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UNAPPROVED

BOARD OF DENTISTRY

MINUTES OF THE REGULATORY ADVISORY PANEL ON THE

CONTROLLED SUBSTANCES, SEDATION AND ANESTHESIA REGULATIONS

TIME AND PLACE:

PRESIDING:

PANEL MEMBERS
PRESENT:

ESTABLISHMENT
OF QUORUM:

STAFF PRESENT:

OPEN FORUM:

PANEL DISCUSSION:

Friday, December 1, 2017

The meeting of the Regulatory Advisory Panel (RAP) of the Board of
Dentistry was called to order on Dacember 1, 2017 at 1:45 p.m. at the
Department of Health Professions, 9960 Maryland Drive, Suite 201,
Training Room 1; Henrico, Virginia.

John Alexander, D.D.S, Chair

David Sarrett, D.D.S.
Malinda Husson, D.D.S.
Jacques Riviere, D.D.S.
Carol Russek, JD

All members of the Panel were present.

Sandra K. Reen, Executive Director

Kelley W. Palmatier, Deputy Executive Director
Sheila Beard, Executive Assistant

Elaine Yeatts, DHP Policy Analyst

Ms. Reen gave the instructions for evacuating the bullding In cass of
emergency.

Dr. Alexander explained the Forum is an opportunity for speakers to address
their questions, concems and recommendations for the Board of Dentistry's
regulations. He noted that speakers have about five minutes to address their
concems. He then called on members of the audience who had signed the
attendance sheet to make their comments. Other members of the audience

also made comments. The franscript of the comments received are attached ic
these minutes.

Foliowing a brief break, Dr. Alexander asked the pane! how it would like to
proceed with s review. Discussion followed about topics that should be
considered in addition to the ones identified by the public.

Ms. Yeatts suggested the panel take time to go over the ADA guidelines and
our current regulations along with the transcript from the open forum,

After identifying a number of topics of interest, the panel agreed to defer
discussion of regulatory changes to a subsequent meeting in order to
review all the comments received. In addition, staff was asked to send the
full text of the Regulations Govering the Practice of Dentistry, the
American Academy of Pediatric Dentistry sedation guidelines and the
American Society of Anesthesiologists practice guidelines.



Virginia Board of Dentistry 2
Regulatory Advisory Panel Meeting
December 1, 2017

N ING: Ms. Reen noted that Friday, February 2, 2018 had been reserved ifa
EXT MEETIN second meeting was needed. The Panel agreed to meet that day.

With all business concluded, Dr. Alexander adjourned the meeting at

ADJOURNMENT: 3:44 p.m.
John M. Alexander, D.D.S., Chair o Sandra K. Reen, Executive Director
Date Date
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VIRGINIA BOARD OF DENTISTRY
REGULATORY ADVISORY PANEL

OPEN FORUM
ON CONTROLLED SUBSTANCES, SEDATION AND

ANESTHESIA REGULATIONS

Perimeter Center
9960 Mayland Drive
Richmond, Virginia

December 1, 2017

1:45 p.m.

BOARD MEMBERS:
John M. Alexander, DDS
Sandra K. Reen, Executive Director
David Sarrett, DDS
Malinda Husson, DDS
Carol R. Russek, JD
Jacques Riviere, DDS
Elaine J. Yeatts

Shiela M. Beard
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P.O. Box 14686 Newport News, Va. 23608
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TRANSCRIPT OF PROCEEDINGS

MR. ALEXANDER: Good afternoon everyone.
Welcome and thank everyone for coming. We're looking
forward to input from everyone.

ATTENDEE: Can't hear.

MR. ALEXANDER: Do I have to repeat that
again?

Welcome everyone. Thank everyone for
coming, and we certainly look forward to all the
input from the audience for this forum.

Before we get started, I would like Sandy
Reen to read you evacuation notes.

MS. REEN: 1In the event of a fire or other
emergency requiring the evacuation of the building,
alarms will sound. When the alarm sounds, leave the
room immediately following any instructions given by
security staff. To exit this room, go out of either
of the two doors —- three doors to my left. Turn to
the hallway that goes immediately outside that door
and turn left to the emergency exit door and proceed
to the back of the parking lot to the fence and wait
for instructions from security personnel.

If you need assistance exiting this room,

please let me know, and I'll make sure security

Boyle Reporting & Captioning Services, LLC
P.O. Box 14686 Newport News, Va. 23608
(757y 719-0279
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personnel are aware of your needs. Thank you.

MR. ALEXANDER: Okay, I would like the
people up here in front to introduce themselves
starting on the right-hand side.

MS. BEARD: Shiela Beard, Board Staff.

MS. YEATTS: Elaine Yeatts, Policy Analyst
for the Department.

MR. RIVIERE: Jacques Riviere, retired oral
surgeon.

MS. REEN: Sandy Reen, Executive Director
of the Board.

MR. ALEXANDER: John Alexander, board
member.

DR. SARRETT: David Sarrett, general
dentist, dean of D.C. School of Dentistry.

DR. HUSSON: Malinda Husson, pediatric
dentist and anesthesiologist in private practice,
Richmond, Virginia.

DR. RUSSEK: Carol Russek, citizen member
of the Board of Dentistry.

MR. ALEXANDER: I think we can get started.
This is an opportunity for us to hear you and your
concerns concerning the Anesthesia Regulations of the
Board of Dentistry of Virginia. You can come up here

and sit in that chair. You have approximately five

Boyle Reporting & Captioning Services, LLC
P.0O. Box 14686 Newport News, Va. 23608
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5




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

minutes to tell us your concerns. This is not a time
for us to discuss with you. We will be discussing
what you say at this point a little later on in the
afternoon. So Ms. Reen

MS. REEN: Ms. Beard is getting the sign-in
sheet now.

MR. ALEXANDER: When you come up here, Jjust
give us yoﬁr name, and if you have a specialty or
general dentistry or nursing, whatever it is, Just
let us‘know what you're speaking for and whether you
represent a specific organization or not.

Okay, I'm going to call the first one on
the list, and it's Amanda Kerns?

MS. KERNS: And I'm going to waive the
right to talk. I'm just going to listen for a while
if that's okay, Mr. Alexander.

MR. ALEXANDER: If at the end you feel like
you want to say something, you're welcome to.

Jon Shneidman.

MR. SHNEIDMAN: I do have a question, sir.
As a general dentist, I do a lot of oral surgery. As
a general dentist, I do a fair amount of oral
surgery, and I'd like to know what the Board's policy
is on giving narcotic pain medication post-op?

Specifically, I've been kind of told

Boyle Reporting & Captioning Services, LLC
P.O. Box 14686 Newport News, Va. 23608
(757) 719-0279
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through the grapevine that we are not to give
Percocet anymore and we're to limit the amount of
Percocet. Well, I don't even give Percocet anymore.
I'm giving Vicodin and Norco, but I want the Board's
input on what's considered appropriate treatment when
you're taking out multiple teeth.

Also, I see a lot of emergency patients who
are in pain. And as you know, because of the
epidemic, the opiocid overdose epidemic, what standard
of care does the Board expect us to feollow? I want
your guidance on what is considered reasonable to
give somebody who comes in, has abscess teeth or
needs multiple extractions.

Because, like I say, my guidance is I'm not
giving out Percocet anymore. I'm going to Norco and
Vicodin, and I'm limiting the number that I'm giving.
Before I was giving like 20, 20 Percocet out and I'm
not doing that anymore. I want your input into what
is considered by the Board of Dentistry the standard
of care concerning that issue.

MR. ALEXANDER: I appreciate your question.
This is a forum so we're not going to be able to
discuss that with you, especially this is a forum on
anesthesia. We do have new regulations on opioids,

and if you read that, it is pretty clear what you
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need to do in giving patients medications for
postoperative pain and so forth. So I think if you
follow those guidelines...

If you have any specific questions, you can
contact the Board and we'll be able to discuss that
with you.

MR. SHNEIDMAN: Thank you very much, sir.

MR. ALEXANDER: Do you have anything to say
about anesthesia?

MR. SHNEIDMAN: No, that was all I wanted
to say.

MR. ALEXANDER: Al Stenger.

DR. STENGER: Good afternoon. I'm Al
Stenger, as you've heard. I am a general dentist
here in Richmond, Virginia, and I practice with two
other dentists.

I've come to comment on the implications of
the sedation regulations on access to care for people
that have disabilities. Some background. Our dental
practice has provided care to people with
disabilities for some 40 years since James Schrader
started this practice in the 1970s. Currently we
average over 50 adult special needs patient visits
per month. These visits range from preventive care

to basic restorative and surgical care.

Boyle Reporting & Captioning Services, LLC
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Some special needs patients can receive
care with simple attention to their needs; others
need various levels of sedation, as you can imagine.
We provide a range of services in this area. Even
going to the operating room with general anesthesia
is required to complete their needed dental care.

We have concerns in three areas we'd like
the Board to consider. They all involve access to
care.

No. 1: The current regulations make it
difficult to provide cost-effective preventive
services under mild sedation if this routine service
cannot be provided by a dental hygienist under
general supervision. Many of these patients simply
need a bump in their routine benzodiazepine
medication prior to their visit or maybe need a low
dose benzodiazepine to lower their anxiety level.

We'd like clarification from the Board as
to whether this is considered mild sedation and
whether a dental hygienist can deliver the care under
this circumstance under general supervision with a
dentist present in the building, not in the room.

As you can imagine, if this is not
possible, then the cost of delivering routine

preventive care to patients who need a very mild form

Boyle Reporting & Captioning Services, LLC
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of benzolysis will be elevated by raising the cost of
accessing this care to a population who generally can
least afford it.

As you can imagine, a lot of these people
need to come three and four times a year to maintain
their health.

No. 2: Regarding monitoring of patients
with disabilities undergoing moderate conscious
sedation, there are some considerations we'd like the
Board to think about. When a special needs patient
needs a level of sedation such that monitoring with
standard BP pulse ox monitoring equipment is
indicated, that doesn't necessarily mean that
monitoring is simple or straightforward.

Many times we can provide appropriate
dental care with sedation while the patient still
moves their hands and arms uncontrellably. Sometimes
their head also moves from time to time, but we can
still deliver appropriate care.

The problem comes when managing the
monitoring takes more efforts than managing the
patient or the procedure. We're wondering how many
hands it will take to stabilize the patient who is
moving a little, stabilize the monitor, thinking in

terms of capnography here, and deliver the dental
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care. There is only so much room available at the
patient's head.

We would ask the Board to consider that the
monitoring requirements might make it necessary to
take these patients to the operating room where
general anesthetic would be required.

It's our opinion this would expose many of
these patients to unnecessary medical risk, as well
as elevate the cost of care to levels that will limit
access to care.

No. 3: Our experience is that many people
with disabilities have a very difficult time
accessing dental care, especially in a dental office
in their local community. We believe this to be the
case because of the stories they tell us. We don't
have any empirical evidence to share with you all,
but we do have a concern that the sedation
regulations are not helping.

We believe many special needs patients
could safely and appropriately receive most of their
dental care, particularly routine dental care,
preventive services in the dentist office near their
home.

We believe those who need very mild

sedation are facing barriers, some of which are due
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10

to regulation, sedation regulations.

In sum, we'd like the Board to consider
what impact these regulations have on access to care
for people with disabilities. We believe that our
society should work to integrate people with
disabilities fully into our communities, including
being able to receive cost-effective routine
preventive dental care at a general dental office
nearby.

I thank you all for your consideration of
these matters.

MR. ALEXANDER: Thank you very much.

Okay, Stuart Broth.

MR. BROTH: I have no comment at this time.

MR. ALEXANDER: Lisa -- Carl Atkins.

MR. ATKINS: I also have no comment at this
time. I reserve the right to talk later.

MR. ALEXANDER: Certainly, if you'd like at
the end.

Lisa Turner.

MS. TURNER: I have no comment at this
time.

MR. ALEXANDER: Benita Miller.

MS. MILLER: I'll be quick.

MR. ALEXANDER: Take your time.

Boyle Reporting & Captioning Services, LLC
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MS. MILLER: I just want to thank this
panel and the Board for having an open forum and
working towards making the regulations as clear as
they can be, because we as dentists want to do the
best we can for our patients and comply with the law
as best we can. So thank you for doing that. I just
wanted to say that.

I do have a question under the minimal
sedation. It's Jjust a little confusing in terms of
the role of the hygienist. So it would be on Page 6
18VAC —- well, 280 "Administration of Minimal
Sedation™, letter C, "Delegation of Administration",
and then under that D, "Dental hygienist with the
training required only for administration of nitrous
oxide/oxygen with the dentist present in the
operatory."

So I'm a little unclear, because on Page 5,
it allows the hygienist to administer nitrous oxide
under indirect supervision. So in other words, the
dentist is in the office but not in the operatory.
But then on Page 6, it's saying the dentist must be
in the operatory. So to me that conflicts with what
we already have in place in 5.

And then item -- under C, item or No. 3, it

says "If minimal sedation is self-administered by or
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P.O. Box 14686 Newport News, Va. 23608
(757) 719-0279

13




10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

12

to a patient 13 years of age or older before arrival
at the dental office or treatment facility, the
dentist may only use the personnel listed in
Subdivision 1 of this subsection to administer local
anesthesia.”

So I guess my question is: <Can a hygienist
give local anesthesia to a minimally sedated patient?
I mean, I know you can't answer that but that's just
a point of clarity.

And I think that was the main -- the two
main points. |

MR. ALEXANDER: The question is: Can a
hygienist give local anesthesia for minimal sedation?

MS. MILLER: Yes.

And then sort of subsequent to that, you
know, is it -- since nitrous oxide can be used as a
way to provide minimal sedation and hygienists are
allowed to treat a patient under the influence of
nitrous oxide, if a patient had taken, say, a very
low dose of a Benzodiazepine and, again, they were
minimally sedated, is a hygienist allowed to clean
that person's teeth, clean that patient's teeth with
the dentist in the office but not necessarily in the
operatory? I guess my hope would be, yes, that would

be the case.

Boyle Reporting & Captioning Services, LLC
P.O. Box 14686 Newport News, Va. 23608
(757) 719-0279

14




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

13

And that's all I have to comment on.

MR. ALEXANDER: Sort of the same question
about the dentist having to actually be there?

MS. MILLER: Correct. That's it.

MR. ALEXANDER: Thank you very much.

Tom Padgett.

MR. PADGETT: 1I'm going to waive my right
to speak.

MR. ALEXANDER: Cathy Harrison.

MS. HARRISON: No comment at this time.

MR. ALEXANDER: Michele Satterlund.

MS. SATTERLUND: Good afternoon. Michele
Sutherland on behalf of the Virginia Association of
Nurse Anesthetists. I'm a lobbyist for McGuireWoods
Consulting.

First of all, I want to thank you all for
having us here this afterncon. We applaud youf
efforts to take a look at the Anesthesia regulations
and find out if there are opportunities to make them
simpler, more efficient and more in compliance with
the statutory requirement.

So I have two comments actually, specific
to CRNAs in the Anesthesia regulations. The first
deals with the terms that are used in describing the

relationship between the dentist and the CRNA.
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In the regulations, the term is used
"medical direction and indirect supervision." I
think back when these regulations were written, those
were the terms used in the code. Those are no longer
the terms used in the code and there's no definition
of what those mean. So our comment would first be to
eliminate that language.

And because the code already mandates
supervision for CRNAs, whether that's via physician,
podiatrist or a dentist, we would say it's
unnecessary to have any descriptor related to the
CRNAs. So just to avoid confusion, eliminate those
terms.

MS. BEARD: This is her handout.

MS. SATTERLUND: I'm sorry, I apologize. I
know there is an echo. Is this echoing to all of
you?

MR. ALEXANDER: That's fine.

MS. SATTERLUND: We have submitted
comments, that I don't know if they've been passed
around, but I have written detail about the exact
regulatory provisions that I'm discussing here.

The second concern I want to bring up, and
this is 290, 291 and 301, and I didn't write 301, but

each of these sections says that in accordance with
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the statutory requirement, and I think the enabling
legislation was passed in 2012, that no dentist may
administer anesthesia or sedation unless the dentist
has a permit.

And then that section of the regulations is
in keeping with the code requirement, but what's
confusing them is if you go later into those same
regulatory requirements, it says that a dentist
without a permit may use an anesthesiologist or a
qualified dentist in a dental office.

And the code is very precise and
unambiguous, and I feel that that allowance, that
exception is contrary to what the code allows. The
code says, "The Board shall require any dentist who
provides or administers sedation or anesthesia in a
dental office to obtain either a conscious/moderate
sedation permit or a deep general anesthesia permit.”

Interestingly, the code makes the
distinction between provide and administer. I looked
up in the dictionary what provide means. It means to
make available. Administer means to apply. So when
I read this, the General Assembly intended that that
requirement to be served in two different instances
and makes no exception for allowing another

anesthesia provider to practice in the dental office
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unless that dentist has a permit.

So our recommendation, if you read our
comments, is just to follow the statutory
requirement, use the words that are used in the
statute, provide rather than employ, which is what
the regulations use, and cause confusion.

Do you have any questions? Was that clear,
what we're trying to explain here?

MR. ALEXANDER: I think so, but I think we
should read this over and look at that carefully.

MS. SATTERLUND: Thank you. And if you
have any questions, I am here to serve as a resource,
and I appreciate your time this afternoon.

MR. ALEXANDER: Thank you very much.

That's the end of the list that I have
here. You don't have to be on the list if you really
need to say something in this, for this. Any input?

MR. GLAZIER: Thank you all for having this
open forum today and for your time. My name is
Thomas Glazier. I am a periodontist in private
practice here in Richmond, Virginia.

