other cosmetic procedure: 
10 deaths and 34 hospital transfers.

93% of  offices reporting an adverse event had 
physicians with board certification, and 98% of  
them had physicians with hospital privileges

Alabama (6 years of data) Florida (10 years of data)

Adverse Event Reporting in Alabama and Florida

Summary:y
5.5 million plastic surgery casesp g y
22,000 sequelae ( 0.4% incidence)q (
94 deaths 2001

(
0101-

((
11-12 ( 0.0017%)( )

Risk in plastic surgery=1/41,726p g y
PE most common 40 deaths 
Abdominoplasty incidence 0.925% p y
Abdominoplasty 5.5 risk of  VTE vs other

Abdominoplastyy and Associated PE Ratesp yy

“… levels of 
training vary so 
widely that some 
doctors are 
performing 
cosmetic 
procedures after
only a weekend
observing other 
doctors.” 

37 y/o RN goes to MedSpa for liposuction. 

MD performing was s trained in Occupational MD performM
Medicine.

Took k 33-3--day course in liposuction.

Lidocaine and propofol administered.

Patient became unconscious, seizes and dies.

THURSDAY, NOVEMBER 5, 2009

THURSDAY, NOVEMBER 5, 2009

Clayman, MA, Seagle BM. y
Plast. 

, , gy
t. Reconstr. Surg 2006;

gg
;6; 118: 77777-7-785.

What does boardrdrd-dd-certified mean? 

Are practitioners doing something other Are practitioners doing something otherng ototheromeA
than what their board certification qualifies than what thei
them to do?



Safety by Educating the Public y g
Clayman MA, et al.y ,

Ann Plast Surg.  2007; 58: 2888888–88–291

Suggestions:gg
Physiciansss critically read any medical literature PhysiciansPhysiciansPP ss ritically read any medical literature urritically read any medical literaturecrcr
that are read by the public or touted in media. 
Patients

y p
ss should research education, training, PatientsP s hould research education, traination, trainsh

certification of person performing the certification certificationtion
procedure.p
Patients should ask:k: Do they have surgical Patients should askP k: Do they have surgicalrgD
privileges to perform the same procedure in an privileges to perform privileges to performm
accredited hospital?

Valueue-e-Based Purchasing

High quality and costs -t-effective healthcareg q y

Construct incorporates The National Quality Construct incorpoC
Strategy’s aims: gy

patient safety, patientnt-t-centered experience patient safety, patienp nt entered experienceeriencered expecec
and outcomes, improve care coordination, and outcomes, improve care coordination,e orddine c
efficiency and cost reduction, population efficienc
health

Use of Checklist in ASC

January 2012, CMS instituted use of a safefe-e-surgery checklist

Efficacy quality improvement and patient safety in tertiary care.

ASCs free to select the checklist that meets individual needs.

CMS uses the name ““safefe surgeryery” checklist, applies to all ASC CMS uses
procedures

ses
resres,

the name afsaffe urgesu ery checklist, applies to all ASCto all AStes
ss,s including those considered to be diagnostic and pain procedurress,ss ncluding those cini

management procedures.

World Health Organization, Association of the periOperative World Health Organization, Association of the periOeri
Registered Nurses (AORN), American College of Registered Nurses (AORN), American College of 
Gastroenterology, American College of Surgeons, The Institute Gastroenterology, Am
for Safety in Office

, Am
cece-

merican CollegemAm
ee--Based Surgery

Medical team training, involving teamwork training, ongoing coaching, and 
checklists to trigger operating room briefings and debriefings, was associated 
with a reduction in mortality. 
Surgical mortality declined 18% at hospitals that implemented the Medical 
Team Training program (n=74), compared with a 7% mortality reduction in 
the control hospitals (n=34). 

Team Training

Neily, J et al. JAMA. 2010; 304(15):1693-1700.

The same sign-in, time-out, and sign-
out phases are eminently applicable to 

procedures performed…ooutside the 
OR... in the endoscopy suite, the 
cardiac catheter laboratory, and 
interventional radiology rooms.

These patients are deserving of  the 
same safety considerations that are 

being afforded to those undergoing an 
operation...in the OR...

The essential objectives listed by the WHO include appropriate consent, 
appropriate personnel and equipment, correct procedural site, avoidance 

of  known allergies, contingency planning for complications, and 
optimization of  thromboprophylaxis.

