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Sedation and MAC



Sedation Definition

« “Depression of the central nervous system
and/or reflexes by the administration of drugs by
any route to decrease patient discomfort without
producing unintended loss of consciousness”

« Difficult and confusing



ASA & JCAHO Continuum of Sedation
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Sedation | Sed/Analg |
“Anxiolysis” |
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Deep
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General
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Reflex
withdrawal

Loss of protective reflexes rapidly and unexpectedly



MAC / Monitored Anaesthesia Care?

American Society of Anesthesiologists Article

June 2004 Volume 68, Number 6

What's New In... Definitions of Monitored Anesthesia Care
Norman A. Cohen, M.D.

Committee on Economics

James P. McMichael, M.D., Chair
Committee on Economics



US Payment Till Mid 1980s:

GA, Regional and Local Standby
Full physician service



Downward Pressure on Payment
for Standby Anesthesia

ASA replaced “standby
anesthesia” with “monitored
anesthesia care MAC” 1986



1998: ASA Position Statement Reaffirmed

 MAC is a specific anesthesia service in which an
anesthesiologist has been requested to
participate in the care of a patient undergoing a
diagnostic or therapeutic procedure

 MAC refers to those situations in which the
patient remains able to protect the airway for the
majority of the procedure

* If, for an extended period of time, the patient is
rendered unconscious and/or loses protective
reflexes, then anesthesia care shall be
considered a general anesthetic



"Extended period" and
"majority of the procedure”
were vague

A clear dividing line
between
MAC and GA



2003: ASA Position Statement

“If the patient loses consciousness and
the abllity to respond purposefully,

the anesthesia care Is a general
anesthetic, irrespective of whether airway
Instrumentation iIs required”



Sedation is Easy?

What happened when sedation
went wrong?



Closed Claims Study US
sedation in comparison with GA

Respiratory depression from absolute or relative
overdose of opioids

Elective eye surgery (21%) or facial plastic
surgery (26%)

More than 40% of claims involved death or
permanent brain damage

Over HALF of claims judged preventable

 better monitoring , increased vigilance and audible
alarms
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Doctors Imprisoned / Struck off

« Abortion doctor is imprisoned for killing (SCMP 31 Oct 03)

Gynaecologist gets two years for ‘crass stupidity’ leading to woman’s
death. The court heard Dr S injected Mrs. C with Remifentanil, a pain
killer he had never used before, while preparing her for an abortion.
Mrs. C died of an overdose of Remifentanil. Mr. Justice J said
yesterday ‘I find it difficult to understand why you did not at least
consult an anaesthesiologist before you did what you did on Jan 8'.

» Plastic surgeon struck off register over woman’s liposuction
death (SCMP 21 Dec 09)

The ruling against Dr L was made after he was found guilty yesterday
on three charges — that he was unfamiliar with resuscitation
procedures, unfamiliar with sedation safety guidelines and failed
to provide sufficient resuscitation facilities at his clinic.




Medical Manslaughter On the Rise

* ... Doctors making medical mistakes
resulting in the death of their patients can
now face criminal charges and spend time
behind bars... MPS Casebook Sep 2008

MPS € )



Common Concerns:

Inadequate knowledge
« Drugs / techniques
« Resuscitation (airway management)

Patient Assessment / Selection
* Pre-procedural evaluation

Inadequate monitoring / multi tasking

Unreasonable expectations
* Physicians & patients



Procedural Sedation
Guidelines






serves to recommend

and ensure a

minimum standard of

safety measures for
the sedation of
patients to facilitate

unpleasant diagnostic

or minor surgical
procedures across

the different discipline
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Many stakeholders for sedation...

Gl physicians / surgeons
Radiologists

Emergency physicians
Cardiologists
Paediatricians

Dentists

Plastic, aesthetic surgeons
Eye...