I'm asking the Board to provide a little
clarification in the language. If you look at
Page 3, it should be under the "General Provisions"

part under "Pediatric Patients", which is stated in
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several areas of this regulation, that "No sedating
medication shall be prescribed for or administered to
a patient 12 vyears of age or younger prior to his
arrival of the dentist office or treatment facility."

I would like a little clarification in the
language. The way I read this, it says, "No sedating
medication shall be prescribed for." If you Jjust
ignore the administer part, which makes sense to me,
but what does not make sense is how you prescribe for
a patient 12 years of age, period. The way this
reads, it sounds like you can't prescribe to them
until they get to the dental office, which just does
not make sense the way I'm reading this.

MR. ALEXANDER: This is one of those
sentences you have to read a couple times.

MR. GLAZIER: Sure, absolutely.

MR. ALEXANDER: We'll certainly look at
that and make it so there's no question.

MR. GLAZIER: On that same note, if you
look further on Page 9 under VAC60-21-291 under
No. 3, there is a distinction here between the age of
13 years of age or older, which is a clear-cutoff to
me that they are 13 years, zero days old. Whereas,
under the next part, it again refers to a patient 12

years of age or younger. So what I'm wondering is
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where does a person stand if they're 12 and a half
years old?

MR. ALEXANDER: Good point.

MR. GLAZIER: Lastly under the
administration of nitrous oxide, on Page 6 under
"Discharge Requirements" and, again, this is just the
administration of nitrous oxide under postoperative
instructions, it says that "They shall be given
verbally and in writing." Does this apply to routine
hygiene appointments with the use of nitrous oxide
being administered by a qualified dental hygienist?

DR. SARRETT: Tom, what section is that?

MR. GLAZIER: So it would be under
18VAC60-21-279 "Administration of local and of only
inhalational analgesia nitrous oxide."™ And then that
would be under letter G, "Discharge Requirements”

No. 2.

So I understand that verbally but in
writing is my question for appointments that say or
just routine recall appointments utilizing nitrous
oxide. Thank you all for your time.

MR. ALEXANDER: Thank you very much.

MR. GLAZIER: Have a great day.

MR. ALEXANDER: Dr. Pirok.

DR. PIROK: Good afternoon. I am a
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practicing oral surgeon in Saluda, Virginia, and I'm
here to advocate. I am a member of the Community
Service Boards and member of the Association of
Community Service Boards, and I'm speaking about the
CSBs, not for them.

There are approximately 30,000 staff
members, and we are by statute commissioned to be
concerned about mental health, intellectual and
developmental disabilities and substance abuse.

My first advocacy is for the revived
program. The revive program is a combination of the
Health Department and the Community Service Boards,
and this revive program advocates that lay people
prepare themselves to deal with overdoses that may or
may not occur in the office or near the office. With
3,000 hygienists, approximately, and 6,000 dentists,
that could be a formidable force to be available to
correct an overdose, particularly with the opioids.
Approximately six dental patients die a day in
Virginia from overdoses.

Now, you may say how is that, but everybody
needs a dentist. It's universal, and so I would
visualize the people dying from overdoses of opioids
would be dental patients.

I recommend careful and continued

Boyle Reporting & Captioning Services, LLC
P.O. Box 14686 Newport News, Va. 23608
(757) 719-0279

21




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

20

preparation for emergencies in the dental office.
And I see this as one aspect of it.

General anesthesia and IV sedation should
be used by the provider only if it is the last
resort, such as the care of children, and not be a
provider moneymaker.

I recommend that the provider attest on the
anesthesia record that no other alternative pain
control option was available and that active
promotion of IV or inhalation treatment did not
occur.

Postoperatively, only minimum amounts of
opioid medication be prescribed unless the patient
clearly has a medical indication for those agents.

I also advocate that the medical history be
expanded to include mental health and chemical
dependency questions to aid the provider in
supporting prevention. 80 percent of the heroin
overdoses were first alcoholics, and we as dentists
can make, through our inquiries, an assessment as to
whether chemical dependency exist in that dental
patient. I thank you.

MR. ALEXANDER: Thank you.

Okay, yes.

DR. WONG: Hello, my name is Jonathan Wong.
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I am a dentist anesthesiologist, and I want to talk
just more in generalities regarding preoperative,
perioperative, postoperative vital signs and some of
the monitoring techniques that we use.

Really the argument on a national level and
local level has been about access to care versus
patient safety.

Now, with the latest ADA guidelines that
came out in 2016, the ADA has moved much more
aggressively to mirror the American Society of
Anesthesiologist guidelines, which I think should be
applauded, because most anesthesia providers, whether
that's a nurse anesthetist, dental anesthesiologist
or MD or DO anesthesiologist, use that as the gold
standard.

Where there is a lack of those guidelines
tends to be in the minimal sedation realm, because
that's something that is more or less unique to
dentistry.

Having said that, the ADA's guidelines
recommend using a maximum recommended dose for oral
medications. And those maximum recommended doses are
doses that are allowed for patients to take without
any monitoring. So with those ADA guidelines, they

recommend that pulse ox may be a beneficial
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monitoring device for that minimal sedation scenario.
And I believe that that's warranted and recommended
because one of the major tenets of all of this is
that patients may go into a deeper level of sedation
than originally intended.

Now, with the new 2016 guidelines, the old
terminology of being able to rescue one level deeper
than what was intended to be delivered is now gone.
And I think that's a good idea because anything that
we do, whether it's oral sedation, IV moderate
sedation, has the ability even as a single agent to
get us as deep as general anesthesia. And that's
kind of where that links to the opioid crisis.

For example, someone can use simply Jjust
narcotic and get themselves to the point that they

are basically in general anesthesia and needing an

alrway rescue and that's how they overdose.

Sc having said that, I think that those
things are good things. I think the new educational
guidelines that require you to be able to rescue
deeper levels at all levels is a very important thing
to enforce.

So, for example, moderate sedation permits
should prcbably not be obtained as they were in the

past with just oral sedation experiences. And that
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has been reflected in the new update to the 2016
educational guidelines that show that a practitioner
must be able to show IV or IO competency and access.

Having said that, I'm going to focus now
more on vital signs, which you guys have been asking
about. Capnography is a very important part of what
anesthesiologists monitor. And we can argue that
will things like --

MR. ALEXANDER: Dr. Wong, we want a
clarification of the last statement.

DR, WONG: Okay. I'm sorry, before I went
into the wvital signs?

MR. ALEXANDER: Yes.

DR. WONG: So in the 2016 educational =--

DR. SARRETT: Earlier in your comments you
said the requirements to be able to rescue one level
deeper were removed but then you said that they are
in the educational guidelines. I'm Jjust looking.

DR. WONG: Yes, I'm sorry. One level deep,
the old guidelines used to say you had to be able to
rescue one level deeper.

DR. SARRETT: Which guidelines?

DR. WONG: The old educational guidelines

on sedation from the ADA.

DR. SARRETT: The educational guidelines.
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DR. WONG: Educational guidelines, and they
have removed that. Now it says that you should be
able to rescue from any aspect of complication that
might arise from your sedation. So if you're, say, a
moderate sedation provider, you should be able to
rescue someone who goes into deep sedation or even
general anesthesia. So you need to at least have the
training to appropriately use a bag mask, an LMA or
endotracheal tube to rescue that person.

Before it was, oh, if you're doing minimal
sedation, you should be able to rescue someone with
basically a jaw thrust in case they went to moderate
sedation. So that's where that has changed.

MR. ALEXANDER: That's changed for good.

DR. WONG: It is a good change, and I
recommend in my opinion that we mirror that, and the
Board has always done that, kind of mirrored what the
updates were with the ADA recommendations or
guidelines were.

MR. ALEXANDER: Okay.

DR. WONG: Any other questions about that?

MR. ALEXANDER: I'm sorry.

DR. WONG: No, please. I know I covered a
lot in that. Any other questions about that?

DR. SARRETT: I just wasn't sure if you
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were in favor or not in favor.

DR. WONG: Definitely in favor. Definitely
in favor of it. Thank you.

As far as vital signs monitoring, our
regulations are a bit nebulous, and people have asked
what exactly should we be monitoring for each of the
levels of anesthesia or during the perioperative
period, the intraoperative period and the
postoperative period. And I don't know what the
right answer is for that. I think it is very, very
patient dependent, but at the same time we need to
stress patient safety.

So by prescribing basic things like the
standard ASA or American Society of Anesthesiologist
monitoring is probably a good thing, which includes
capnography. However, the question then really
becomes pre-op.

I see a lot of special needs children and
adults who are extremely combative, sometimes
wouldn't even get out of the car. Are you going to
be able to get preoperative vitals signs on them?
No. We do a preoperative exam, often in the car,
listening to their lungs, trying to look in their
mouth. We're not going to get any better than that.

I'm not going to get a blood pressure on them.
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Oftentimes I can't get a reliable pulse ox
reading because the kid is doing this or throwing it
across the car or not even letting me touch him. So
that would severely hamper our access to care for
those patients. However, intraoperatively,
absolutely everything should be monitored, including
capnography.

One gentleman, not to be disrespectful,
said, look, it's more equipment; it's more that you
have to have area for. 1It's really a nasal cannula
or a small little gas sampling line that hooks to a
nasal hook. It's not that much more difficult. It
is an added expense but it is something in our
current regulations you have to have available anyway
so why not use it.

The next part of things becomes the
postoperative period, and this can be rather
difficult, because if we say all monitoring must be
performed, sometimes blood pressure monitoring on
young kids as they're waking up is not very accurate
and it's also not very beneficial. The reason being
that the kids are moving around so we are not getting
an accurate blood pressure; it's making them more
agitated by squeezing their arm repeatedly.

And the final thing is that these children,
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especially at that age, are very rate dependent,
meaning that their blood pressure is based on their
current heart rate. So if we're monitoring pulse ox
and therefore heart rate and we're monitoring that in
the immediate postoperative period, we really don't
need to be monitoring those additional criteria once
they've met kind of what we call phase one discharge
criteria, meaning that they don't need the one-on-one
relationship with the anesthesiologist anymore. At
that point they go to my RN often. At that point we
really don't need quite as much, I hate to say
invasive because it is noninvasive, but that type of
monitoring still.

The final thing that we have also noticed
in here is it also said that those should be
monitored until discharge, but it's not clear whether
that's discharge criteria being met or the patient
actually being discharged from the office. Because
sometimes discharge criteria is met.

In my patient population, Medicaid and
Medicaid cabs, sometimes we'll wait three hours for
the Medicaid cab to show up. That means I have to
have my RN sit with them for three hours when I could
have, you know, a dental assistant sitting with them

after they no longer need any monitoring.
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In fact, at this point they are often
playing games in the waiting room, eating a Popsicle
and everything, yet still I have my RN telling them
hold still because I need to get additional vitals
and everything. Those things we are not sure.

MR. ALEXANDER: Basically you want us to
look at the monitoring and to be sure that it's
clear, and obviously when you have a patient that's
not cooperative, you know, you are going to have to
use your own Jjudgment.

DR. WONG: Absolutely. And I think that a
lot of that is just using good judgment from a
provider. The problem is that sometimes it's
cumbersome. Sometimes people need those regulations
in place to make sure that they are doing what's
appropriate.

MR. ALEXANDER: Well, thank you very much.

DR. WONG: I appreciate your time.

MR. ALEXANDER: Excellent points.

We have time for anymore input from the --

DR. STENGER: 1Is it appropriate I can ask
the gentleman a question? One of the things we
struggle with is the definitions of moderate rate —-

MS. REEN: Dr. Stenger, we éan‘t hear you.

DR. STENGER: ©One of the things that we —-
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and it's become clear, you know, with the comment I
just heard. One of the things we really struggle
with is the definition of this mild, moderate deep
sedation. And where we're having trouble, you know,
is the patient that's moving around that we can still
do treatment on. You know, we may consider it
moderate sedation because of the medication we gave
them but they're still pretty resistive, and we don't
necessarily want to bring them any deeper. You know,
if we are going to bring them deeper, we are going to
take them to the OR. So this is where we have our
issues with the capnography and even all the
monitoring.

So 1f the previocus gentleman, I understand
what he's saying, you know, if you are willing to put
that person into a deeper level, a deeper state, then
of course monitoring becomes easy. But what we're
trying to do is work with the public and with the
limitations that they have financially and with our
ability to safely treat them at a lower level of
sedation. I mean, heck, it may even be considered
mild sedation. A lot of these folks are on chronic
benzos and they are resistant to medications and they
are moving around quite frankly.

So where we're struggling is as the
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regulations become more —-— you know, I know you're
trying to clarify, but as they become a little bit
more strict, they are really making it difficult for
us to do what we have done for 40 years safely for a
large population of disabled folks in our office.
Maybe that's the way the stéte wants us to go and the
public. Maybe that's the right way to go, but I
don't know. I don't think it's going to improve
access to care. And I know the gentleman mentioned
that was an issue.

So I don't know if it's better to clarify
the -- I mean the bottom line, experienced doctors,
we know what we're doing. We've been doing it for a
long time. I know you guys see a lot of folks who
have had trouble, and it would help to clarify, but I
don't want to —-- caught in all the clarifications and
all the safety, I don't want to see us back to the
days where people with disabilities are taking to the
operating room routinely for easy basic dental care.
Thank you.

MR. ALEXANDER: Appreciate your comments.

DR. WONG: Mind if I reply to that?

MR. ALEXANDER: Sure. This is the last

one, though.

DR. WONG: Just as a quick reply to that,
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One of the first things is defining those different
levels of sedation. And the American Society of
Anesthesiologists has defined that very well. And
the new ADA guidelines for the use of sedation and
general anesthesia by dentists actually does define
that very specifically.

So going back to looking at that, I think
that we do get some answers there and perhaps it's
just a matter of adopting that specifically.

Now, movement itself does not determine the
level of sedation. It's purposeful movement. It is
actual intent for a behavior. So moderate sedation
when it's performed, just repeated verbal stimuli or
even Jjust regular verbal stimuli should elicit a
response that is purposeful from that patient. So if
I say Dr. Alexander, you would say oh, what? And
that is moderate sedation.

Now, if I have to tap you multiple times
and give you multiple verbal stimuli, that's deep
sedation. If you don't respond to tactile stimuli,
that's general anesthesia. It's not based on
movement. Because even under general anesthesia, if
I don't use local and I prick someone's hand and I
have not paralyzed them, they will withdraw and move

from it, and that will happen as a spinal reflex. So
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therefore it is not the movement that determines
these things. It's actually as the new ADA
guidelines recommend.

Now, in regard to access to care,
completely agree, and that's where we were talking
about that balance of patient safety and access to
care. And oftentimes, yes, people can be treated,
especially special needs patients, with either oral
sedation, oral conscious sedation or IV moderate
sedation. Yet sometimes they don't and aren't able
to do that. That doesn't necessarily mean they have
to go to the OCR.

For example, in my facility, we have this
happen all the time. Patients are appointed to go to
the OR. Their medical insurance doesn't cover it.
They come in and they say I was quoted a $12,000 bill
to go in my area CHKD's Ambulatory Surgery Center.
They come into us. Our facility is a category one
med gas certified facility, so we are allowed to do
general anesthesia. We're certified the same as one
of these ambulatory surgical centers; vyet they pay
1,200 bucks, sometimes less than that if they have
insurance.

I mean, one of these patients came in and

was quoted yesterday I think $5,000 to do all the
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work, went through, had two insurances, and ended up
paying I think 300. Same thing with Medicaid. So
the access to care is possible. It's there. 1It's
just changing the way we think about things, and
sometimes that's, you know, updating standards.

The American Society of Anesthesioclogists
dealt with this in the '80s and '90s. We, as
anesthesiologists, morbidity and mortality from
anesthesia was high, and they had to change the way
they thought and what the standard should be. And
what they did is they went to the airline industry
and started looking at safety checks. And those
safety checks helped improve anesthesia from being
one of the most dangerous procedures in the hospital
to one of the safest.

And I think doing the same thing on the
dental side of anesthesia is important. And I think
that we do have to balance both of them, but patient
safety should always be paramount.

MR. ALEXANDER: Absolutely, thank you.

Any other?

MS. CARNEY: Hi, good afternoon. I am
Jacqueline Carney. I am a pediatric dentist and also
dental anesthesiologist. I also submitted the

petition for clarification about the guidelines that
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were proposed on sedation and anesthesia.

I think I have the impression that if we
have patients that aren't cooperative for the vital
signs that are listed to be obtained, that merely
documenting that in our records is sufficient
representation of our attempt to meet the guidelines
that are listed. And I would hope that that would be
taken into consideration by all of the practitioners
and by all of the people on the Board of Dentistry
for a case that were to come forward.

My concerns with the petition that I
submitted is that based on the current writings, I
can't tell what vital signs you would like for me to
obtain during each of the three important parts of a
sedation or anesthesia. In my mind, there is a
perioperative period before we provide any treatment
to the patient —-—- or a preoperative period before we
provide treatment, a perioperative period where we
are providing treatment and then a postoperative
period.

And in many of the paragraphs that were
written about each of the stages, minimal sedation,
moderate sedation, deep sedation, and general
anesthesia, the criteria changed. And in some of

those categories, they aren't even listed. Pre-op

Boyle Reporting & Captioning Services, LLC
P.O. Box 14686 Newport News, Va. 23608
(757) 719-0279

36




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

35

has one set, post-op has a different set and nothing
is listed for the perioperative period.

I want to be able to get the vital signs
because that helps keep the patient safe, but I also
want to meet the criteria, and I can't do that with
the way it's currently described.

