
“Wild Wild West of Healthcare”

• Lack of uniform regulation of office based practice 

• Increasing number and variety of cases 

• Increasing complexity of cases and patients

• Sedation by anesthesia and non-anesthesia personnel

• Widely publicized fatalities and malpractice claims



Recent Media Attention: High-Profile Events

Teen died of malignant 
hyperthermia during breast 
surgery; parents suing 
surgeon and anesthesiologist 
for not recognizing MH and 
having enough dantrolene 
stocked in outpatient 
surgery center

Three-year-old died of possible apnea 
after general anesthesia for tooth 
extraction

Joan Rivers died of 
hypoxia and cardiac 
arrest after Propofol 
administration for 
endoscopic procedure 
for vocal changes and 
acid reflux

Eight-year-old died after receiving three 
times the prescribed amount of sedation 
medication for a routine checkup and an 
emergency developed thereafter

25-year-old died due to 
possible hypoxia and 
lack of monitoring after 
Propofol administration 
for wisdom tooth 
extraction



Office-Based Anesthesia: Safety and Outcomes

Anesth Analg 2014;119:276–85

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.

Published by Drs. Fred Shapiro and Richard. Urman



The Institute for Safety in Office-Based Surgery

• An organization established 2009
• Purpose: 

• Promote patient safety and outcomes research
• Design tools for advanced detection and 

prevention of adverse events 
• Collaborate across ALL subspecialties
• Educate physicians and patients
• Generate evidence-based standard of care for 

safer office based practice

www.isobs.org

“to promote patient safety in 
office-based surgery and to 
encourage collaboration, 

scholarship, physician 
and patient education”



Short Term Goals 

• Team Approach: Create a multidisciplinary organization of leaders of 
all major professional societies to develop a consensus of opinion to 
standardize care in the office setting 

• Checklist: Develop ISOBS surgical safety checklist

• Oversight: Office practice oversight to detect lapses in knowledge

• Trigger Tools: Develop Trigger Tools (I.H.I.) method to detect potential 
causative events (i.e. adverse events using a form of retrospective record 
review)

• Education: On-line education and training of office-based personnel



ISOBS 20 years: 
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ISOBS 20 years: 
Provider Checklist

Published AORN J 2013

Added to ASHRM Resource 
Manual in Office-Based Surgery 

2016



Introduction
Preoperative encounter; with practitioner and patient

Patient

Patient medically optimized for the procedure?
o Yes 

o No, and plan for optimization made.

Does patient have DVT risk factors?
o Yes, and prophylaxis plans arranged.

o No

Procedure

Procedure complexity and sedation/analgesia reviewed? 
o Yes

NPO instructions given?
o Yes

Escort and post-procedure plans reviewed? 
o Yes



Setting
Before patient in procedure room; with practitioner and personnel

Emergency equipment check complete 
(e.g. airway, AED, code cart, MH kit)? 

o Yes 

EMS availability confirmed? 
o Yes

Oxygen source and suction checked? 
o Yes

Anticipated duration < 6 hours?
o Yes

o No, but personnel, monitoring and equipment available



Operation
Before sedation/analgesia; with practitioner and personnel*

Patient identity, procedure, and consent confirmed? 
o Yes

Is the site marked and side identified?  o Yes   o N/A

DVT prophylaxis provided?  o Yes   o N/A

Antibiotic prophylaxis administered within 60 minutes 
prior to procedure?   o Yes   o N/A

Essential imaging displayed?   o Yes   o N/A

Practitioner confirms verbally: 

o Local anesthetic toxicity precautions
o Patient monitoring (per institutional protocol).
o Anticipated critical events addressed with team.
o Each member of the team has been addressed by 

name and is ready to proceed.



Before Discharge
On arrival to recovery area; with practitioner & personnel

Assessment for pain? o Yes 

Assessment for nausea/vomiting? o Yes 

Recovery personnel available? o Yes

Prior to discharge (with personnel and patient)

Discharge criteria achieved? o Yes 

Patient education and instructions provided? o Yes

Plan for post-discharge follow-up? o Yes

Escort confirmed? o Yes



Satisfaction
Completed post-procedure; with practitioner and patient

Unanticipated events documented? o Yes 

Patient satisfaction assessed? o Yes 

Provider satisfaction assessed? o Yes



ISOBS 20 years: 

Patient Checklist

Published AORN J 2013

Featured in the HPHC 
newsletter summer 2016 
(~400,000 subscribers)



ISOBS 20 years: 
Interspecialty and interprofessional collaborations



ISOBS 20 years: 

Public Outreach – ISOBS Website & Newsletters



ISOBS 20 years: 

HMS Curriculum development

2005 Harvard Medical School Education Day Curriculum proposal



ISOBS 20 years: 

Publications

Authored in 2007



ISOBS 20 years: 

Safety Initiatives / CME Courses



ISOBS 20 years: 

Teaching trainees – curriculum in office-based practice

Drs. Shapiro, Urman and 
Isselbacher



Office-based Emergency Manual
ACLS Critical events

Cardiac arrest-VF/VT Allergies

Cardiac arrest- PEA/asystole Anaphylaxis (adult + ped dosing)

Bradycardia- unstable Difficult airway 

Tachycardia- unstable Hemorrhage

PALS Hypercarbia

Cardiac arrest-VF/VT Hypotension (adult + ped dosing)

Cardiac arrest- PEA/asystole Hypoxia

Bradycardia- unstable LAST (adult + ped dosing)

Tachycardia- unstable Loss of access

Emergency Mental status change

Fire- airway or surroundings MH (adult + ped dosing)

Evacuation and preparedness Spinal Anesthesia: General Complications

Loss of Oxygen Administrative

Loss of Power Transfer of care MH patient

Transfer of care non-MH patient

ISOBS Now:
Office-based Emergency Manual



ISOBS now:
IHI/NPSF Webinar - October 26, 2017

October 26, 2017, 2:00 PM ET: 
A New Emergency Checklist for 
Office-Based Surgery
Fred E. Shapiro, DO, Chair, ASA Committee on Patient 
Safety and Education; Founder, Institute for Safety in 
Office-Based Surgery

Alexander Hannenberg, MD, Faculty, Safe Surgery 
Program, Ariadne Labs; Chief Quality Officer, American 
Society of Anesthesiologists

Jennifer Lenoci-Edwards, RN, MPH, Director, Patient 
Safety, Institute for Healthcare Improvement

www.ihi.org



ISOBS Long Term Goals

• Standardize: Develop standard clinical practice in 
all specialties

• Uniformity: Legislation in all 50 states

• Outcomes: Ensure proper outcomes data 
collection with mandatory adverse event reporting 
(AQI, NACOR)

• Research: Sponsor research in the area of safety 
and outcomes in OBS (checklists, costs)



ISOBS 20 years: 

ISOBS public educational outreach



ISOBS 20 years: 
ISOBS professional educational outreach



ISOBS Now:
Decision Aids
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The Institute for Safety in 
Office-Based Surgery
www.isobs.org