Anaesthesm

] 1al of the Ass esthetists of Great Brita 1d Ireland

Anaesthesia, 2011, 66, pages 649-658 Editorial

Editorial

Safe sedation? p;wdntn( and dentistry have height- ments of different target levels of
ened concerns recently and the sedation because of subtle inconsis-
In the recent (2010) revision of the RCoA 111 been ollll(ntm with  tencies in the document. For exam-

Guideline implementation still a major problem

* About one in seven hospitals had sedation
committee / lead clinician for sedation

Training needs for non-anaesthetists, safe limits
of practice and governance framework are to be
defined



Implementation of Guidelines

« Benefits:
— Improve training
— Improve delivery of sedation
— Increase success of sedation;
— Increase safety

* Drivers: sentinel events, hospital accreditation

« Barriers: resource / cost impact: training,
additional equipment



Drivers



JCI Requirement: Sedation Policy

« Scope of sedation

« Qualified personnel to practice sedation:
education, training, credentialing

« Sedation location, equipment and monitoring
« Documentation
« Sedation guidelines



ACHS Enhance Sedation Safety

Inadequate monitoring ¢ Taskforce to nisk stratify sedation procedures set
for procedural sedation up
* New system to reguiate paediatnc procedural
sedation implemented
* Addtional staff to enforce HKMA sedation
quideline recruited
* Education and training of frontline staff on safe use
of sedation drugs conducted

Hong Kong Med J Vol17 No3 June 2011



Barriers

a range of healthcare professionals:
— primary care: dental and GP;

— secondary care in hospital, using a wide range of
techniques in different clinical settings: inpatients,
outpatients, elective or emergency

Staff turnover
Additional resources
Staff replacement costs while attending training



HA EXxperience

2009-2016
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= “Serving & supporting

Patient Safety & Risk Management with responsibility,

kindness and respect.”
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AIRS 3.0 (Log-in)

Incident
Management

Safety Enhancement

Publications and
Education

Coordinating
Committees

Clinical Ethics

Breastfeeding
Promotion

Useful Links

Staff Areas

Home > Safety Enhancement = Procedural Sedation
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Procedural Sedation Safety

Task Force on Procedural Sedation Safety

Term of Reference

» To advise on the collaborative planning and implementation of action to
strenghen the knowledge and provision of safe procedural sedation in
Hospital Authority.

Membership List

Meeting Notes




Procedural Sedation Task Force in HA

w

h

1** Meeting of Procedural Sedation Task Force to be held on 12 July 2011
at 10:00 am in Multi-function Room, Oasis, Centre of Health Protection

Agenda

Welcome all members
Confirm Membership
Background of Task Force

Discussion on the impact on the practice of procedural sedation safety associated with
the “Guideline on Procedural Sedation™ promulgated by HKAM

Review on the appropriate strategy to enhance procedure sedation safety in HA

Any Other Business

11 July 2011
Hospital Authority



Strategy

Risk Stratification Approach
Training

Physical Facilities and Equipment
Policy for Local Sedation Practice

» Additional resources to Enforce
HKAM Guideline

« Quality Assurance



Training

* Framework of procedural sedation safety
training

* Web-based learning
— Procedural sedation safety eLearning; or

— Specialty-based procedural sedation
eLearning

» Simulation / interactive learning:

— Single level; or
— 2-level (basic & advanced)
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Simulation Training Courses

« Enhancing Safety Iin
Sedation Workshop (ICS)

« Enhancement of Safety of
Children in Diagnostic &
Therapeutic Procedure
(COC(Paed))

* Procedural Sedation
Safety Simulation
Training Course (Nursing)



2014-15
No. of Provider Courses

(No. of Participants)

2015-16

No. of Provider Courses

(No. of Participants)

2016-17
No. of Provider Courses

(No. of Participants)

Enhancement of Safety of
Children in Diagnostic &
Therapeutic Procedure
(COC(Paed))

4 (80)

4 (80)*

4 (80)

Procedural Sedation Safety
Simulation Training Course
(Nursing)

4 (80)

4 (80)

4 (80)

Enhancing Safety in Sedation
Workshop (Institute of Clinical
Simulation)

6 (120)

6 (120)

6 (120)




< Enhancing Safety in Sedation Workshop

for HA Staff 2015-16

The Enhancing Safety in Sedation Workshop aims to provide
essential knowledge and skills to maximise safety and outcome
in patients having procedural sedation. The Workshop will
highlight the current standard of care, safety precautions, drugs
usage and management of serious adverse events. The
Workshop will take the format of web-based lectures, small
groups discussions and hands-on medical simulation.