I have the same concerns that Dr. Wong
brought up about the statement of staff remaining
with the patient until discharge. It's not uncommon
at all in our practice that the patient clinically
has met discharge criteria and despite our repeated
statements to the parents that they don't leave the
office, they're out running errands or they have gone
to pick up four other children from school.

And I have an assistant that right now is
stuck with the patient who is back to baseline, but
because I don't know what the Board is really asking
of me and my staff with the current definitions, I
don't know whether or not I can allow that staff
member to move on to other things.

Additionally, one other point that I
haven't heard mentioned today is the vital signs for
the blood pressure to be obtained for nitrous oxide
before and after, and I haven't been able to find any

other state that has that requirement. I can't find
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literature either to support the need for that.

Blood pressure tends to be the most
unreliable vital sign that you can obtain
particularly in a patient that is anxious, which is
an indication for the use of the nitrous oxide. So
I'm hoping that that can be taken into consideration
as well. It is a very difficult vital sign to get on
an anxious pediatric patient at any point of the care
process.

I appreciate the time you guys are giving
to all of this to help us understand better what it
is you believe we should be doing so that we can meet
those guidelines and criteria. Thank you.

MR. ALEXANDER: Thank you. Appreciate your
comments and the material that you submitted to us a
while ago.

Any other comments from the audience?

Okay, I think at this time if there's nothing
further, I think we can take a little break and in a
couple minutes we'll come back and begin the portion
where the actual RAP or the Regulatory Committee will
address some of these issues and discuss this whole
change and try to make things a little clearer. And
that's mainly what we would like to do.

We would like to let you know that we do

Boyle Reporting & Captioning Services, LLC
P.O. Box 14686 Newport News, Va. 23608
(757) 719-0279

38




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

37

listen to you, and we like to make things easier for
you and understandable. Somebody said it, obviously
patient safety is paramount. We'll come back in
about ten minutes.

(Thereupon, the proceedings concluded at

2:41 p.m.)
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VANA Jrms

Virginia Association of T B
Nurse Anesthetists CRRA
December 1, 2017

Ms. Sandra Reen

Virginia Board of Dentistry
Dept. of Health Professions
Perimeter Center

9960 Mayland Drive
Richmond, VA 23233-1463

Re:  Open Forum Review: Part VI of the Regulations Governing the Practice of Dentistry on
Controlled Substances, Sedation and Anesthesia

Dear Ms. Reen,

On behalf of the Virginia Association of Nurse Anesthetists (“VANA”) I am pleased to provide comments

regarding Part VI of the Regulations Governing the Practice of Dentistry on Controlled Substances,
Sedation and Anesthesia (“the Regulations™).

VANA represents the more than 1900 certified registered nurse anesthetists (“CRNA”) who practice in
every setting in which anesthesia is delivered in Virginia, including hospital surgical suites, outpatient
surgery centers, and of course, dental offices.

VANA applauds the Board of Dentistry (“Board”) for its efforts to ensure the Regulations are in
compliance with Virginia’s statutory requirements and reflect today’s anesthesia practice environment.
We look forward to working with you on this important matter.

1. 18VAC60-21-270 and 18VAC60-21-280

Under Virginia Code §54.1-2900, CRNAs are defined as advanced practice registered nurses who are
jointly licensed by the Board of Medicine and Nursing and practice under the supervision of a doctor of
medicine, osteopathy, podiatry or dentistry. Neither the Virginia Code, nor the regulations promulgated
by the Joint Boards of Nursing and Medicine governing nurse practitioners, require that the supervising
physician or dentist be trained in anesthesia delivery, nor do these laws require the supervising provider
to be located on-site during the delivery of anesthesia care.

In contrast, 18VAC60-21-270 and 18VAC60-21-280 require the CRNA to practice under the “medical
direction and indirect supervision” of the dentist. Because Virginia Code already prohibits CRNAs from

a1
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practicing without the supervision of a dentist, the Board’s use of “medical direction and indirect
supervision” is unnecessary and does not accurately reflect the statutorily mandated relationship between
dentists and CRNAs. VANA recommends the Board eliminate the use of the terms “medical direction
and indirect supervision.”

2. 18VAC60-21-290 and 18VAC60-21-291

18VAC60-21-290(A) prohibits a dentist from employing or using conscious or moderate sedation in a
dental office unless the dentist has been issued a permit. This is in keeping with the enabling statute,
Virginia Code §54.1-2709.5, which states (emphasis mine):

“A. Except as provided in subsection C, the Board shall require any dentist who provides or
administers sedation or anesthesia in a dental office to obtain either a conscious/moderate sedation
permit or a deep sedation/general anesthesia permit issued by the Board. The Board shall establish
by regulation reasonable education, training, and equipment standards for safe administration and
monitoring of sedation and anesthesia to patients in a dental office.

The word “provide™ is precise and unambiguous and is defined by Collins World English Dictionary as
“to put at the disposal of, furnish or supply.” Merriam-Webster defines “provide” as “to supply or make
available” and further defines “administer” as “to provide or apply” or “to give remedially.”

While the statute makes no exception and requires “any dentist who provides or administers sedation or
anesthesia in a dental office” to obtain a permit, 18VAC60-21-291(A)(1) goes beyond what is statutorily
authorized and allows a dentist who does not hold a permit to use the services of a qualified dentist or an
anesthesiologist to administer sedation in a dental office.

So as to avoid confusion and to better ensure compliance with the Virginia Code, VANA recommends the

Board amend 18VAC60-21-290(A) and 18VAC60-21-291(A)(1) to reflect the exact words of §54.1-
2709.5:

18VAC60-21-290(A):  “A. After—Mareh 31,2013, ne No dentist may provide employ or
administer use conscious/moderate sedation in a dental office unless he has been issued a permit
by the board....”

18VAC60-21-291(A)(1) “A dentist
sedation shall enli~use the-service

who does
administer such sedation in a dental

oo o
O Saeiss

not hold a permit to administer conscious/moderate

< Ot

office:”
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3. _18VAC60-21-300 and 18VAC60-21-301

See comments 1. and 2. above.

Again, we thank the Board for its efforts and we urge your consideration of these amendments.
Sincerely,

/s/ Jerrol Wallace

Jetrol Wallace

President

Virginia Association of Nurse Anesthetists

cc: Michele Satterlund, McGuireWoods Consulting
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CHAPTER 21
REGULATIONS GOVERNING THE PRACTICE OF DENTISTRY

Part 1. General Provisions.

18VAC60-21-10. Definitions.

A. The following words and terms when used in this chapter shall have the meanings ascribed to
them in § 54.1-2700 of the Code of Virginia:

"Board"

"Dental hygiene"

"Dental hygienist"

"Dentist"

"Dentistry"

"License"

"Maxillofacial"

"Oral and maxillofacial surgeon”
B. The following words and terms when used in this cha owing meanings

"AAOMS" means the American Ass
"ADA" means the American Dental A ¢
"Advertising" means a.

1s or method for the purpose of
setvices, treatments, operations, procedures, or
d use of such dental methods, treatments,

inducing purchase, sa
products,

itation of the American Dental Association.

person under the direction of a dentist or a dental
es provided to the patient as authorized under this
sindividual serving in purely an administrative, secretarial, or
clerical capacity.
"Dental assistant II"
registered by the board t
150 and 18VAC60-21-160.

"Mobile dental facility” means a self-contained unit in which dentistry is practiced that is not
confined to a single building and can be transported from one location to another.

"Nonsurgical laser" means a laser that is not capable of cutting or removing hard tissue, soft
g p g g
tissue, or tooth structure.

on under the direction and direct supervision of a dentist who is
orm reversible, intraoral procedures as specified in 18 VAC60-21-

"Portable dental operation" means a nonfacility in which dental equipment used in the practice of
dentistry is transported to and utilized on a temporary basis at an out-of-office location, including
patients’ homes, schools, nursing homes, or other institutions.
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"Radiographs” means intraoral and extraoral radiographic images of hard and soft tissues used for
purposes of diagnosis.

C. The following words and terms relating to supervision as used in this chapter shall have the
following meanings unless the context clearly indicates otherwise:

"Direct supervision" means that the dentist examines the patient and records diagnostic findings
prior to delegating restorative or prosthetic treatment and related services to a dental assistant II
for completion the same day or at a later date. The dentist prepares the tooth or teeth to be
restored and remains immediately available in the office to the dental assistant 11 for guidance or
assistance during the delivery of treatment and related services. The dentist examines the patient
to evaluate the treatment and services before the patient is dismissed.

"Direction”" means the level of supervision (i.e., immediat ect, indirect, or general) that a
dentist is required to exercise with a dental hygienist, a dental assistant I, or a dental assistant II or
that a dental hygienist is required to exercise with a.d -assistant to direct and oversee the
delivery of treatment and related services.

"General supervision" means that a dentist co
the patient and issues a written order for hygie

letes a periodic: omprehensive examination of
atment that state 1he specific serv1ces to be

"Immediate supervision" means t
sedation or provision of treatment.

"Indirect supervision" means the
appointment and is contmuously prese
dental assistant who i
or treatment by the &
"Remote supervision™

consultation w1th a de
hygiene !

periodic co
such dentist

itial examination of the patients who are to be seen and
d may not be present with the dental hygienist when dental
hygiene services ar i
relating to sedation or anesthesia as used in this chapter shall
ss the context clearly indicates otherwise:

"Analgesia" means the diminution or elimination of pain.

"Conscious/moderate sedation” or "moderate sedation" means a drug-induced depression of
consciousness, during which patients respond purposefully to verbal commands, either alone or
accompanied by light tactile stimulation. Reflex withdrawal from a painful stimulus is not
considered a purposeful response. No interventions are required to maintain a patent airway, and
spontaneous ventilation is adequate. Cardiovascular function is usually maintained.

"Deep sedation" means a drug-induced depression of consciousness during which patients cannot
be easily aroused but respond purposefully following repeated or painful stimulation. Reflex
withdrawal from a painful stimulus is not considered a purposeful response. The ability to

D. The following words a
have the following meanings"
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independently maintain ventilatory function may be impaired. Patients may require assistance in

maintaining a patent airway, and spontaneous ventilation may be inadequate. Cardiovascular
function is usually maintained.

"Enteral" means any technique of administration in which the agent is absorbed through the
gastrointestinal tract or oral mucosa (i.e., oral, rectal, sublingual).

"General anesthesia" means a drug-induced loss of consciousness during which patients are not
arousable, even by painful stimulation. The ability to independently maintain ventilator function
is often impaired. Patients often require assistance in maintaining a patent airway, and positive
pressure ventilation may be required because of depressed spontaneous ventilation or drug-
induced depression of neuromuscular function, Cardiovascular function may be impaired.

"Inhalation” means a technique of administration in which
nitrous oxide, is introduced into the pulmonary tree and
through the pulmonary bed.

"Inhalation analgesia" means the inhalation of ni

seous or volatile agent, including
‘primary effect is due to absorption

"Minimal sedation” means a drug-induced state
commands. Although cognitive fumetion and ph

anx101y31s (the diminution or elimi
in a dosage that does not cause depre
when used in combmatl

ical coordination may be impaired, airway
are unaffected. Minimal sedation includes

nition of eenseieus/moderate sedation).

erpret, assess, and record appropriate physiologic functions of
the body dunng sedati ¢s and general anesthesia appropriate to the level of sedation as
provided in Part VI (1 1-260 et seq.) of this chapter.

"Parenteral” means a technique of administration in which the drug bypasses the gastrointestinal
tract (i.e., intramuscular, intravenous, intranasal, submucosal, subcutaneous, or intraocular).

"Titration" means the incremental increase in drug dosage to a level that provides the optimal
therapeutic effect of sedation.

"“Topical oral anesthestic" means any drug, available in creams, ointments, aerosols, sprays,
lotions, or jellies, that can be used orally for the purpose of rendering the oral cavity insensitive to
pain without affecting consciousness.

“continual” means repeated regularly and frequently in a steady succession.
“continuous” means prolonged without any interruption at any time.
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18VAC60-21-20. Address of record.

Each licensed dentist shall provide the board with a current address of record. All required notices
and correspondence mailed by the board to any such licensee shall be validly given when mailed to
the address of record on file with the board. Each licensee may also provide a different address to be
used as the public address, but if a second address is not provided, the address of record shall be the

public address. All changes of address shall be furnished to the board in writing within 30 days of
such changes.

18VAC60-21-30. Posting requirements.

A. A dentist who is practicing under a firm name or who is pr;
dentist is required by § 54.1-2720 of the Code to consplcu
the office. The employing dentist, firm, or company mu;
at the entrance of the office for the name to be displaye
B. In accordance with § 54.1-2721 of the Code a d
conspicuous and readable by patients in each d
than one office, a duplicate license obtained fr
C. A dentist who administers, prescnbes or dispe
shall maintain a copy of his current re;
in a readily retrievable manner at each
D. A dentist who administers conscious;
dental office shall display his sedation o
by AAOMS.

g as an employee of another
play his name at the entrance of
> compliance by designating a space

shall display hi

dental license where it is
ractice setting, If ali

see practices in more

18VAC60-21-40. Re

A. Apphcaﬁon/reglstratl
i b $400

$500
$285
$400
$60
$25
$10
$175
$225
$250
11. Conscious/moderate sedation permit $100
12. Deep sedation/general anesthesia permit $100
B. Renewal fees.
1. Dental license - active $285
2. Dental license - inactive $145
3. Dental temporary resident's license $35
4. Restricted volunteer license $15
5. Oral maxillofacial surgeon registration $175
6. Cosmetic procedures certification $100
7. Conscious/moderate sedation permit $100
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8. Deep sedation/general anesthesia permit $100

C. Late fees.

1. Dental license - active $100
2. Dental license - inactive $50
3. Dental temporary resident's license $15
4, Oral maxillofacial surgeon registration $55
5. Cosmetic procedures certification $35
6. Conscious/moderate sedation permit $35
7. Deep sedation/general anesthesia permit $35

D. Reinstatement fees.

1. Dental license - expired

2. Dental license - suspended

3. Dental license - revoked

4. Oral maxillofacial surgeon registration
5. Cosmetic procedures certification
E. Document fees.

1. Duplicate wall certificate

2. Duplicate license

3. License certification

F. Other fees.

1. Returned check fee

2. Practice inspection fee %
G. No fee will be refunded or applied fo
submitted.

H. For the renewal of lic
shall be in effect:

1. Dentist - active
2. Dentist - inactive

e purpose for which the fee is

ts'in 2016, the following fees

“Part II. Standards of Practice.

18VAC60-21-50. Scope of practice.

A. A dentist shall only treat based on a bona fide dentist-patient relationship for medicinal or
therapeutic purposes within the course of his professional practice consistent with the definition of
dentistry in § 54.1-2700 of the Code, the provisions for controlled substances in the Drug Control
Act (Chapter 34 (§ 54.1-3400 et seq.) of Title 54.1 of the Code), and the general provisions for
health practitioners in the Code. A bona fide dentist-patient relationship is established when
examination and diagnosis of a patient is initiated.

B. For the purpose of prescribing controlled substances, the bona fide dentist-patient relationship
shall be established in accordance with § 54.1-3303 of the Code.
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18VAC60-21-60. General responsibilities to patients.

A. A dentist is responsible for conducting his practice in a manner that safeguards the safety, health,
and welfare of his patients and the public by:

1. Maintaining a safe and sanitary practice, including containing or isolating pets away from the
treatment areas of the dental practice. An exception shall be made for a service dog trained to
accompany its owner or handler for the purpose of carrying items, retrieving objects, pulling a
wheelchair, alerting the owner or handler to medical conditions, or other such activities of service
or support necessary to mitigate a disability.

2. Consulting with or referring patients to other practitioners with specialized knowledge, skills,
and experience when needed to safeguard and advance the health.of the patient.

3. Treating according to the patient's desires only to th ent that such treatment is within the
bounds of accepted treatment and only after th it has been given a treatment
recommendation and an explanation of the acceptablea

4. Only delegating patient care and exposure of’
supervised personnel as authorized in Part IIL (]

5. Giving patients at least 30 days written
relationship.

tal x-rays to qualified, properly trained and
C60-21-110 et seq) of this chapter.

6. Knowing the signs of abuse and,
consistent with state law.

7. Accurately representing to a patient
be used in treatment.

B. A dentist is responsib
payers in an ethical an
1. Maintaining a lis

esenting 4ll fees being charged clearly and
accurately.

all terms and considerations before entering

erating with others in obtaining payment for
rformed, dates of service, or status of treatment.

is patient of any financial incentives he received for

promoting or s&

5. Not exploit
transactions.

18VAC60-21-70. Unprofes

A. A dentist shall not commit any act that violates provisions of the Code that reasonably relate to
the practice of dentistry including but not limited to:

1. Delegating any dental service or operation that requires the professional competence or
judgment of a dentistto any person who is not a licensed dentist or dental hygienist or a
registered dental assistant II.

2. Knowingly or negligently violating any applicable statute or regulation governing ionizing
radiation in the Commonwealth of Virginia, including but not limited to current regulations
promulgated by the Virginia Department of Health.
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3. Unauthorized use or disclosure of confidential information received from the Prescription
Monitoring Program.

4. Failing to maintain and dispense scheduled drugs as authorized by the Virginia Drug Control
Act (Chapter 34 (§ 54.1-3400 et seq.) of Title 54.1 of the Code) and the regulations of the Board
of Pharmacy.

5. Failing to cooperate with an employee of the Department of Health Professions in the conduct
of an investigation or inspection.

B. Sexual conduct with a patient, employee, or student shall constitute unprofessional conduct if:
1. The sexual conduct is unwanted or nonconsensual or

2. The sexual contact is a result of the exploitation of trust,
the professional relationship or if the contact has had or j
patient care.

edge, or influence derived from
y to have an adverse effect on

18VAC60-21-80. Advertising.