Patient-related adverse events



Provider-related 
adverse events

Office Surgical Checklist Pilot Study

28-element perioperative ISOBS checklist 
Customized to an office-based plastic surgery
219 cases
Baseline and post-op adverse outcomes
post-checklist implementation chart review

Additional Goals:
To decrease incidence of adverse outcomes in the 
perioperative period
To educate the practitioner and support staff

Study Results

Pre-checklist, 90% missing 
documentation of three or 
more elements. 

Pre-Checklist positive response

Post-Checklist positive response

15% of cases had 
adverse events of which 
pain (3.7%) and 
bleeding/bruising (3.2%)
were most common. 

Post-checklist analysis: 
90-100% increase in 
documentation of several 
key indicators and practices. 

Percentage of  Positive Responses 
Pre- and Post-Checklist Implementation

AMERICAN SOCIETY OF 
ANESTHESIOLOGISTS

May 2015 79 (5):18-20.



A Comparison Between Office and Ambulatory Practices: Analysis Comparison Between Office and Ambulatory Practices: Analys
from the National Anesthesia Clinical Outcomes Registry g y

Samir R. Jani, MD, MPH, Fred E. Shapiro, DO, Hubert Kordylewski, James H. Diaz, MD, MPH, J p y Jmir R. Jani, MD, MPH, Fred E. Shapiro, DO, Hubert Kordylewski, James H. Diaz, MD, MP
Alan D. Kaye, MD, PhD, Richard P. Dutton, MD, MBA, Richard D. Urman, MD, MBA 

Anesthesia Quality Institute (AQI) has collected patient Anesthesia Quality Institute (AQI) has collected patient A
and procedural characteristics on 19,032,432 anesthetics and procedural characteristics on 19,032,4
from all healthcare settings since 2010. 
108,443 office e and 

g
dd 3,647,690 ambulatory y cases were 108,443 office1 e ndand 6473,

isolated and compared.p
Our findings show that although both settings are often Our findings show that although both settings are oh ttingss ah 
grouped together, there are statistically significant grouped together, there are statistically significantly si ficant ant 
differences in patient demographics, procedure types, differences in patient demograp
and reported adverse events. 

Office-Based Cases Ambulatory Cases

A Comparison Between Office and Ambulatory Practices: Analysis Comparison Between Office and Ambulatory Practices: Analys
from the National Anesthesia Clinical Outcomes Registry g y

Samir R. Jani, MD, MPH, Fred E. Shapiro, DO, Hubert Kordylewski, James H. Diaz, MD, MPH, J p y Jmir R. Jani, MD, MPH, Fred E. Shapiro, DO, Hubert Kordylewski, James H. Diaz, MD, MP
Alan D. Kaye, MD, PhD, Richard P. Dutton, MD, MBA, Richard D. Urman, MD, MBA 

The number of  cases is increasing in both categories

Office-Based Cases Ambulatory Cases

A Comparison Between Office and Ambulatory Practices: Analysis Comparison Between Office and Ambulatory Practices: Analys
from the National Anesthesia Clinical Outcomes Registry g y

Samir R. Jani, MD, MPH, Fred E. Shapiro, DO, Hubert Kordylewski, James H. Diaz, MD, MPH, J p y Jmir R. Jani, MD, MPH, Fred E. Shapiro, DO, Hubert Kordylewski, James H. Diaz, MD, MP
Alan D. Kaye, MD, PhD, Richard P. Dutton, MD, MBA, Richard D. Urman, MD, MBA 

Most active specialties (2013)



A Comparison Between Office and Ambulatory Practices: Analysis Comparison Between Office and Ambulatory Practices: Analys
from the National Anesthesia Clinical Outcomes Registry g y

Samir R. Jani, MD, MPH, Fred E. Shapiro, DO, Hubert Kordylewski, James H. Diaz, MD, MPH, J p y Jmir R. Jani, MD, MPH, Fred E. Shapiro, DO, Hubert Kordylewski, James H. Diaz, MD, MP
Alan D. Kaye, MD, PhD, Richard P. Dutton, MD, MBA, Richard D. Urman, MD, MBA 

NACOR Reported Outcomes (2010-14 combined)

Analysis of patient injury based on anesthesiology closed lysis of patient injury based on anesthesiology clo
claims data from a major malpractice insurerj p

Darrell Ranum, JD, CPHRM, Haobo Ma, MD, Fred E. Shapiro, DO,ell Ranum, JD, CPHRM, Haobo Ma, MD, Fred E. Shapiro, 
Beverly Chang, MD, and Richard D. Urman, MD, MBABeverly Chang, MD, and Richard D. Urman, MD, 

J Healthcare Risk Management 2014; 34(2): 31
MD, 

3131-
MBAMD, 

11--42. 