Date (2015-16): 2 May 2015, 18 July2015, 8 August 2015,
26 September 2015, 24 October 2015,
12 March 2016
(6 identical courses)
Time: 08:45am to 16:15pm
Venue: NTE Simulation & Training Centre, 3E Ward, NDH
CME accreditations: CME/CPD pending

Class Capacity: 20 doctors per course
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1.1 This guideline sets out the miremum standard of safety measures recommended for tha
sedation of patents to faciitate unpleasant diagnostic or interventional procedures,

Scope

21 This guideline applies lo all adult patients requiring sedabion for diagnostic or
nterventional procedures in ward / unit.
(For Department of Paedfatrics, follow the recormmended practice developed jointly by
COC Paediatrics and COC Radiciogy:)

Definition of Sedation

3.1 Sedation s the depresson of the cenfral nervous system and / or refl by the
admmistration of drugs by any route to decrease patient discomfart without producing
unintended loss of consciousness.
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HA: Sedation / GA by Anaesthetists
2015

* Regular: ~30 sessions /wk; total 1511/2334
— Endoscopy: 56 / 151
— Radiology: 499 / 829
— Radiation Oncology: 614 / 1021
— Cardiology: 342 / 333

* Ad hoc / Emergency






Table 3.4 Number of Operations by Type of Operation by Cluster / Hospital / Clinic 2013/14 (Cont'd)
# 34 —F—= /- UFEEEFMEE R/ B 2R 0 F e (30

X Number of operations by type of operation
St Management* Hongstet § Choe 2 4 L
BiTma P W AT Ultra-major Major Inter-mediate Minor Unclassified Total
AR | ] AR acers.c) Bt
|Kowloon West Cluster Caritas Medical Centre
ot cme Vi 895 4,798 2,900 4545 32 13,170
KWH prs -tk i 1,306 5,289 2,675 10,276 65 19,611
oLm e 51 324 418 2,833 16 3,642
Princess Margaret Hospital
PMH e 1,523 6,837 2,161 6,596 67 17,184
Yan Chai Hi ital
YCH ,?’;M;‘ ospita 1,032 1,858 1,683 5,018 25 9,616
i “m“""s"""’d \”"' 4,807 19,106 9,837 29,268 205 63,223
|New Territories East Cluster Alice Ho Miu Ling Nethersole Hospital
peenbhni AHNH S i e 510 3,017 1,971 22,282 46 27,826
NDH ':_",:,:"M‘?ff"ia Hospetal 912 2,370 2127 93,973 54 99,436
o X
Prince of Wales Hospital
PWH fombiired 3,941 9,875 2,819 30,672 124 47,431
New Territories East Cluster Sub-total
peyesbry Sy 5,363 15,262 6,917 146,927 224 174,essh
|New Territories West Cluster Pok Qi Hospital
POH
pepedldai i 276 1,970 1,949 10,624 31 14,850
T™H T.f'r‘i?ﬁ“f.‘f" Hospital 2748 7,543 3,348 11,313 74 25.026
ol 4 X
A 34 2,796 2,076 1,660 0 6,566
New Territories West Cluster Sub-total
pryiby Sy 3,058 12,309 7,373 23,597 105 46,442
“m"""'"“ 28,628 108,495 50,299 273,835 1,652 462,900
Note: # Incluce es / surgical of perfarmed for ang ns ( carred out Inside or oulside @ major operating theatre and with or wathout a local or general anaesthetic).

* For the abbreviation of hospitaés / Institutions, piease refer to Appendix 4 for detalis.
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Hospital Authority Statistical Report (2013-2014)
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Anaesthetists impossible to do all
the sedation work



Medical Inflation

CBS News Staff /

CBS News/ March 20, 2012, 5:48 PM

Study: Colonoscopies often come with costly, unnecessary sedation

Adr s
» o
[ Fa v

istockphoto

(CBS/AP) Dread getting a colonoscopy? You're not alone - which is why lots of people are sedated before the procedure. But a new study suggests
too many people are getting extra, unnecessary sedation, racking up nearly S1 billion annually in health care costs,

PICTURES: 10 mvths about colon cancer

What's more, most of the patients utilizing anesthesiologists to monitor sedation are considered low-risk patients who don't need the extra help, the
study authors sawd,



Our Practice Tour



HOSPITAL AUTHORITY Admission/Clinic No. 1D

CONSENT FOR OPERATION/ Name
PROCEDURE/TREATMENT Sex_  Age__ ChineseNs
NOT REQUIRING ANAESTHETIST(S) Bt Wi

PERSON(S) SIGNING THIS FORM
The Patient is named in the right hand top corner of this Form.

The person(s) signing this Form is/are:

(Please tick as appropriate.)

[] the Patient.

[] the Patient who is a competent minor (see Note 2).

[[] the parent or guardian of the Patient who is a minor.