A. Practice limitation. A general dentist who lin
practice by types of treatment shall state in conjut
providing certain services (e.g., orthodontic service
B. Fee disclosures. Any statement specifyi
of all related procedures, services, an
for the completion of the advertised se
person shall be deemed to be deceptive

hls practice to a dentalispecialty or describes his

s a general dentist

ntial likelihood, will be necessary
derstood by an ordinarily prudent
onable disclosure of all relevant

C. Discounts and free.
advertlsmg only when :

f any, andﬂ ¢ final discounted fee are also
eriod for obtaining the discount or free offer

E. Routine dental se
are set forth in the Am Association's "Dental Procedures Codes," published in Current
Dental Terminology in ='time the advertisement is issued.

F. Advertisements. Advertist s, including but not limited to signage, containing descriptions of
the type of dentistry practiced or a specific geographic locator are permissible so long as the
requirements of §§ 54.1-2718 and 54.1-2720 of the Code are met.

G. False, deceptive, or misleading advertisement. The following practices shall constitute false,
deceptive, or misleading advertising within the meaning of subdivision 7 of § 54.1-2706 of the
Code:

1. Publishing an advertisement that contains a material misrepresentation or omission of facts that
causes an ordinarily prudent person to misunderstand or be deceived, or that fails to contain
reasonable warnings or disclaimers necessary to make a representation not deceptive;

2. Publishing an advertisement that fails to include the information and disclaimers required by
this section;

10
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3. Publishing an advertisement that contains a false claim of professional superiority, contains a
claim to be a specialist, or uses any terms to designate a dental specialty unless he is entitled to
such specialty designation under the guidelines or requirements for specialties approved by the
American Dental Association (Requirements for Recognition of Dental Specialties and National
Certifying Boards for Dental Specialists, November 2013), or such guidelines or requirements as
subsequently amended; or

4. Representation by a dentist who does not currently hold specialty certification that his practice

is limited to providing services in such specialty area without clearly disclosing that he is a
general dentist.

18VAC60-21-90. Patient information and records.

A. A dentist shall maintain complete, legible, and accurate patient records for not less than six years
from the last date of service for purposes of review by the

1. Records of a minor child shall be maintaine
becomes emancipated, with a minimum time fi
encounter regardless of the age of the child;

2. Records that have previously been transfe

ith the following exceptions:

Code; or

§ 54.1 240
3. Records that are required by ¢ >
fora longer period of time

be maintained

sdated ) when analgesia, sedation, or
Y indicated; and (iii) at least annually;

1sks and benefits of treatment or nontreatment

8. Duplicate laborato orders that meet the requirements of § 54.1-2719 of the Code
including the address and sighature of the dentist;

9. Itemized patient financial records as required by § 54.1-2404 of the Code;

10. A notation or documentation of an order required for treatment of a patient by a dental
hygienist practicing under general supervision as required in 18VAC60-21-140 B; and

11. The information required for the administration of conscious/moderate sedation, deep
sedation, and general anesthesia required in 18VAC60-21-260 D.

C. A licensee shall comply with the patient record confidentiality, release, and disclosure provisions
of § 32.1-127.1:03 of the Code and shall only release patient information as authorized by law.
D. Records shall not be withheld because the patient has an outstanding financial obligation.

11
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E. A reasonable cost-based fee may be charged for copying patient records to include the cost of
supplies and labor for copying documents, duplication of radiographs and images, and postage if
mailing is requested as authorized by § 32.1-127.1:03 of the Code. The charges specified in § 8.01-
413 of the Code are permitted when records are subpoenaed as evidence for purposes of civil
litigation.

F. When closing, selling, or relocating a practice, the licensee shall meet the requirements of § 54.1-
2405 of the Code for giving notice and providing records.

G. Records shall not be abandoned or otherwise left in the care of someone who is not licensed by
the board except that, upon the death of a licensee, a trustee or executor of the estate may safeguard
the records until they are transferred to a licensed dentist, are sent to the patients of record, or are
destroyed.

H. Patient confidentiality must be preserved when records are destroyed.

ent or the administration of

service provided and that necessxtate -
Any emergency treatment of a patient
be reported.

A. In all instances and on of his diagnosis, a licensed dentist assumes ultimate
respon31b111ty for determining with the patient or his representative the specific treatment the patient
will receive, which aspects of treatment will be delegated to qualified personnel, and the direction
required for such treatment, in accordance with this chapter and the Code.

B. Dental hygienists shall engage in their respective duties only while in the employment of a
licensed dentist or governmental agency or when volunteering services as provided in 18VAC60-
21-110.

C. Dental hygienists acting within the scope of a license issued to them by the board under § 54.1-
2722 or 54.1-2725 of the Code who teach dental hygiene in a CODA accredited program are
exempt from this section.

12
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D. Duties delegated to a dental hygienist under indirect supervision shall only be performed when
the dentist is present in the facility and examines the patient during the time services are being
provided.

E. Duties that are delegated to a dental hygienist under general supervision shall only be performed
if the following requirements are met:

1. The treatment to be provided shall be ordered by a dentist licensed in Virginia and shall be
entered in writing in the record. The services noted on the original order shall be rendered within
a specific time period, not to exceed 10 months from the date the dentist last performed a periodic
examination of the patient. Upon expiration of the order, the dentist shall have examined the
patient before writing a new order for treatment under general supervision.

2. The dental hygienist shall consent in writing to providing ices under general supervision.

3. The patient or a responsible adult shall be informed prior he appointment that a dentist may
not be present, that only topical oral anesthetics can linistered to manage pain, and that

4. Written basic emergency procedures shall b
be capable of implementing those procedures
F. An order for treatment under general supervist
supervision when, in the professional judgment of ¥
to meet the individual needs of the patignt.

18VAC60-21-130. Nondelegable dut

instrumtents in the mouth;

conscious/moderate sedation, deep sedation, or general

anesthetics except i t in § 54.1-2701 of the Code and Part VI (18VAC60-21-260 et
seq.) of this chapter;

7. Condensing, contourin adjusting any final, fixed, or removable prosthodontic appliance or
restoration in the mouth with the exception of packing and carving amalgam and placing and

shaping composite resins by dental assistants II with advanced training as specified in 18VAC60-
30-120;

8. Final positioning and attachment of orthodontic bonds and bands; and
9. Final adjustment and fitting of crowns and bridges in preparation for final cementation.

18VAC60-21-140. Delegation to dental hygienists,

13
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A. The following duties shall only be delegated to dental hygienists under direction and may only
be performed under indirect supervision:

1. Scaling, root planing, or gingival curettage of natural and restored teeth using hand
instruments, slow-speed rotary instruments, ultrasonic devices, and nonsurgical lasers, with any
sedation or anesthesia administered.

2. Performing an initial examination of teeth and surrounding tissues including the charting of
carious lesions, periodontal pockets, or other abnormal conditions for assisting the dentist in the
diagnosis.
3. Administering nitrous oxide or local anesthesia by dental hygienists qualified in accordance
with the requirements of 18VAC60-25-100.
B. The following duties shall only be delegated to dental hygi
indirect supervision or may be delegated by written order i
54.1-3408 J of the Code to be performed under general

1. Scaling, root planing, or gingival curetta
instruments, slow-speed rotary instruments,
without topical oral anesthetics.

2. Polishing of natural and restored teeth usin

3. Performing a clinical examination of teeth
carious lesions, periodontal pock
diagnosis by the dentist.

s'and may be performed under
dance with §§ 54.1-2722 D and

5. Duties approprlate
the supervising de
those restricted to

tal hygienist and the practice of
ondelegable in 18VAC60-21-130,
section, and those restricted to

“ode. However, delegation of duties to a public
vision shall be in accordance with provisions

; f)leted the coursework, corresponding module of laboratory
clinical experience, and examinations specified in 18VAC60-30-

to a dental assistant II wh
training, corresponding m
120:

1. Performing pulp capping procedures;

2. Packing and carving of amalgam restorations;

3. Placing and shaping composite resin restorations with a slow speed handpiece;
4. Taking final impressions;

5. Use of a non-epinephrine retraction cord; and
6. Final cementation of crowns and bridges after adjustment and fitting by the dentist.

18VAC60-21-160. Delegation to dental assistants I and II.

14
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A. Duties appropriate to the training and experience of the dental assistant and the practice of the
supervising dentist may be delegated to a dental assistant I or II under indirect supervision, with the
exception of those listed as nondelegable in 18VAC60-21-130, those which may only be delegated
to dental hygienists as listed in 18VAC60-21-140, and those which may only be delegated to a
dental assistant II as listed in 18VAC60-21-150.

B. Duties delegated to a dental assistant under general supervision shall be performed under the
direction and indirect supervision of the dental hygienist who supervises the implementation of the
dentist's orders by examining the patient, observing the services rendered by an assistant, and being
available for consultation on patient care.

18VAC60-21-170. Radiation certification.

No dentist or dental hygienist shall permit a person not oth

¢ licensed by this board to place or
expose dental x-ray film unless he has one of the follow

satisfactory completion of a

Registry of Radiologic Technologists; or (iii) s
Safety Review Course provided by the Dental

se, registration, or permit issued by the board, other than for a
volunteer exemption or fo cted volunteer license, shall include:

1. A final certified transcrip of the grades from the college from which the applicant received the
dental degree or post-doctoral degree or certificate as specified in 18VAC60-21-200;

2. An original grade card documenting passage of all parts of the Joint Commission on National
Dental Examinations; and

3. A current report from the U.S. Department of Health and Human Services National Practitioner
Data Bank (NPDB).

B. All applicants for licensure, other than for a volunteer exemption or for a restricted volunteer
license, shall be required to attest that they have read and understand and will remain current

with the laws and regulations governing the practice of dentistry, dental hygiene, and dental
assisting in Virginia.

A. Applications for any*

15
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C. If a transcript or other documentation required for licensure cannot be produced by the entity

from which it is required, the board, in its discretion, may accept other evidence of qualification for
licensure.

D. Any application for a dental license, registration, or permit may be denied for any cause
specified in § 54.1-111 or 54.1-2706 of the Code.

E. An application must include payment of the appropriate fee as specified in 18VAC60-21-40.

18VAC60-21-200. Education.

An applicant for unrestricted dental licensure shall be a gt ¢ of and a holder of a diploma or a
certificate from a dental program accredited by the Commission o ntal Accreditation of the
American Dental Association or the Commission o ntal Accreditation of Canada, which
consists of either a pre-doctoral dental education program or at least a 12-month post-doctoral
advanced general dentistry program or a post-d al dental program of at least 24 months in any
other specialty that includes a clinical component.™: : :

18VAC60-21-210. Qualifications fi estricted ki

A. Dental licensure by examination.
1. Al applicants for lice

cal competency examination three times, the
additional clinical training in each section of
der to be approved by the board to sit for the examination a

ompleted a clinical competency examination five or more years
eir applications for licensure by this board may be required to

another jurisdiction o

States or in federal civil or military service for 48 of the past 60
months immediately pr

submission of an application for licensure.
B. Dental licensure by credentials. All applicants for licensure by credentials shall:

1. Have passed all parts of the National Board Dental Examination given by the Joint
Commission on National Dental Examinations;

2. Have successfully completed a clinical competency examination acceptable to the board;

3. Hold a current, unrestricted license to practice dentistry in another jurisdiction of the United

States and be certified to be in good standing by each jurisdiction in which a license is currently
held or has been held; and

4. Have been in continuous clinical practice in another jurisdiction of the United States or in
federal civil or military service for five out of the six years immediately preceding application for
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licensure pursuant to this section. Active patient care in another jurisdiction of the United States
(i) as a volunteer in a public health clinic, (ii) as an intern, or (iii) in a residency program may be
accepted by the board to satisfy this requirement. One year of clinical practice shall consist of a
minimum of 600 hours of practice in a calendar year as attested by the applicant.

18VAC60-21-220. Inactive license.

A. Any dentist who holds a current, unrestricted license in Virginia may, upon a request on the
renewal application and submission of the required fee, be issued an inactive license. With the
exception of practice with a current restricted volunteer license as provided in § 54.1-2712.1 of the
Code, the holder of an inactive license shall not be entitled to perform any act requiring a license to
practice dentistry in Virginia.

B. An inactive license may be reactivated upon submission

required application, which
rrent renewal fee, To evaluate
education that meet the
ther state or in federal

ust be included with the application.
cent 12 months and the remainder
ﬁ,activation

2. The board reserves
determined to have cg

dental “clinic operated by a state agency or a Virginia
2715 of the Code.

circumstances prevent er from taking the licensure examination during the term of the

temporary permit.

B. Faculty license. A faculty‘hcense shall be issued for the purpose of allowing dental practice as
a faculty member of an accredited dental program when the applicant meets the entry requirements
of § 54.1-2713 of the Code.

1. A faculty license shall remain valid only while the holder is serving on the faculty of an
accredited dental program in the Commonwealth. When any such license holder ceases to
continue serving on the faculty of the dental school for which the license was issued, the licensee
shall surrender the license, which shall be null and void upon termination of employment.

2. The dean of the dental school shall notify the board within five working days of such
termination of employment.
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C. Restricted license to teach for foreign dentists. The board may issue a restricted license to a

foreign dentist to teach in an accredited dental program in the Commonwealth in accordance with
provisions of § 54.1-2714 of the Code.

D. Temporary licenses to persons enrolled in advanced dental education programs. A dental intern,
resident, or post-doctoral certificate or degree candidate shall obtain a temporary license to practice
in Virginia in accordance with provisions of § 54.1-2711.1 of the Code.

1. The applicant shall submit a recommendation from the dean of the dental school or the director
of the accredited advanced dental education program specifying the applicant's acceptance as an
intern, resident, or post-doctoral certificate or degree candidate. The beginning and ending dates
of the internship, residency, or post-doctoral program shall be specified.

2. The temporary license permits the holder to practlce onl he hospital or outpatient clinics

education program.

4. The temporary license holder shall be res
dentist, who is a member of the staff where

all times to a licensed
Jost-doctoral program is

dental education program as appr
American Dental Association.

E. Restricted volunteer license.

1. In accordance wit
license to a dentist

lunteer license under this section shall:

alth or community free clinics that provide dental services to
underserved populations

b. Only treat patients who have been screened by the approved clinic and are eligible for
treatment;

c. Attest on a form provided by the board that he will not receive remuneration directly or
indirectly for providing dental services; and

d. Not be required to complete continuing education in order to renew such a license.

3. The restricted volunteer license shall specify whether supervision is required, and if not, the
date by which it will be required. If a dentist with a restricted volunteer license issued under this
section has not held an active, unrestricted license and been engaged in active practice within the
past five years, he shall only practice dentistry and perform dental procedures if a dentist with an
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unrestricted Virginia license, volunteering at the clinic, reviews the quality of care rendered by
the dentist with the restricted volunteer license at least every 30 days. If supervision is required,
the supervising dentist shall directly observe patient care being provided by the restricted
volunteer dentist and review all patient charts at least quarterly. Such supervision shall be noted
in patient charts and maintained in accordance with 18VAC60-21-90.

4. A restricted volunteer license granted pursuant to this section shall expire on June 30 of the

second year after its issuance or shall terminate when the supervising dentist withdraws his
sponsorship.

5. A dentist holding a restricted volunteer license issued pursuant to this section is subject to the

provisions of this chapter and the disciplinary regulations that apply to all licensees practicing in
Virginia.

F. Registration for voluntary practice by out-of-state licens
license to practice in Virginia and who seeks registration

auspices of a publicly supported, all volunteer, nonpr
health care to populations of underserved people

1.Filea cornplete application for regxstratlo
prior to engaging in such practice;

2. Provide a complete record of professional lic
and a copy of any current license;
3. Provide the name of the nonprod
provision of services; and

4. Provide a notarized statement from
compliance with provisi

Any dentist who does not hold a
ice on a voluntary basis under the

or inactive license and those holding a permit to administer
sedation, or general anesthesia shall annually, on or before
March 31, renew his license ermit. Every person holding a faculty license, temporary resident's
license, a restricted volunteer license, or a temporary permit shall, on or before June 30, request
renewal of his license.

C. Any person who does not return the completed form and fee by the deadline required in
subsection B of this section shall be required to pay an additional late fee.

D. The board shall renew a license or permit if the renewal form, renewal fee, and late fee are

received within one year of the deadline required in subsection B of this section provided that no

grounds exist to deny said renewal pursuant to § 54.1-2706 of the Code and Part II (18VAC60-21-
50 et seq.) of this chapter.

E. Reinstatement procedures.
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1. Any person whose license or permit has expired for more than one year or whose license or
permit has been revoked or suspended and who wishes to reinstate such license or permit shall
submit a reinstatement application and the reinstatement fee. The application must include
evidence of continuing competence.

2. To evaluate continuing competence, the board shall consider (i) hours of continuing education
that meet the requirements of subsection G H of 18VAC60-21-250; (ii) evidence of active
practice in another state or in federal service; (iii) current specialty board certification; (iv) recent
passage of a clinical competency examination accepted by the board; or (v) a refresher program

offered by a program accredited by the Commission on Dental Accreditation of the American
Dental Association.

3. The executive director may reinstate such expired license
can demonstrate continuing competence, the applicant
fines or assessments, and no grounds exist to deny sald

permit provided that the applicant
id the reinstatement fee and any
tement pursuant to § 54.1-2706 of

A. A dentist shall complete a minimum of 15
requirements for content, sponsorship, and docum:
renewal of licensure except for the first
restricted volunteer license. ”

1. All renewal applicants shall attest
with the Iaws and regulatlons govermng t e

ion in advanced life support with
- health care providers.

s under general anesthesia, deep sedation ~or

5. Up to two hours

required for annual renewal may bc satisfied through delivery
of dental services,

sation, to low-income individuals receiving health services
through a local health de t a free clinic organized in whole or primarily for the delivery of
those services. One hour o nuing education may be credited for three hours of providing such
volunteer services, as documented by the health department or free clinic.