Methods:
J g ( )

s: Review of anesthesia closed claims data as reported Methodss: Review of anesthesia cloR
by The Doctors Company, 2007 

a clo
77 -

sed claims data as reported osclo
-- 2012. Each claim underwent a by The Doctors Company, 20077 012. Each claim underwent a 22

review by physician and nurse experts. Each injury was classified y p y p j yreview by physician and nurse experts. Each injury was classified
into 1 of 9 severity levels. Potential association between injury into 1 of 9 severity levels. Potential associa
and patient comorbidity also examined. p
Results:s: 607 claims 

y
s analyzed. d.d Most frequent injuries: teeth Resultss: 07 claim6 s nalyzedan d. Most frequent injurieries: teeteethequent M

damage (20.8%), death (18.3%), nerve damage (13.5%), organ damage (20.8%), death (18.3%), nerve damage (1vee d
damage (12.7%), pain (10.9%), and arrest (10.7%)

13133.5
%)%). 

, orga%)%),5%3.5
)). Obesity

n rga
yyy was damage (12.7%), pain (10.9%), and arrest (10.7%10.7%)

contributing factor in the most number of claims. 
ObeObeesityOO%)). OOO

s.s Injury
eeesity
ryry-
sity
yy--to

yyy
ootottot -

as awwwwy
oooooo--claim contributing factor in the most number of claimss. njurnjuIn

rates were highest in hospitals with fewer than 100 beds
otooo maimmcllacurryy tt

dsddddss, while rates were highest in hospitals with fewer than 100
ambulatory surgery centers had the lowest death

100
ththth-
100
hhhh--to

00
oototot -

ddds while , wedbe0 0 
oooo--claim rate ambulato

(12%). 
ory surgery centers had the lowest deatowest deathh totooo em rate aimclalaclato

).) Average indemnity for an anesthesia claim was $309,0666666, (12%)). verage indemnity for an anesthesia claim wafor an a claim wsia clAv
compared to $291,000 for all physician specialties. 

Analysis of patient injury based on anesthesiology closed lysis of patient injury based on anesthesiology clo
claims data from a major malpractice insurer

Ranummm, et al.al.al , ., J Healthcare Risk Management (in press)

Analysis of patient injury based on anesthesiology closed lysis of patient injury based on anesthesiology clo
claims data from a major malpractice insurer

Ranummm, et al.al.al , ., J Healthcare Risk Managementntnt2014; 34(2): 313131-11-42.

Analysis of patient injury based on anesthesiology closed lysis of patient injury based on anesthesiology clo
claims data from a major malpractice insurer

Ranummm, et al.al.al , ., J Healthcare Risk Managementntnt 2014; 34(2): 313131-11-42.

Analysis of  patient injury based on anesthesiology closed ysis of  patient injury based on anesthesiology cl
claims data from a major malpractice insurer

Ranum, et al.al., 
j p

.,, J Healthcare Risk Management2014; 34(2): 3131-1-42. 



AMERICAN SOCIETY OF 
ANESTHESIOLOGISTS

May 2015 79 (5):10-12.

CONCEPTS FOR THE DEVELOPMENT 
OF A CUSTOMIZABLE CHECKLIST FOR 

PATIENT USE
Rohesh J. Fernando MDa, Fred E. Shapiro DOc, Noah M. Rosenberg, 
MDb Angela M. Bader MD, MPHd, Richard D. Urman MD, MBAe*

A SURVEY ANALYSIS OF AN AMBULATORY 
SURGICAL CHECKLIST DESIGNED FOR USE 

BY PATIENTS
Rohesh J. Fernando MDa, Fred E. Shapiro DOc, 

Richard D. Urman MD, MBAe*

A Survey Analysis of an Ambulatory Surgical A Survey Analysis of an Ambulatory Surgica
Checklist Designed for Use by Patientsg

Rohesh J. Fernando MD
g
Da

ygg
Da, Fred E. Shapiro DOOOcOOc, Richard D. dodo MDDD ed . S pFred E. Shapi,, 

Urman MD, MBA
p

AAe*

Surveyed 35 patients and 52 providersy p p
94% of patients and 83% of providers thought the 94% of patients and 83% of providers though9
checklist would be beneficial for patients. p

37% of providers indicated potential barriers to 37% of providers indicated3
checklist implementation:p

fear of confusing the patientg p
making patients doubt the care they were receivingg p
taking too much timeg
lack of resources

“[Her] death was 100% preventable… 
How about paying attention to the 
vital signs? How about having a 
properly equipped crash cart?”
- Melissa Rivers
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