[[] the Patient’s legal guardian appointed under MHO with power to consent to treatment.

Name in Block Letters

HKID Card / Identity Document No. (Please refer to patient addressograph sticker at right

upper corner of this page)

Address
Phone No. (Day) (Night)
Relationship with the Patient (please tick as appropriate):

[[] the parent or guardian of the Patient who is a minor.
[ the Patient’s legal guardian appointed under MHO with power to consent to treatment.

EXPLANATION OF THE NATURE, EFFECT/BENEFITS AR
RISKS/COMPLICATIONS OF THE OPERATION/PROCEDURE/TREATMENT
The doctor/health professional, who signs this Form, has explained the nature, effect/benel
and risks/complications of the operation/procedure/treatment to the Patient and/or the Patien
parent or guardian/the Patient’s legal guardian appointed under the MHO as set out below.
INDICATIONS FOR_AND THE NATURE AND EFFECT/BENEFITS OF Tk
OPERATION/PROCEDURE/TREATMENT

The Patient’s diagnosis/indications for the operation/procedure/treatment:

Name and nature of the operation/procedure/treatment for the Patient:

Sedation for Diagnostic and/or Therapeutic Procedures
The intended effect benefits of the operation/procedure treatment are:

Enable the doctor to perform the procedure smoothly and safely while you remain
sleepy, calm and still

GENERAL RISKS/COMPLICATIONS ASSOCIATED WITH AN OPERATIO
PROCEDURE/TREATMENT

Aspiration of gastric contents. airway obstruction, decreased breathing effort. hypox
unstable blood pressure and irregular heart beats, adverse drug reactions (including

allergic reaction which may be severe).

SPECIFIC RISKS/COMPLICATIONS AND RELEVANT TREATMENT OPTIONS

Specific risks/complications of the operation/procedure/treatment (including low probabil
serious consequence risks/complications) are:

There is a rare but serious risk of anaphylaxis and even death after conscious
sedation. Risks related to diagnostic and/or therapeutic procedure.

Other treatment options (including the option of no treatment) and their risks/complicatic

HOSPITAL AUTHORITY Admission/Clinic No. IDNo.__

CONSENT FOR OPERATION/ Name
PROCEDURE/TREATMENT Bo:  me  ibesTiama:
NOT REQUIRING ANAESTHETIST(S) i S i
The antecedent sedation '

PERSON(S) SIGNING THIS FORM

The Patient is named in the right hand top corner of this Form.

The person(s) signing this Form is/are:

(Please tick as appropriate.)

[] the Patient.

|:] the Patient who is a competent minor (see Note 2).

[] the parent or guardian of the Patient who is a minor.

[ the Patient’s legal guardian appointed under MHO with power to consent to treatment.

Name in Block Letters

HKID Card / Identity Document No.

Address

Phone No. (Day) (Night)

Relationship with the Patient (please tick as appropriate):
[ the parent or guardian of the Patient who is a minor.
[ the Patient’s legal guardian appointed under MHO with power to consent to treatment.

EXPLANATION OF THE NATURE, EFFECT/BENEFITS AND
RISKS/COMPLICATIONS OF THE OPERATION/PROCEDURE/TREATMENT

The doctor/health professional, who signs this Form. has explained the nature, effect/benefits
and risks/complications of the operation/procedure/treatment to the Patient and/or the Patient’s
parent or guardian/the Patient’s legal guardian appointed under the MHO as set out below.

INDICATIONS FOR AND THE NATURE AND EFFECT/BENEFITS OF THE

OPERATION/PROCEDURE/TREATMENT

The Patient’s diagnosis/indications for the operation/procedure/treatment:

Name and nature of the operation/procedure/treatment for the Patient:

The antecedent sedation (including oral +/- intravenous injection of drugs)

The intended effect benefits of the operation/procedure treatment are:

GENERAL RISKS/COMPLICATIONS ASSOCIATED WITH AN OPERATION/
PROCEDURE/TREATMENT

SPECIFIC RISKS/COMPLICATIONS AND RELEVANT TREATMENT OPTIONS

Specific risks/complications of the operation/procedure/treatment (including low probability
serious consequence risks/complications) are:

Facial flushing. Increased secretion. muscle twitching, nightmares, vomiting, hypoxia,
respiratory depression. hypotension, raised intracranial pressure, allergic reaction

Other treatment options (including the option of no treatment) and their risks/complications
are:

Other tr t options:
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Sedation for Diagnostic and Therapeutic Procedures:
What should you know?
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Introduction
This leaflet aims to provide you with the basic information about the sedation that you are

going to receive. If you have any questions about your sedation that are not covered in
this leaflet, please discuss with your doctor.