B. To be accepted for license renewal, continuing education programs shall be directly relevant to
the treatment and care of patients and shall be:

1. Clinical courses in dentistry and dental hygiene; or

2. Nonclinical subjects that relate to the skills necessary to provide dental or dental hygiene
services and are supportive of clinical services (i.e., patient management, legal and ethical
responsibilities, and stress management). Courses not acceptable for the purpose of this
subsection include, but are not limited to, estate planning, financial planning, investments,
business management, marketing, and personal health.
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C. Continuing education credit may be earned for verifiable attendance at or participation in any
course, to include audio and video presentations, that meets the requirements in subsection B of this
section and is given by one of the following sponsors:

1. The American Dental Association and the National Dental Association, their constituent and
component/branch associations, and approved continuing education providers;

2. The American Dental Hygienists' Association and the National Dental Hygienists Association,
and their constituent and component/branch associations;

3. The American Dental Assisting Association and its constituent and component/branch
associations;

4. The American Dental Association specialty organizations and their constituent and
component/branch associations;

5. A provider accredited by the Accreditation Council:f
Category 1 credits;

6. The Academy of General Dentistry, its constitpent and ¢
approved continuing education providers;

7. A college or university that is accredite:

Continuing Medical Education for

ent/branch associations, and

Institute, and the American Cancer S

9. A medical school accredited by
Medical Education;

10. A dental, dental d dental education program
accredited by the C erican Dental Association;

11. State or federal g ies (i.e. itary dental “aivision, Veteran's Administration,
ete.); ‘

Regional Dental Testing Service, Northeast Regional
hern Regional Testing Agency, Council of Interstate Testing
amining Board) when serving as an examiner.

D. The board may gran ption for all or part of the continuing education requirements due
to circumstances beyond ntrol of the licensee, such as temporary disability, mandatory

military service, or ofﬁcxally declared disasters. A written request with supporting documents must
be submitted prior to renewal of the license.

E. The board may grant an extension for up to one year for completion of continuing education
upon written request with an explanation to the board prior to the renewal date.

F. A licensee is required to verify compliance with the continuing education requirements in his
annual license renewal. Following the renewal period, the board may conduct an audit of licensees
to verify compliance. Licensees selected for audit must provide original documents certifying that

they have fulfilled their continuing education requirements by the deadline date as specified by the
board.
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G. All licensees are required to maintain original documents verifying the date and subject of the
program or activity, the sponsor, and the amount of time earned. Documentation shall be maintained
for a period of four years following renewal.

H. A licensee who has allowed his license to lapse, or who has had his license suspended or
revoked, shall submit evidence of completion of continuing education equal to the requirements for
the number of years in which his license has not been active, not to exceed a total of 45 hours. Of
the required hours, at least 15 must be earned in the most recent 12 months and the remainder
within the 36 months preceding an application for reinstatement.

I. Continuing education hours required by board order shall not be used to satisfy the continuing
education requirement for license renewal or reinstatement.

J. Failure to comply with continuing education requirem
disciplinary action by the board.

Part VL. Controlled Substances, S

may subject the licensee to

nd Anesthesia.

18VAC60-21-260. General provisions.

the Code, (ii) a state-operated hospit L
federal government. ‘

Administration.
C. Patient evaluation

a. A dentist after he ented a consultatlon with the patient's primary care physician or

other medical spec1ahst regarding potential risks and special monitoring requirements that may
be necessary;

b. An oral and maxillofacial surgeon who has performed a physical evaluation and documented
the findings and the ASA risk assessment category of the patient and any special monitoring
requirements that may be necessary; or

¢. A person licensed under Chapter 29 (§ 54.1-2900 et seq.) of Title 54.1 of the Code who has a
specialty in anesthesia.

4. Minimal sedation may only be provided for a patient who is in ASA Class IV by:
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a. A dentist after he has documented a consultation with the patient's primary care physician or

other medical specialist regarding potential risks and special monitoring requirements that may
be necessary; or

b. An oral and maxillofacial surgeon who has performed a physical evaluation and documented
the findings and the ASA risk assessment category of the patient and any special monitoring
requirements that may be necessary.

5. Conscious/moderate sedation, deep sedation, or general anesthesia shall not be provided in a
dental office for patients in ASA Class IV and Class V.

D. Additional requirements for patient information and records. In addition to the record
requirements in 18VAC60-21-90, when conscious/moderate sedation, deep sedation, or general
anesthesia is administered, the patient record shall also includ
1. Notation of the patient's American Society of Anesthesio
2. Review of medical history and current conditions, in
if appropriate, the body mass index;

sts classification;
the patient’s weight and height or,

procedure to be performed;
4. Preoperative vital signs;

administered;

6. Monitoring records of all required
minutes; and

7. A list of staff parti

| preseribedfor-er]administered to a patient

ntist office or treatment facility.

ves and shall obtain informed, written consent
y.for the administration and for the treatment to be
ained in the patient record.
t for the application of the rules for any level of sedation or for
of sedation or consciousness level of a patient that should

. the type, strength, and dosage of medication, the method of
administration, and the indivi haracteristics of the patient as documented in the patient's
record. The drugs and technigues used must carry a margin of safety wide enough to render the
unintended reduction of or loss of consciousness unlikely, factoring in titration and the patient's age,
weight, and ability to metabolize drugs.
H. Emergency management.

1. If a patient enters a deeper level of sedation than the dentist is qualified and prepared to
provide, the dentist shall stop the dental procedure until the patient returns to and is stable at the
intended level of sedation.

2. A dentist in whose office sedation or anesthesia is administered shall have written basic
emergency procedures established and staff trained to carry out such procedures.

**[add Special needs Patients....from page 12 ADA guidelines.
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L. Ancillary personnel. Dentists who employ unlicensed, ancillary personnel to assist in the
administration and monitoring of any form of minimal sedation, conscious/moderate sedation, deep
sedation, or general anesthesia shall maintain documentation that such personnel have:

1. Training and hold current certification in basic resuscitation techniques with hands-on airway
training for health care providers, such as Basic Cardiac Life Support for Health Professionals or
a clinically oriented course devoted primarily to responding to clinical emergencies offered by an
approved provider of continuing education as set forth in 18VAC60-21-250 C; or
2. Current certification as a certified anesthesia assistant (CAA) by the American Association of
Oral and Maxillofacial Surgeons or the American Dental Society of Anesthesiology (ADSA).
J. Assisting in administration. A dentist, consistent with the planned level of administration (i.e.,
local anesthesia, minimal sedation, eeasecious/moderate sedati sep sedation, or general
anesthesia) and appropriate to his education, training, and e nce, may utilize the services of a
dentist, anesthesiologist, certified registered nurse anesth | hygienist, dental assistant, or
I n, training, and experience and

immediately upon arrival if the pati
administration of drugs, (iii) throughou
until the patient is discharged by the de

L sedative agent, (ii) throughout the
patient, and (iv) throughout recovery

ng réathing, level of physical activity, facial
ily gestures in order to immediately recognize and bring

S*
L. A dentist who al

ation of general anesthesia, deep sedation, or
conscious/moderate

on in his dental office is responsible for assuring that:

1. The equipment for ad on and monitoring, as required in subsection B of 18VAC60-21-
291 or subsection C of 18VAC60-21-301, is readily available and in good working order prior to
performing dental treatment with anesthesia or sedation. The equipment shall either be
maintained by the dentist in his office or provided by the anesthesia or sedation provider; and

2. The person administering the anesthesia or sedation is appropriately licensed and the staff
monitoring the patient is qualified.

M. Special needs patients:

1. Because many patients undergoing deep sedation/general are mentally and/or physically
challenged, it is not possible to have a comprehensive physical examination or appropriate
laboratory test prior to administrating care. When these situations occur, the dentist responsible for
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administrating deep sedation/general anesthesia should document the reasons preventing the
recommended preoperative management,

2. In selected circumstances, deep sedation oar general anesthesia maybe utilized without
establishing an indwelling intravenous line. These selected circumstances may include very brief
procedures or periods of time, which, for example, may occur in some patients; or the establishment

of intravenous access afier deep sedation or general anesthesia has been induced because of poor
patient corporation.

k 18VAC60-21-270. Administration of local anesthesia.

A dentist may administer or use the services of the followin,
anesthesia:

1. A dentist;

2. An anesthesiologist;
3. A certified registered nurse anestheti}
supervision];

onnel to administer local

5. A dental hygienist to administer
or under his order for such treatment

cts of nitrous oxide, the potential complications of
complications, and the interventions to address the

2. The use
B. No sedating
younger prior to his arri
C. Delegation of admi

1. A qualified dentist may *adrmmster or use the services of the following personnel to administer
nitrous oxide:

a. A dentist;
b. An anesthesiologist;

c. A certified registered nurse anesthetist **?[ under—his—medical direction—and—indirect
ision:]

d. A dental hygienist with the training required by 18VAC60-25-100 B and under indirect

supervision; or

prescribed for or administered to a patient 12 years of age or
tal office or treatment facility.

e. A registered nurse upon his direct instruction and under immediate supervision.
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2. Preceding the administration of nitrous oxide, a dentist may use the services of the following
personnel working under indirect supervision to administer local anesthesia to numb an injection
or treatment site:
a. A dental hygienist with the training required by 18VAC60-25-100 C to parenterally
administer Schedule VI local anesthesia to persons 18 years of age or older; or
b. A dental hygienist, dental assistant, registered nurse, or licensed practical nurse to administer
Schedule VI topical oral anesthetics.

D. Equipment requirements. A dentist who utilizes nitrous oxide only or who directs the
administration by another licensed health professional as permitted in subsection C of this section
shall maintain the following equipment in working order and immediately available to the areas
where patients will be sedated and treated and will recover:

1. Blood pressure monitoring equipment;

3. Mechanical (hand) respiratory bag; and
4. Suction apparatus.

E. Required staffing. When only nitrous oxi
operatory is not requ1red Elther the dentlst ¢

to discharge, unless ex
2. Continual clinical @

egun, the dentist shall ensure that a licensed
sordance with 18VAC60-21-260 I monitors the

other qualified licensed health professional identified in
gentist or another qualified licensed health professional

xide administration, the patient shall be administered 100%
oxygen for a mmuﬁ utes to minimize the risk of diffusion hypoxia.

G. Discharge require

1. The dentist shall not dr‘ fge a patient until he exhibits baseline responses in a post-operative
evaluation of the level of consciousness. Vital signs, to include blood pressure and heart rate,
shall be taken and recorded prior to discharge.

2. Post-operative instructions shall be given verbally and in writing. The written instructions shall
include a 24-hour emergency telephone number.

3. Pediatric patients shall be discharged with a responsible individual who has been instructed
with regard to the patient's care.

18VAC60-21-280. Administration of minimal sedation.
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A. Education and training requirements. A dentist who utilizes minimal sedation shall have training
in and knowledge of:

1. The medications used, the appropriate dosages, the potential complications of administration,
the indicators for complications, and the interventions to address the complications.

2. The physiological effects of minimal sedation, the potential complications of administration,
the indicators for complications, and the interventions to address the complications.
3. The use and maintenance of the equipment required in subsection D of this section.

B. No sedating medication shall be prescribed for or administered to a patient 12 years of age or
younger prior to his arrival at the dental office or treatment facility.
C. Delegation of administration,

1. A qualified dentist may administer or use the services of:
minimal sedation: ‘

a. A dentist;
b. An anesthesiologist;
c. A certified registered nurse anestheti

supervision;
d. A dental hygienist with the training requir
of nitrous oxide/oxygen with the dentist present
e. A registered nurse upon his diregt instruction and
2. Preceding the administration of*

following personnel working under in
injection or treatment si

Hlowing personnel to administer

ister local anesthesia.
atilizes minimal sedation or who directs the

administration by
shall maintain the foll

nt in working order and immediately available to the areas
ated and will recover:

2. Source of delivery of 6xyg n under controlled positive pressure;
3. Mechanical (hand) respiratory bag;
4. Suction apparatus; and
5. Pulse oximeter.
E. Required staffing. The treatment team for minimal sedation shall consist of the dentist and a

second person in the operatory with the patient to assist the dentist and monitor the patient. The

second person shall be a licensed health care professional or a person qualified in accordance with
18VAC60-21-260 L.

F. Monitoring requirements.
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1. Baseline vital signs to include blood pressure, respiratory rate, and heart rate, and oxygen
saturation shall be taken and recorded prior to administration of sedation and prior to discharge.

2. Blood pressure, oxygen saturation, respiratory rate, and pulse shall be monitored eentinueusky
continually during the procedure.

3. Once the administration of minimal sedation has begun by any route of administration, the
dentist shall ensure that a licensed health care professional or a person qualified in accordance

with 18VAC60-21-260 1 monitors the patient at all times until discharged as required in
subsection G of this section.

4. If nitrous oxide/oxygen is used in addition to any other pharmacological agent, monitoring
shall include making the proper adjustments of nitrous oxide/oxygen machines at the request of or
by the dentist or by another qualified licensed health professional identified in subsection C of
this section. Only the dentist or another qualified licensed health professional identified in
subsection C of this section may turn the nitrous oxide/, :machines on or off.
5. If any other pharmacological agent is used in,
anesthetic, requirements for the induced level of se

G. Discharge requirements.

1. The dentist shall not discharge a patient unti
evaluation of the level of consciousness. Vital s
and heart rate and oxygen saturatio

2 Post-operative instructions shall b

ion permit. ? strike out

or administer use eeﬁse—ieas#moderate

illofacial strgeon who maintains membershlp in the
facial Surgeons (AAOMS) and who provides the board
iodic office examinations required by AAOMS. Such an oral
quired to post a certificate issued by AAOMS.

who hold a current permit to administer deep sedation and
onscious/moderate sedation.

nscious/moderate sedation permit, a dentist shall submit the

general anesthesia may-adr
C. To determine eligibility.
following;:

1. A completed application form indicating one of the following permits for which the applicant
is qualified:

a. Conscious/moderate sedation by any method;

b. Conscious/moderate sedation by enteral administration only; or

¢. Temporary conscious/moderate sedation permit (may be renewed one time);
2. The application fee as specified in 18VAC60-21-40;
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3. A copy of a transcript, certification, or other documentation of training content that meets the

educational and training qualifications as specified in subsection D of this section, as applicable;
and

4. A copy of current certification in advanced cardiac life support (ACLS) or pediatric advanced
life support (PALS) as required in subsection E of this section.

D. Education requirements for a permit to administer conscious/moderate sedation.

1. Administration by any method. A dentist may be issued a conscious/moderate sedation permit
to administer by any method by meeting one of the following criteria:

a. Completion of training for this treatment modality according to the ADA's Guidelines for
Teaching the Comprehensive Control of Anxiety and Pain in. Dentistry in effect at the time the
training occurred, while enrolled in an accredited dental am or while enrolled in a post-
doctoral university or teaching hospital program; or

b. Completion of a continuing education course that
250 and consists of (i) 60 hours of didactic i
patients per participant, (ii) demonstratio

5 the requirements of 18VAC60-21-
the management of at least 20

of Anxiety and Pain in Dentistry in effect at th

2. Enteral administration only. A d

. ation permit to
administer only by an enteral met

continuing education program that
not less than 18 hours of didactic

anesthesia and moderate sedation prior to
us/moderate sedation permit to continue to
il"May 7, 2015. After May 7, 2015, a dentist

anced resuscitation techniques with hands-on simulated airway
care providers, such as ACLS or PALS as evidenced by a
th the dental license; and

e use and maintenance of the equipment required in 18VAC60-21-

2. Have current training "
291.

18VAC60-21-291. Requirements for administration of eenseious/moderate sedation.

A. Delegation of administration.

1. A dentist who does not hold a permit to administer eonseious/moderate sedation shall only use
the services of a qualified dentist or an anesthesiologist to administer such sedation in a dental
office. In a licensed outpatient surgery center, a dentist who does not hold a permit to administer
conscious/moderate sedation shall use either a qualified dentist, an anesthesiologist, or a certified
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registered nurse anesthetist to administer such sedation. [Do not see justification for change
suggested by CRNA at fourm and the Virginia Association of Nurse Anesthesist see handout}

2. A dentist who holds a permit may administer or use the services of the following personnel to
administer conscious/moderate sedation:

a. A dentist with the training required by 18VAC60-21-290 D 2 to administer by an enteral
method;

b. A dentist with the training required by 18VAC60-21-290 D 1 to administer by any method;
¢. An anesthesiologist;

d. A certified registered nurse anesthetist ?[under the-medieal direction-and indirect supervision

of a dentist who meets the training requirements of 18VAC -290 D 1;] or
e. A registered nurse upon his direct instruction and he immediate supervision of a
dentist who meets the training requirements of 18VACS! 90D 1.

3. If minimal sedation is self-administered by or te 3 years of age or older before

shall be [pfeseri'bed—fer—eﬂ

administered to a patient 12 years of age of. t the dentist office or

treatment facility.

4. Preceding the administration of
services of the following perso
to anesthetize the injection or treat

ction is present, in good working order, and
ill be sedated and treated and will recover;

t who administers conscious/moderate sedation shall have
sizes for adults or children as appropriate for the patient being

ng order and immediately available to the areas where patients
€COoVer:

treated and shall maint
will be sedated and tre

1. Full face mask or mas ’
2. Oral and nasopharyngeal airway management adjuncts;

3. Endotracheal tubes with appropriate connectors or other appropriate airway management
adjunct such as a laryngeal mask airway;

4. A laryngoscope with reserve batteries and bulbs and appropriately sized laryngoscope blades;
5. Pulse oximetry;

6. Blood pressure monitoring equipment;

7. Pharmacologic antagonist agents;

8. Source of delivery of oxygen under controlled positive pressure;
9. Mechanical (hand) respiratory bag;
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10. Appropriate emergency drugs for patient resuscitation;

11. Electrocardiographic monitor if a patient is receiving parenteral administration of sedation or
if the dentist is using titration;

12. Defibrillator;

13. Suction apparatus;

14. Temperature measuring device;

15. Throat pack; and

16. Precordial or pretracheal stethoscope.

17. An end-tidal carbon dioxide monitor (capnograph) [unless preclude.....}

C. Required staffing. At a minimum, there shall be a
consecious/moderate sedation. The team shall include the ope
monitor the patient as provided in 18VAC60-21-260 K an

hree person treatment team for
dentist and one seeend person to
erson to assist the operating dentist
cam shall be in the operatory
dentist, an anesthesiologist,
permitted in 18VAC60-21-

291 A, such person may monitor the patient.
D. Monitoring requirements.

1. Baseline vital signs to include bload pressure,
shall be taken and recorded prior t
to discharge.

2. Blood pressure, oxygen saturatlon
pulse and end tidal C
or equipment, respirat
and recorded every?

3. Monitoring of the

red by the patient, immediately upon the
ace continuously during the dental procedure

s, oXygenation, ventilation, and eireulation, blood pressure and
scharge and vital signs have been taken and recorded.

2. Post-operative instructions shall be given verbally and in writing. The written instructions shall
include a 24-hour emergency telephone number.

3. The patient shall be discharged with a responsible individual who has been instructed with
regard to the patient’s care.

F. Emergency management. The dentist shall be proficient in handling emergencies and
complications related to pain control procedures, including the maintenance of respiration and
circulation, immediate establishment of an airway, and cardiopulmonary resuscitation.

18VAC60-21-300. Requirements for a deep sedation/general anesthesia permit.
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A. After March 31, 2013, no dentist may provide employ-or administer use deep sedation or general
anesthesia in a dental office unless he has been issued a permit by the board. The requirement for a
permit shall not apply to an oral and maxillofacial surgeon who maintains membership in AAOMS
and who provides the board with reports that result from the periodic office examinations required
by AAOMS. Such an oral and maxillofacial surgeon shall be required to post a certificate issued by
AAOMS.
B. To determine eligibility for a deep sedation/general anesthesia permit, a dentist shall submit the
following:

1. A completed application form;

2. The application fee as specified in 18VAC60-21-40;

3. A copy of the certificate of completion of a CODA accre

of training content which meets the educational and training

C of this section; and

4. A copy of current certification in Advanced Ca
(ACLS) or Pediatric Advanced Life Support
subsection C of this section.

rogram or other documentation
fications specified in subsection

conformity with the ADA's Guideli
Pain in Dentlstry in effect at the time 1

effect at the time the |
3. Current i

anesthesia the patient shal

1. Be informed about rsonnel and procedures used to deliver the sedative or anesthetic
drugs to assure informed consent as required by 18VAC60-21-260 F.

2. Have a physical evaluation as required by 18VAC60-21-260 C.

3. Be given preoperative verbal and written instructions including any dietary or medication
restrictions.

B. Delegation of administration.

1. A dentist who does not meet the requirements of 18VAC60-21-300 shall only use the services
of a dentist who does meet those requirements or an anesthesiologist to administer deep sedation
or general anesthesia in a dental office. In a licensed outpatient surgery center, a dentist shall use
either a dentist who meets the requirements of 18VAC60-21-300, an anesthesiologist, or a
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certified registered nurse anesthetist to administer deep sedation or general anesthesia. **| same
thinking see 18vac-291-A. {1},
2. A dentist who meets the requirements of 18VAC60-21-300 may administer or use the services
of the following personnel to administer deep sedation or general anesthesia:
a. A dentist with the training required by 18VAC60 21-300 C;
b. An anesthesiologist; or
c. A certified registered nurse anesthetist under the medieal-direetion-and-indirect supervision of
a dentist who meets the training requirements of 18VAC60-21-300 C.

3. Preceding the administration of deep sedation or general anesthesia, a dentist who meets the
requirements of 18VAC60-21-300 may use the services of the:following personnel under indirect
supervision to administer local anesthesia to anesthetize th ction or treatment site:

a. A dental hygienist with the training required VAC60-25-100 C to parenterally
administer Schedule Vilocal anesthesm to persons ! :

have available the followmg equipment in sizes
maintain it in working order and i immedi
and treated and will recover:

1. Full face mask or masks;
2. Oral and nasopharyngeal airway mai

3. Endotracheal tubes
adjunct such as a lary;

4. A laryngoscope
5. Source of delivery

12. External defibrilla
13. An end-tidal carbon die;
14. Suction apparatus;
15. Throat pack; and
16. Precordial or pretracheal stethoscope.
D. Required staffing. At a minimum, there shall be a three-person treatment team for deep sedation
or general anesthesia. The team shall include the operating dentist, a second person to monitor the
patient as provided in 18VAC60-21-260 K, and a third person to assist the operating dentist as

provided in 18VAC60-21-260 J, all of whom shall be in the operatory with the patient during the
dental procedure. If a second dentist, an anesthesiologist, or a certified registered nurse anesthetist

or automatic);
€ monitor (capnograph); [unless precluded by...]
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administers the drugs as permitted in subsection B of this section, such person may serve as the
second person to monitor the patient,

E. Monitoring requirements.

1. Baseline vital signs shall be taken and recorded prior to administration of any controlled drug

at the facility to include: temperature, blood pressure, pulse, oxygen saturation, EKG, and
respiratory rate.

2. The patient's vital signs, end-tidal carbon dioxide unless precluded or invalidated by the nature
of the patient, procedure, or equipment, EKG readings, blood pressure, pulse, oxygen saturation,
temperature, and respiratory rate shall be monitored continually and recorded every five minutes,
and reported to the treating dentist throughout the administration of controlled drugs and
recovery. When depolarizing medication are administered femperature shall be monitored
constantly—continuously. 7 add EKG to #1.7

3. Monitoring of the patient undergoing deep sedation
the administration of any drugs and shall take place

eral anesthesia is to begin prior to
continually [?} during
¢ person who administers
ter the same level of
patient has regained

the anesthesia or another licensed practitio
anesthesia must remain on the premises o
consciousness and is discharged.

F. Emergency management.
1. A secured intravenous line must’
2. The dentist shall be proficient i

control procedures, including the
establishment of an airway

ined throughout the procedure.

d complications related to pain
iration and circulation, immediate

ventilation, and circulation are satisfactory for
recorded. ? or use of Alrette score or similar

##% continually should be tsed to mean “ very often; at regular or frequent intervals.

And continously to mean “unceasingly; constantly; without interruption.[these could be added to
definitions.

Part VIIL Oral and Macxillofacial Surgeons.
18VAC60-21-310. Registration of oral and maxillofacial surgeons.

Every licensed dentist who practices as an oral and maxillofacial surgeon, as defined in § 54.1-2700
of the Code, shall register his practice with the board.
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1. After initial registration, an oral and maxillofacial surgeon shall renew his registration annually
on or before December 31,

2. An oral and maxillofacial surgeon who fails to register or to renew his registration and
continues to practice oral and maxillofacial surgery may be subject to disciplinary action by the
board.

3. Within one year of the expiration of a registration, an oral and maxillofacial surgeon may
renew by payment of the renewal fee and a late fee.

4. After one year from the expiration date, an oral and maxillofacial surgeon who wishes to
reinstate his registration shall update his profile and pay the reinstatement fee.

A. In compliance with requirements of § 54.1-2709.2 of he
registered with the board shall provide, upon initial re
days:

percentage of time spent at each locatlon

iliofacial surgeon is affiliated;
ars to dental school faculties with the years of service and

10. Whether there is
primary practice settin

> translating services for non-English speaking patients at the
ch, if any, foreign languages are spoken in the practice; and
11. Whether the oral and maxillofacial surgeon participates in the Virginia Medicaid Program and
whether he is accepting new Medicaid patients.
B. The oral and maxillofacial surgeon may provide additional information on hours of continuing
education earned, subspecialities obtained, and honors or awards received.
C. Whenever there is a change in the information on record with the profile system, the oral and
maxillofacial surgeon shall provide current information in any of the categories in subsection A of
this section within 30 days.

18VAC60-21-330. Reporting of malpractice paid claims and disciplinary notices and orders.
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A. In compliance with requirements of § 54.1-2709.4 of the Code, a dentist registered with the
board as an oral and maxillofacial surgeon shall report in writing to the executive director of the
board all malpractice paid claims in the most recent 10-year period. Each report of a settlement or
judgment shall indicate:

1. The year the claim was paid;
2. The total amount of the paid claim in United States dollars; and
3. The city, state, and country in which the paid claim occurred.

B. The board shall use the information provided to determine the relative frequency of paid claims
described in terms of the percentage who have made malpractice payments within the most recent
10-year period. The statistical methodology used will be calculated on more than 10 paid claims for
all dentists reporting, with the top 16% of the paid claims to b played as above-average
payments, the next 68% of the paid claims to be displayed rage payments, and the last 16% of
the paid claims to be displayed as below-average payment
C. Adjudicated notices and final orders or decision docun

ct to § 54.1-2400.2 G of the

ing, and experience, certification may be granted to
igtic treatment:

4. Submental liposuctio her procedures to remove fat;

brasion and other procedures to remove facial skin irregularities;

6. Browlift (either open or endoscopic technique) and other procedures to remove furrows and
sagging skin on the upper eyelid or forehead;

7. Platysmal muscle plication and other procedures to correct the angle between the chin and
neck;

5. Laser resurfacing or de

8. Otoplasty and other procedures to change the appearance of the ear; and

9. Application of injectable medication or material for the purpose of treating extra-oral cosmetic
conditions.

18VAC60-21-360. Certification not required.
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Certification shall not be required for performance of the following:

1. Treatment of facial diseases and injuries, inchuding maxillofacial structures;
2. Facial fractures, deformity, and wound treatment;

3. Repair of cleft lip and palate deformity;

4. Facial augmentation procedures; and

5. Genioplasty.

18VAC60-21-370. Credentials required for certification.

An applicant for certification shall:
1. Hold an active, unrestricted license from the board;
2. Submit a completed application and fee;

3. Complete an oral and maxillofacial residency p: credited by the Commission on
Dental Accreditation; ’ ‘ :

4. Hold board certification by the American B
or board eligibility as defined by ABOMS;

5. Have current privileges on a hospital staff to

6. If his oral and maxillofacial residency or cosm clini
1, 1996, and training in cosmetic surge

a. A letter from the director of

cases in each of the:procedures
7. If his oral and maxillofacial

and clinically approved courses to include the
, copy of the certificate of attendance. Courses
pecific procedures requested for certification and shall be

tion program in oral and maxillofacial surgery accredited by the
ation;

'd by the Liaison Committee on Medical Education or other
official accrediting zed by the American Medical Association;

(3) The American Dental*Association or one of its constituent and component societies or other
ADA Continuing Education Recognized Programs (CERP) approved for continuing dental
education; or

(4) The American Medical Association approved for category 1, continuing medical education;
and

b. Documentation of either:

(1) Holding current privileges to perform cosmetic surgical procedures within a hospital
accredited by the Joint Commission on Accreditation of Healthcare Organizations; or
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(2) Having completed at least 10 cases as primary or secondary surgeon in the specific
procedures for which the applicant is seeking certification, of which at least five shall be
proctored cases as defined in this chapter.

18VAC60-21-380. Renewal of certification.

In order to renew his certification to perform cosmetic procedures, an oral and maxillofacial
surgeon shall possess a current, active, unrestricted license to practice dentistry from the Virginia
Board of Dentistry and shall submit the renewal application and fee on or before December 31 of
each year. If an oral and maxillofacial surgeon fails to renew his certificate, the certificate is lapsed
and performance of cosmetic procedures is not permitted. To renew a lapsed certificate within one
year of expiration, the oral and maxillofacial surgeon shall p. renewal fees and a late fee.
Reinstatement of a certification that has been lapsed for m an one year shall require completion
of a reinstatement form documenting continued competes: procedures for which the
surgeon is certified and payment of a reinstatement fee,

by certificate holders.

shall conducta random audit of
d by a certificate.holder in a
Healthcare Organizations or other

ocedures shall maintain separate
files, an index, coding, or other system by whi b dentified by cosmetic
procedure. .

practices in a related specialty and by an oral and maxillofacial
ntistry. The Board of Medicine shall maintain the
istent with § 54.1-2400.2 of the Code.

confidentiality of the co
Part VIIL Mobile Dental Clinics.
18VAC60-21-410. Registration of a mobile dental clinic or portable dental operation.

A. An applicant for registration of a mobile dental facility or portable dental operation shall
provide:

1. The name and address of the owner of the facility or operation and an official address of record
for the facility or operation, which shall not be a post office address. Notice shall be given to the
board within 30 days if there is a change in the ownership or the address of record for a mobile
dental facility or portable dental operation;
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2. The name, address, and license number of each dentist and dental hygienist or the name,
address, and registration number of each dental assistant II who will provide dental services in the
facility or operation. The identity and license or registration number of any additional dentists,
dental hygienists, or dental assistants II providing dental services in a mobile dental facility or

portable dental operation shall be provided to the board in writing prior to the provision of such
services; and

3. The address or location of each place where the mobile dental facility or portable dental
operation will provide dental services and the dates on which such services will be provided. Any
additional locations or dates for the provision of dental services in a mobile dental facility or
portable dental operation shall be provided to the board in writing prior to the provision of such
services.
B. The information provided by an applicant to comply with s
made available to the public. '

C. An application for registration of a mobile dental fac :
include:

ction A of this section shall be
ble dental operation shall
1. Certification that there is a written agr

identification of and arrangements for treatm
within a reasonable geographic area;

for patients to include
ermanently established

dental personnel to contact assistand
3. Certification that the facility h

laws regulations,
flammability, and

al assistants II shall be displayed in plain view of patients.
peration shall obtain written consent from the patient or, if the
sent, his parent, guardian, or authorized representative.
C. Each patient shall be pro | with an information sheet, or if the patient, his parent, guardian, or
authorized agent has given written consent to an institution or school to have access to the patient's
dental health record, the institution or school may be provided a copy of the information. At a
minimum, the information sheet shall include:

1. Patient name, date of service, and location where treatment was provided;

2. Name of dentist or dental hygienist who provided services;

3. Description of the treatment rendered and tooth numbers, when appropriate;

4. Billed service codes and fees associated with treatment;

5. Description of any additional dental needs observed or diagnosed;

patient is a minor or in
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6. Referral or recommendation to another dentist if the facility or operation is unable to provide
follow-up treatment; and

7. Emergency contact information.

D. Patient records shall be maintained, as required by 18VAC60-21-90, in a secure manner within
the facility or at the address of record listed on the registration application. Records shall be made
available upon request by the patient, his parent, guardian, or authorized representative and shall be
available to the board for inspection and copying.

E. The practice of dentistry and dental hygiene in a mobile dental clinic or portable dental operation
shall be in accordance with the laws and regulations governing such practice.

18VAC60-21-430. Exemptions from requirement for regist

The following shall be exempt from requirements for regi
portable dental operation:

dental services via mobile model to adults and ¢
health center;

4. Clinics operated by free health
exempt status pursuant to § 501(c)(3)
via mobile model to adults and childre
net clinic; and

5. Clinics that provi
and who reside in k
homes.

ividuals who are not ambulatory
ities, adult care homes, or private
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DR. SARRETT’S REVIEW COMMENTS

Part VL. Controlled Substances, Sedation, and Anesthesia.

18VAC60-21-260. General provisions.

A. Application of Part VI. This part applies to prescribing, dispensing, and administering controlled
substances in dental offices, mobile dental facilities, and portable dental operations and shall not
apply to administration by a dentist practicing in (i) a licensed hospital as defined in § 32.1-123 of
the Code, (ii) a state-operated hospital, or (iii) a facility directly maintained or operated by the
federal government.

B. Registration required. Any dentist who prescribes, administers, or dispenses Schedules IT through
V controlled drugs must hold a current registration with the federal Drug Enforcement
Administration,

C. Patient evaluation required.

1. The decision to administer controlled drugs for dental treatment must be based on a
documented evaluation of the health history and current medical condition of the patient in
accordance with the Class I through V risk category classifications of the American Society of
Anesthesiologists (ASA) in effect at the time of treatment. The findings of the evaluation, the
ASA risk assessment class assigned, and any special considerations must be recorded in the
patient's record.

2. Any level of sedation and general anesthesia may be provided for a patient who is ASA Class [
and Class IL

5 Y
a. A dentist after he has documented a consultation with the patient's primary care physician or
other medical specialist regarding potential risks and special monitoring requirements that may
be necessary;

b. An oral and maxillofacial surgeon who has performed a physical evaluation and documented
the findings and the ASA risk assessment category of the patient and any special monitoring
requirements that may be necessary; or

¢. A person licensed under Chapter 29 (§ 54.1-2900 et seq.) of Title 54.1 of the Code who has a
specialty in anesthesia.

4. Minimal sedition may only be provided for a patient who is i ASA Class IV by:
a. A dentist after he has documented a consultation with the patient's primary care physician or
other medical specialist regarding potential risks and special monitoring requirements that may
be necessary; or
b. An oral and maxillofacial surgeon who has performed a physical evaluation and documented

the findings and the ASA risk assessment category of the patient and any special monitoring
requirements that may be necessary.