What is sedation?
Sedation is a process to make you sleepy and comfortable by administering drug(s)

during procedures that are often associated with significant discomfort. It enables the
doctor to perform the procedure smoothly and safely while you remain sleepy, calm and
still. After sedation, you may or may not be aware of what is going on during the procedure.
You may or may not remember the procedure when the sedative effects of the drugs have
worn off.

Who is responsible for your sedation?

The doctor who is responsible for your sedation will need to assess and prepare you
first. After giving you the sedatives, the doctor (and other health care providers) will
monitor your wellbeing while you undergo the procedure. He/She will also be
responsible for your recovery and discharge, and to manage any emergencies and
complications related to sedation.



Safety First

= Define a minimum standard for the
conduct of sedation
* Properly trained personnel

* No multi-tasking I.e. the person doing the
sedation and observation cannot be the
person assisting the procedurist

 Availablility of resuscitation equipment & drugs
In the suite

= Audit and Feedback



Sedasys Robotic Challenge
N Gohmonfolmon

FDA Grants Premarket Approval (PMA)
for the SEDASYS® System for
Healthy Patients Undergoing Sedation
During Routine Colonoscopy and
EGD Procedures

- Reduces risks associated with
oversedation, facilitates faster patient
recovery and increases physician
satisfaction -




Dig Dis Sei (2014) §9:920-927
DOI 10.1007/510620-013-2996.2

SEDASYS®, Airway, Oxygenation, and Ventilation: Anticipating

and Managing the Challenges

Basavana Gouda Goudra + Preet Mohinder Singh -
Vinay Chandrasekhara

Received: 31 October 2013/ Accepted: 10 December 2013 /Published online: 8 January 2014

@ Springer Science+Business Media New York 2014

Abstract In May 2013, the FDA (Federal Drug Admin-
istration) approved SEDASYS™, a device that enables non-
anesthesia physicians to provide mild-to-moderate sedation
to patients undergoing colonoscopy and esophagogas-
troduodenoscopy. SEDASYS®™ is the first among the
devices being built to provide computer-assisted person-
alized sedation. Although the intention of this approval is
to cut the anesthesia related expenses, it is likely to create
new challenges to the users—both clinical and adminis-
trative—that might even increase the cost, Deep sedation is
required frequently for a successful completion of the
procedure, which poses unforeseen challenges. The present
review aims to provide clear information to the users
reearding pre-procedure assessment., possible sedation

Background

Availability of effective sedative medications like propofol
has increased the number of gastrointestinal (GI) endoscopy
procedures performed around the world by enhancing the
acceptability among patients [ 1], The success of the colon-
oscopy screening program is in part attributable to short
acting sedative medications like propofol that leave minimal
hangover. However, the use of propofol comes at a signifi-
cant financial cost with added concerns regarding safety
[2, 3]. Until recently, in the United States, propofol was
administered exclusively by anesthesia providers in the
setting of GI endoscopy. However, the Food and Drug
Administration (FDA) has recently approved its use by non-
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The Switch

It’'s game over for the robot intended to replace
anesthesiologists

By Todd C. Frankel v 28 =

T

Tricia Kunkel, RN preps Lisa McLaughlin, 49, for a colonoscopy at the ProMedica Toledo Hospital on April 9, 2015. A dose of propofol is
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J&.J to Stop Selling Automated Sedation System Sedasys

Poor sales from a product that was opposed by anesthesiologists

By JONATHAN D. ROCKOFF ® 1 COMMENTS
March 14, 2016 5:08 p.m. ET

Johnson & Johnson is halting sales of its automated sedation system, a casualty of poor

sales and cost cuts by the health-product company.

The machine, called Sedasys, promised to automate a common procedure in hospitals and
doctors’ offices: sedating patients undergoing colon-cancer screenings. J&J saw great Discover more >

sales potential in a device that could improve care and reduce the costs of the

colonoscopies.
G_T_D The machine was considered an example of the .
commercial potential in introducing :
EJ cost-saving new technologies into a
= - :

- cash-strapped health-care system. But it also

Eamtsis became a symbol of the pushback companies

e AV can face in replacing humans with automation.
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