D. Additional requirements for patient information and records. In addition to the record
requirements in 18VAC60-21-90, when eenscieusfmmoderate sedation, deep sedation, or general
anesthesia is administered, the patient record shall also include:
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1. Notation of the patient's American Society of Anesthesiologists classification;
2. Review of medical history and current conditions, including the patient’s weight and height or,
if appropriate, the body mass index;

3. Written informed consent for administration of sedation and anesthesia and for the dental
procedure to be performed;
4. Preoperative vital signs;
5. A record of the name, dose, and strength of drugs and route of administration including the

administration of local anesthetics with notations of the time sedation and anesthesia were
administered;

6. Monitoring records of all required vital signs and physiological measures recorded pvery five

7. A list of staff participating in the administration, treatment, and monitoring including name,
sition, and assigned duties.

datl

' od 6 apatient 12
F. Informed written consent. Prior to administration of any level of sedation or general anesthesia,
the dentist shall discuss the nature and objectives of the planned level of sedation or general
anesthesia along with the risks, benefits, and alternatives and shall obtain informed, written consent
from the patient or other responsible party for the administration and for the treatment to be
provided. The written consent must be maintained in the patient record.

G. Level of sedation. The determinant for the application of the rules for any level of sedation or for
general anesthesia shall be the degree of sedation or consciousness level of a patient that should
reasonably be expected to result from the type, strength, and dosage of medication, the method of
administration, and the individual characteristics of the patient as documented in the patient's
record. The drugs and techniques used must carry a margin of safety wide enough to render the
unintended reduction of or loss of consciousness unlikely, factoring in titration and the patient's age,
weight, and ability to metabolize drugs.

H. Emergency management.

1. If a patient enters a deeper level of sedation than the dentist is qualified and prepared to
provide, the dentist shall stop the dental procedure until the patient returns to and is stable at the
intended level of sedation.
2. A dentist in whose office sedation or anesthesia is administered shall have written basic
emergency procedures established and staff trained to carry out such procedures.
L. Ancillary personnel. Dentists who employ unlicensed, ancillary personnel to assist in the
administration and monitoring of any form of minimal sedation, conscious/moderate sedation, deep
sedation, or general anesthesia shall maintain documentation that such personnel have:
1. Training and hold current certification in basic resuscitation techniques with hands-on airway
training for health care providers, such as Basic Cardiac Life Support for Health Professionals or
a clinically oriented course devoted primarily to responding to clinical emergencies offered by an
approved provider of continuing education as set forth in 18VAC60-21-250 C; or
2. Current certification as a certified anesthesia assistant (CAA) by the American Association of
Oral and Maxillofacial Surgeons or the American Dental Society of Anesthesiology (ADSA).
1. Assisting in administration. A dentist, consistent with the planned level of administration (i.e.,
local anesthesia, minimal sedation, conscious/moderate sedation, deep sedation, or general
anesthesia) and appropriate to his education, training, and experience, may utilize the services of a
dentist, anesthesiologist, certified registered nurse anesthetist, dental hygienist, dental assistant, or
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nurse to perform functions appropriate to such practitioner's education, training, and experience and

consistent with that practitioner's respective scope of practice.

K. Patient monitoring.
1. A dentist may delegate monitoring of a patient to a dental hygienist, dental assistant, or nurse
who is under his direction or to another dentist, anesthesiologist, or certified registered nurse
anesthetist. The person assigned to monitor the patient shall be continuously in the presence of
the patient in the office, operatory, and recovery area (i) before administration is initiated or
immediately upon arrival if the patient self-administered a sedative agent, (ii) throughout the
administration of drugs, (iii) throughout the treatment of the patient, and (iv) throughout recovery
until the patient is discharged by the dentist.

2. The person monitoring the patient shall:
a. Have the patient's entire body in sight;
b. Be in close proximity so as to speak with the patient;

c. Converse with the patient to assess the patient's ability to respond in order to determine the
patient's level of sedation;

d. Closely observe the patient for coloring, breathing, level of physical activity, facial
expressions, eye movement, and bodily gestures in order to immediately recognize and bring
any changes in the patient's condition to the attention of the treating dentist; and

e. Read, report, and record the patient's vital signs and physiological measures.

L. A dentist who allows the administration of general anesthesia, deep sedation, or
eenseious/moderate sedation in his dental office is responsible for assuring that:

1. The equipment for administration and monitoring, as required in subsection B of 18VAC60-21-
291 or subsection C of 18VAC60-21-301, is readily available and in good working order prior to
performing dental treatment with anesthesia or sedation. The equipment shall either be
maintained by the dentist in his office or provided by the anesthesia or sedation provider; and

2. The person administering the anesthesia or sedation is appropriately licensed and the staff
monitoring the patient is qualified.

18VAC60-21-270. Administration of local anesthesia.

A dentist may administer or use the services of the following personnel fo administer local
anesthesia:

1. A dentist;
2. An anesthesiologist;
3. A certified registered nurse anesthetist under his medical direction and indirect supervision;

4. A dental hygienist with the training required by 18VAC60-25-100 C to parenteraily administer
Schedule VI local anesthesia to persons 18 years of age or older under his indirect supervision;

5. A dental hygienist to administer Schedule VI topical oral anesthetics under indirect supervision
or under his order for such treatment under general supervision; or

6. A dental assistant or a registered or licensed practical nurse to administer Schedule VI topical
oral anesthetics under indirect supervision.

18VAC60-21-279. Administration of only inhalation analgesia (nitrous oxide).
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A. Education and training requirements. A dentist who utilizes nitrous oxide shall have training in
and knowledge of:

1. The appropriate use and physiological effects of nitrous oxide, the potential complications of
administration, the indicators for complications, and the interventions to address the
complications.
2. The use and maintenance of the equipment required in subsection D of this section,
B. Mo miedic ad; & patient 12 years of age of
younger prior fo his arrival at the dentaboffi :
C. Delegation of administration.

1. A qualified dentist may administer or use the services of the following personnel to administer
nitrous oxide:

a. A dentist;
b. An anesthesiologist;
c. A certified registered nurse anesthetist under his medical direction and indirect supervision;

d. A dental hygienist with the training required by 18VAC60-25-100 B and under indirect
supervision; or
e. A registered nurse upon his direct instruction and under immediate supervision.
2. Preceding the administration of nitrous oxide, a dentist may use the services of the following
personnel working under indirect supervision to administer local anesthesia to numb an injection
or treatment site:
a. A dental hygienist with the training required by 18VAC60-25-100 C to parenterally
administer Schedule V1 local anesthesia to persons 18 years of age or older; or

b. A dental hygienist, dental assistant, registered nurse, or licensed practical nurse to administer
Schedule VI topical oral anesthetics.

Ao TOCSST: o o oo e ien

D.

frolled positive pressune:

4. Suction apparatus: |
E. Required staffing. When only nitrous oxide/oxygen is administered, a second person in the
operatory is not required. Either the dentist or qualified dental hygienist under the indirect
supervision of a dentist may administer the nitrous oxide/oxygen and treat and monitor the patient.
F. Monitoring requirements.

1. Baseline vital signs, to include blood pressure and heart rate, shall be taken and recorded prior
to administration of nitrous oxide analgesia and prior to discharge, unless extenuating
circumstances exist and are documented in the patient's record.

2. Continual clinical observation of the patient's responsiveness, color, respiratory rate, and depth
of ventilation shall be performed.

3. Once the administration of nitrous oxide has begun, the dentist shall ensure that a licensed
health care professional or a person qualified in accordance with 18VAC60-21-260 I monitors the
patient at all times until discharged as required in subsection G of this section.
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4. Monitoring shall include making the proper adjustments of nitrous oxide/oxygen machines at
the request of or by the dentist or by another qualified licensed health professional identified in
subsection C of this section. Only the dentist or another qualified licensed health professional
identified in subsection C of this section may turn the nitrous oxide/oxygen machines on or off.
5. Upon completion of nitrous oxide administration, the patient shall be administered 100%
oxygen for a minimum of five minutes to minimize the risk of diffusion hypoxia.

G. Discharge requirements.

1. The dentist shall not discharge a patient until he exhibits baseline responses in a post-operative
evaluation of the level of consciousness. Vital signs, to include blood pressure and heart rate,
shall be taken and recorded prior to discharge.

2. Post-operative instructions shall be given verbally and in writing. The written instructions shall
include a 24-hour emergency telephone number.

3. Pediatric patients shall be discharged with a responsible individual who has been instructed
with regard to the patient’s care.

18VAC60-21-280. Administration of phinimal sedation]

A. Education and training requirements. A dentist who utilizes minimal sedation shall have training
in and knowledge of*

1. The medications used, the appropriate dosages, the potential complications of administration,
the indicators for complications, and the interventions to address the complications.
2. The physiological effects of minimal sedation, the potential complications of administration,
the indicators for complications, and the interventions fo address the complications.

B

b L
C

. Deleg administration.
1. A qualified dentist may administer or use the services of the following personnel to administer
minimal sedation:

a. A dentist;

b. An anesthesiologist;

c. A certified registered nurse anesthetist under his medical direction and indirect supervision;

d. A dental hygienist with the training required by 18VAC60-25-100 C only for administration
of nitrous oxide/oxygen with the dentist present in the operatory; or

¢. A registered nurse upon his direct instruction and under immediate supervision.
2. Preceding the administration of minimal sedation, a dentist may use the services of the
following personnel working under indirect supervision to administer local anesthesia to numb an
injection or treatment site:

a. A dental hygienist with the training required by 18VAC60-25-100 C to parenterally

administer Schedule VI local anesthesia to persons 18 years of age or older; or

b. A dental hygienist, dental assistant, registered nurse, or licensed practical nurse to administer
Schedule VI topical oral anesthetics;



3. If minimal sedation is self-administered by or to a bt ;
i ,i%it the dental office or treatment facility, the dentist may only use the personnel listed in
vision 1 of this subsection to administer local anesthesia.
D. Equipment requirements. A dentist who utilizes minimal sedation or who directs the
administration by another licensed health professional as permitted in subsection C of this section
shall maintain the following equipment in working order and immediately available to the areas
where patients will be sedated and treated and will recover:

1. Blood pressure monitoring equipment;

2. Source of delivery of oxygen under controlled positive pressure;

3. Mechanical (hand) respiratory bag;

4. Suction apparatus; and

5. Pulse oximeter.

E. Required staffing. The treatment team for minimal sedation shall consist of the dentist and a
second person in the operatory with the patient to assist the dentist and monitor the patient. The
second person shall be a licensed health care professional or a person qualified in accordance with
18VAC60-21-260 1.

F. Monitoring requirements.

1. Baseline vital signs to include blood pressure, respiratory rate, and heart rate shall be taken and
recorded prior to administration of sedation and prior to discharge.

2. Blood pressure, oxygen saturation, respiratory rate, and pulse shall be monitored continuously
during the procedure.

3. Once the administration of minimal sedation has begun by any route of administration, the
dentist shall ensure that a licensed health care professional or a person qualified in accordance
with 18VAC60-21-260 I monitors the patient at all times until discharged as required in
subsection G of this section.

4, If nitrous oxide/oxygen is used in addition to any other pharmacological agent, monitoring
shall include making the proper adjustments of nitrous oxide/oxygen machines at the request of or
by the dentist or by another qualified licensed health professional identified in subsection C of
this section. Only the dentist or another qualified licensed health professional identified in
subsection C of this section may turn the nitrous oxide/oxygen machines on or off.

5. If any other pharmacological agent is used in addition to nitrous oxide/oxygen and a local
anesthetic, requirements for the induced level of sedation must be met.

G. Discharge requirements.
1. The dentist shall not discharge a patient until he exhibits baseline responses in a post-operative
evaluation of the level of consciousness. Vital signs, to include blood pressure, respiratory rate,
and heart rate shall be taken and recorded prior to discharge.
2. Post-operative instructions shall be given verbally and in writing. The written instructions shall
include a 24-hour emergency telephone number.

3. Pediatric patients shall be discharged with a responsible individual who has been instructed
with regard to the patient's care.

Sul

18VAC60-21-290. Requirements for a eenseieus/moderate sedation permit.

A. After March 31, 2013, no dentist may employ or use eonscious/moderate sedation in a dental
office unless he has been issued a permit by the board. The requirement for a permit shall not apply

6
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to an oral and maxillofacial surgeon who maintains membership in the American Association of
Oral and Maxillofacial Surgeons (AAOMS) and who provides the board with reports that result
from the periodic office examinations required by AAOMS. Such an oral and maxillofacial surgeon
shall be required to post a certificate issued by AAOMS.

B. Automatic qualification. Dentists who hold a current permit to administer deep sedation and
general anesthesia may administer conscious/moderate sedation.

C. To determine eligibility for a censciousimoderatemoderate sedation permit, a dentist shall submit
the following:

1. A completed application form indicating one of the following permits for which the applicant
is qualified:

a. Censeieus/mederateModerate sedation by any method;

b. CenseioustmederateModerate sedation by enteral administration only; or

¢. Temporary censcieus/moderatemoderate sedation permit (may be renewed one time);
2. The application fee as specified in 18VAC60-21-40;

3. A copy of a transcript, certification, or other documentation of training content that meets the
educational and training qualifications as specified in subsection D of this section, as applicable;
and

4. A copy of current certification in advanced cardiac life support (ACLS) or pediatric advanced
life support (PALS) as required in subsection E of this section.

D. Education requirements for a permit to administer conseious/imederatemoderate sedation.

1. Administration by any method. A dentist may be issued a eonscieusfmoderatemoderate
sedation permit to administer by any method by meeting one of the following criteria:

a. Completion of training for this treatment modality according to the ADA's Guidelines for
Teaching the Comprehensive Control of Anxiety and Pain in Dentistry in effect at the time the
training occurred, while enrolled in an accredited dental program or while enrolled in a post-
doctoral university or teaching hospital program; or
b. Completion of a continuing education course that meets the requirements of 18VAC60-21-
250 and consists of (i) 60 hours of didactic instruction plus the management of at least 20
patients per participant, (ii) demonstration of competency and clinical experience in
eonseiousimederatemoderate sedation, and (iii) management of a compromised airway. The
course content shall be consistent with the ADA's Guidelines for Teaching the Comprehensive
Control of Anxiety and Pain in Dentistry in effect at the time the training occurred.

20



E. Additional training required. Dentists who administer eonseious/mederatemoderate sedation
shall:
1. Hold current certification in advanced resuscitation techniques with hands-on simulated airway
and megacode training for health care providers, such as ACLS or PALS as evidenced by a
certificate of completion posted with the dental license; and

2. Have current training in the use and maintenance of the equipment required in 18VAC60-21-
291.

18VAC60-21-291. Requirements for administration of eenseious/moderatemoderate sedation.

A. Delegation of administration.

1. A dentist who does not hold a permit to administer conseious/mederatemoderate sedation shall
only use the services of a qualified dentist or an anesthesiologist to administer such sedation in a
dental office. In a licensed outpatient surgery center, a dentist who does not hold a permit to
administer conscious/mederatemoderate sedation shall use either a qualified dentist, an
anesthesiologist, or a certified registered nurse anesthetist to administer such sedation.

2, A dentist who holds a permit may administer or use the services of the following personnel to
administer eenseieus/meoderatemoderate sedation: '

a. A dentist with the training required by 18VAC60-21-290 D 2 to administer by an enteral
method;

b. A dentist with the training required by 18VAC60-21-290 D 1 to administer by any method;
¢. An anesthesiologist;

d. A certified registered nurse anesthetist under the medical direction and indirect supervision of
a dentist who meets the training requirements of 18 VAC60-21-290 D 1; or

e. A registered nurse upon his direct instruction and under the immediate supervision of a
dentist who meets the training requirements of 18VAC60-21-290 D 1.

4. Preceding the administration of eenseious/mederatemoderate sedation, a permitted dentist may
use the services of the following personnel under indirect supervision to administer local
anesthesia to anesthetize the injection or treatment site:
a. A dental hygienist with the training required by 18VAC60-25-100 C to parenterally
administer Schedule VI local anesthesia to persons 18 years of age or older; or
b. A dental hygienist, dental assistant, registered nurse, or licensed practical nurse to administer
Schedule VI topical oral anesthetics.
5. A dentist who delegates administration of eonseious/mederatemoderate sedation shall ensure
that:
a. All equipment required in subsection B of this section is present, in good working order, and

immediately available to the areas where patients will be sedated and treated and will recover;
and

b. Qualified staff is on site to monitor patients in accordance with requirements of subsection D
of this section.

91



aHon OF sedation oF

17, St o oifor (capriography |

C. Required staffing. At a minimum, there shall be a two-person treatment team for
conscious/mederatemoderate sedation. The team shall include the operating dentist and a second
person to monitor the patient as provided in 18VAC60-21-260 K and assist the operating dentist as
provided in 18VAC60-21-260 J, both of whom shall be in the operatory with the patient throughout
the dental procedure. If the second person is a dentist, an anesthesiologist, or a certified registered
nurse anesthetist who administers the drugs as permitted in 18VAC60-21-291 A, such person may
monitor the patient.

D. Monitoring requirements.

1. Baseline vital signs shall be taken and recorded prior to administration of any controlled drug
at the facility and prior to discharge.

2. Blood pressure, oxygen saturation, prd-fidal 4 and pulse shall be monitored

continually during the administration and recorded every five minutes.

3. Monitoring of the patient under eenseioustmoderatemoderate sedation is to begin prior to
administration of sedation or, if pre-medication is self-administered by the patient, immediately
upon the patient's arrival at the dental facility and shall take place continuously during the dental
procedure and recovery from sedation. The person who administers the sedation or another
licensed practitioner qualified to administer the same level of sedation must remain on the
premises of the dental facility until the patient is evaluated and is discharged.

E. Discharge requirements.

92




1. The patient shall not be discharged until the responsible licensed practitioner determines that
the patient's level of consciousness, oxygenation, ventilation, and circulation are satisfactory for
discharge and vital signs have been taken and recorded.
2. Post-operative instructions shall be given verbally and in writing. The written instructions shall
include a 24-hour emergency telephone number.
3. The patient shall be discharged with a responsible individual who has been instructed with
regard to the patient's care.
F. Emergency management. The dentist shall be proficient in handling emergencies and
complications related to pain control procedures, including the maintenance of respiration and
circulation, immediate establishment of an airway, and cardiopulmonary resuscitation.

18VAC60-21-300. Requirements for a deep sedation/general anesthesia permit.

A. After March 31, 2013, no dentist may employ or use deep sedation or general anesthesia in a
dental office unless he has been issued a permit by the board. The requirement for a permit shall not
apply to an oral and maxillofacial surgeon who maintains membership in AAOMS and who
provides the board with reports that result from the periodic office examinations required by
AAOMS. Such an oral and maxillofacial surgeon shall be required to post a certificate issued by
AAOMS.
B. To determine eligibility for a deep sedation/general anesthesia permit, a dentist shall submit the
following:

1. A completed application form;

2. The application fee as specified in 18VAC60-21-40;

3. A copy of the certificate of completion of a CODA accredited program or other documentation
of training content which meets the educational and training qualifications specified in subsection
C of this section; and
4. A copy of current certification in Advanced Cardiac Life Support for Health Professionals
(ACLS ) or Pediatric Advanced Life Support for Health Professionals (PALS ) as required in
subsection C of this section.

C. Educational and training qualifications for a deep sedation/general anesthesia permit.

1. Completion of 2 minimum of one calendar year of advanced training in anesthesiology and
related academic subjects beyond the undergraduate dental school level in a training program in
conformity with the ADA's Guidelines for Teaching the Comprehensive Control of Anxiety and
Pain in Dentistry in effect at the time the training occurred; or

2. Completion of an CODA accredited residency in any dental specialty that incorporates into its
curriculum a minimum of one calendar year of full-time training in clinical anesthesia and related
clinical medical subjects (i.c., medical evaluation and management of patients) comparable to
those set forth in the ADA's Guidelines for Graduate and Postgraduate Training in Anesthesia in
effect at the time the training occurred; and

3. Current certification in advanced resuscitative techniques with hands-on simulated airway and
megacode training for health care providers, including basic electrocardiographic interpretations,
such as courses in ACLS or PALS; and

4. Current training in the use and maintenance of the equipment required in 18VAC60-21-301.

18VAC60-21-301. Requirements for administration of deep sedation or general anesthesia.

10
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A. Preoperative requirements. Prior to the appointment for treatment under deep sedation or general
anesthesia the patient shall:

1. Be informed about the personnel and procedures used to deliver the sedative or anesthetic
drugs to assure informed consent as required by 18VAC60-21-260 F.
2. Have a physical evaluation as required by 18VAC60-21-260 C.

3. Be given preoperative verbal and written instructions including any dietary or medication
restrictions.

B. Delegation of administration.
1. A dentist who does not meet the requirements of 18VAC60-21-300 shall only use the services
of a dentist who does meet those requirements or an anesthesiologist to administer deep sedation
or general anesthesia in a dental office. In a licensed outpatient surgery center, a dentist shall use
either a dentist who meets the requirements of 18VAC60-21-300, an ancsthesiologist, or a
certified registered nurse anesthetist to administer deep sedation or general anesthesia.

2. A dentist who meets the requirements of 18VAC60-21-300 may administer or use the services
of the following personnel to administer deep sedation or general anesthesia:

a. A dentist with the training required by 18VAC60-21-300 C;

b. An anesthesiologist; or

c. A certified registered nurse anesthetist under the medical direction and indirect supervision of
a dentist who meets the training requircments of 18VAC60-21-300 C.

3. Preceding the administration of deep sedation or general anesthesia, a dentist who meets the
requirements of 18VAC60-21-300 may use the services of the following personnel under indirect
supervision to administer local anesthesia to anesthetize the injection or treatment site:

a. A dental hygienist with the training required by 18VAC60-25-106 C to parenterally
administer Schedule VI local anesthesia to persons 18 years of age or older; or

b. A dental hygienist, dental assistant, registered nurse, or licensed practical nurse to administer
Schedule VI topical oral anesthetics.

C. Equipment requirements. A dentist who administers deep sedation or general anesthesia shall
have available the following equipment in sizes appropriate for the patient being treated and shall

maintain it in working order and immediately available to the areas where patients will be sedated
and treated and will recover: '

1. Full face mask or masks;
2. Oral and nasopharyngeal airway management adjuncts;

3. Endotracheal tubes with appropriate connectors or other appropriate airway management
adjunct such as a laryngeal mask airway;

4. A laryngoscope with reserve batteries and bulbs and appropriately sized laryngoscope blades;
5. Source of delivery of oxygen under controlled positive pressure;
6. Mechanical (hand) respiratory bag;

7. Pulse oximetry and blood pressure monitoring equipment available and used in the treatment
room;

8. Appropriate emergency drugs for patient resuscitation;
9. EKG monitoring equipment;

10. Temperature measuring devices;

11. Pharmacologic antagonist agents;

11
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12. External defibrillator (manual or automatic);

13. An end-tidal carbon dioxide monitor (capnograph);
14. Suction apparatus;

15. Throat pack; and

16. Precordial or pretracheal stethoscope.

D. Required staffing. At a minimum, there shall be a three-person treatment team for deep sedation
or general anesthesia. The team shall include the operating dentist, a second person to monitor the
patient as provided in 18VAC60-21-260 K, and a third person to assist the operating dentist as
provided in 18VAC60-21-260 J, all of whom shall be in the operatory with the patient during the
dental procedure. If a second dentist, an anesthesiologist, or a certified registered nurse anesthetist
administers the drugs as permitted in subsection B of this section, such person may serve as the
second person to monitor the patient. -

E. Monitoring requirements.

1. Baseline vital signs shall be taken and recorded prior to administration of any controlled drug
at the facility to include: temperature, blood pressure, pulse, oxygen saturation, and respiration.
2. The patient's vital signs, end-tidal carbon dioxide, and EKG readings shall be monitored,
recorded every five minutes, and reported to the treating dentist throughout the administration of
controlled drugs. When depolarizing medications are administered, temperature shall be
monitored constantly.
3. Monitoring of the patient undergoing deep sedation or general anesthesia is to begin prior to
the administration of any drugs and shall take place continuously during administration, the
dental procedure, and recovery from anesthesia. The person who administers the anesthesia or
another licensed practitioner qualified to administer the same level of anesthesia must remain on
the premises of the dental facility until the patient has regained consciousness and is discharged.
F. Emergency management.

L. A secured intravenous line must be established and maintained throughout the procedure.

2. The dentist shall be proficient in handling emergencies and complications related to pain
control procedures, including the maintenance of respiration and circulation, immediate
establishment of an airway, and cardiopulmonary resuscitation.

G. Discharge requirements,

1. The patient shall not be discharged until the responsible licensed practitioner determines that
the patient's level of consciousness, oxygenation, ventilation, and circulation are satisfactory for
discharge and vital signs have been taken and recorded.

2. Post-operative instructions shall be given verbally and in writing. The written instructions shall
include a 24-hour emergency telephone number for the dental practice.

3. The patient shall be discharged with a responsible individual who has been instructed with
regard to the patient's care.

12
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Guideline for M(initbri,ng aﬁd -Maﬁégémeht of ‘Pedijatrié
Patients Before, During, and After Sedation for
Update 2016

Diagnostic and Therapeutic Procedures

Introduction

‘The number of diagnestic and minor surgical procedures per-
formed on pediatric patients outside of the traditional operating
room setting has increased in the past several decades. As a
consequence of this change and the increased awareness of the
importance of providing analgesia and anxiolysis, the need for
sedation for procedures in physicians’ offices, dental offices,
subspecialty procedure suites, imaging facilities, emergency
departments, other inpatient hospital settings, and ambulatory
surgery centers also has increased markedly.? In recogaition
of this need for both elective and emergency use of sedation in
nontraditional settings, the American Academy of Pediatrics
(AAP) and the American Academy of Pediatric Dentistry
(AAPD) have published a series of guidelines for the moniror-
ing and management of pediatric patients during and after
sedation for a procedure.’** The purpose of this updated
report is to unify the guidelines for sedation used by medical
and dental practitioners; to add clarifications regarding moni-
toring modalities, particularly regarding continuous expired

To cite: Coté Cj, Wilson S. Guidelines for Monitoring and Management of Pedi-
atric Patients Before, During, and After Sedation for Diagnostic and Therapeutic
Procedures: Update 2016, American Academy of Pediatric Dentistry, American
Academy of Pediatrics. Pediatr Dent 2016;38(4):E13-£39.

* This guideline was originally adopted in 2006 and reaffirmed in 2011,
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carbon dioxide measurement; to provide updated information
from the medical and dental literature; and to suggest methods
for further improvement in safety and outcomes. This docu-
ment uses the same language to define sedation categories
and expected physiologic responses as The Joint Commission,
the American Society of Anesthesiologists (ASA), and the
AAPD.56:57:59-61

This revised statement reflects the current understanding
of appropriate monitoring needs of pediatric patients both
during and after sedation for a procedure.>*%1118.20.21,23.2633.59,
414447516273 The monitoring and care outlined may be exceeded
at any time on the basis of the judgment of the responsible
practitioner. Although intended to encourage high-quality pa-
tient care, adherence to the recommendations in this document
cannot guarantee a specific patient outcome. However, struc-
tured sedation protocols designed to incorporate these safety

ABBREVIATIONS

AAP: American Academy of Pediatrics. AAPD: American Academy
of Pediatric Dentistry. ASA: American Society of Anesthesiologists.
BIS: Bispectral index. CPAP: Continuous positive airway pressure.
ECG: Electrocardiography. EEG: Electroencephalogramfelectroence-
phalography. EMS: Emergency medical services. LMA: Laryngeal
mask airway. MRE Magnetic resonance imaging. OSA: Obstructive
sleep apnea. PALS: Pediatric advanced life support.
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principles have been widely implemented and shown to reduce
morbidity, 1232427, 30-33.3539.4144475174-86 Thege practice recom-
mendations are proffered with the awareness thar, regardless of
the intended level of sedation or route of drug administration,
the sedation of a pediatric patient represents a continuum and
may result in respiratory depression, laryngospasm, impaired
airway patency, apnea, loss of the patient’s protective airway
reflexes, and cardiovascular instability,384345.4748.59.62.63,85-112

Procedural sedation of pediatric patients has serious asso-
clated risks, »538.43.45.47.48,62,63.71,83.85,88-105, 107138 These adverse re-
sponses during and after sedation for a diagnostic or therapeutic
procedure may be minimized, but not completely eliminated,
by a careful preprocedure review of the patient’s underlying
medical conditions and consideration of how the sedation pro-
cess might affect or be affected by these conditions: for example,
children with developmental disabilities have been shown to
have a threefold increased incidence of desaturation compared
with children without developmental disabilities.”7%10?
Appropriate drug selection for the intended procedure, a clear
understanding of the sedating medication’s pharmacokinetics
and pharmacodynamics and drug interactions, as well as the
presence of an individual with the skills needed to rescue a
patient from an adverse response are critical.#2 48:62.63.92.97.99.125-127,
132133139-158 Appropriate physiologic monitoring and continuous
observation by personnel not directly involved with the pro-
cedure allow for the accurate and rapid diagnosis of compli-
cations and initiation of appropriate rescue interventions, 6>
64.67.68,74.90.96.110,159-174 The work of the Pediatric Sedation Research
Consortium has improved the sedation knowledge base, de-
mon-strating the marked safety of sedation by highly motivated
and skilled practitioners from a variety of specialties practicing
the above modalities and skills that focus on a culture of
sedation safety.#8395128-138 However, these groundbreaking
studies also show a low but persistent rate of potential sedation-
induced life-threatening events, such as apnea, airway obstruction,
laryngospasm, pulmonary aspiration, desaturation, and others,
even when the sedation is provided under the direction of a
motivated team of specialists.'” These studies have helped
define the skills needed to rescue children experiencing adverse
sedation events.

The sedation of children is different from the sedation of
adults. Sedation in children is often administered to relieve
pain and anxiety as well as to modify behavior (e.g., immobility)
so as to allow the safe completion of a procedure. A child’s
ability to control his or her own behavior to cooperate for a
procedure depends both on his or her chronologic age and
cognitive/ emotional development. Many brief procedures,
such as suture of a minor laceration, may be accomplished with
distraction and guided imagery techniques, along witch the use
of topical/local anesthetics and minimal sedation, if
needed.'”>"®! However, longer procedures that require immobi-
lity involving children younger than 6 years or those with
developmental delay often require an increased depth of
sedation to gain control of their behavior.?¢8719 Children
younger than 6 years (particularly those younger than 6
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months) may be at greatest risk of an adverse event.'® Children
in this age group are particularly vulnerable to the sedating
medication’s effects on respiratory drive, airway patency, and
protective airway reflexes.*® Other modalities, such as careful
preparation, parental presence, hypnosis, distraction, topical
local anesthetics, electronic devices with age-appropriate games
or videos, guided imagery, and the techniques advised by
child life specialists, may reduce the need for or the needed
depth of pharmacologic sedation. 2#64182-211

Studies have shown that it is common for children to pass
from the intended level of sedation to a deeper, unintended
level of sedation,® #2213 making the concept of rescue essen-
tial to safe sedation. Practitioners of sedation must have the
skills to rescue the patient from a deeper level than that
intended for the procedure. For example, if the intended level
of sedation is “minimal,” practitioners must be able to rescue
from “moderate sedation”; if the intended level of sedation is
“moderate,” practitioners must have the skills to rescue from
“deep sedation”; if the intended level of sedation is “deep,”
practitioners must have the skills to rescue from a state of
“gencral anesthesia.” The ability to rescue means that practi-
tioners must be able to recognize the various levels of sedation
and have the skills and age- and size-appropriate equipment
necessary to provide appropriate cardiopulmonary support if
needed.

These guidelines are intended for all venues in which se-
dation for a procedure might be performed (hospital, surgi-
cal center, freestanding imaging facility, dental facility, or
private office). Sedation and anesthesia in a nenhospital
environment (e.g., private physician’s or dental office, freestand-
ing imaging facility) historically have been associated with an
increased incidence of “failure to rescue” from adverse events,
because these settings may lack immediately available backup.
Immediate activation of emergency medical services (EMS) may
be required in such settings, but the practitioner is responsible
for life-support measures while awaiting EMS arrival 63214
Rescue techniques require specific training and skills, 8374215216
The maintenance of the skills needed to rescue a child with
apnea, laryngospasm, and/or airway obstruction include the
ability to open the airway, suction secretions, provide continu-
ous positive airway pressure (CPAP), perform successful bag-
valve-mask ventilation, insert an oral airway, a nasopharyngeal
airway, or a laryngeal mask airway (LMA), and, rarely, perform
tracheal intubation. These skills are likely best maintained with
frequent simulation and team training for the management
of rare events.'?130217-220 Competency with emergency airway
management procedure algorithms is fundamental for safe
sedation practice and successful patient rescue (see Figs. 1, 2,
and 3)‘215,216,221—223

Practitioners should have an in-depth knowledge of the
agents they intend to use and their potential complications. A
number of reviews and handbooks for sedating pediatric pa-
tients are available, 30396575 170L172.201224-233 There are specific
situations that are beyond the scope of this document. Specifi-
cally, guidelines for the delivery of general anesthesia and
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monitored anesthesia care (sedation or analgesia), outside or
within the operating room by anesthesiologists or other prac-
titioners functioning within a department of anesthesiology, are
addressed by policies developed by the ASA and by individual
departments of anesthesiology.* In addition, guidelines for
the sedation of patients undergoing mechanical ventilation in
a critical care environment or for providing analgesia for
patients postoperatively, patients with chronic painful condi-
tions, and patients in hospice care are beyond the scope of this
document.

Goals of Sedation

The goals of sedation in the pediatric patient for diagnostic and
therapeutic procedures are as follows: (1) to guard the patient’s
safety and welfare; (2) to minimize physical discomfort and
pain; (3) to control anxiety, minimize psychological trauma,
and maximize the potential for amnesia; (4) to modify behavior
and/or movement so as to allow the safe completion of the
procedure; and (5) to return the patient to a state in which
discharge from medical/dental supervision is safe, as determ-
ined by recognized criteria (Supplemental Appendix 1).

These goals can best be achieved by selecting the lowest
dose of drug with the highest therapeutic index for the pro-
cedure. It is beyond the scope of this document to specify
which drugs are appropriate for which procedures; however,
the selection of the fewest number of drugs and matching
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Figure 3. Suggested management of apnea.




drug selection to the type and goals of the procedure are essen-
tial for safe practice. For example, analgesic medications, such
as opioids or ketamine, are indicated for painful procedures.
For nonpainful procedures, such as computed tomography
or MRI, sedatives/hypnotics are preferred. When both seda-
tion and analgesia are desirable (e.g., fracture reduction),
cither single agents with analgesic/sedative properties or
combination regimens are commonly used. Anxiolysis and
amnesia are additional goals that should be considered in the
selection of agents for particular patients. However, the po-
tential for an adverse outcome may be increased when 2 or
more sedating medications are administered.52127:136.173.235
Recently, there has been renewed interest in noninvasive
routes of medication administration, including intranasal and
inhaled routes (e.g., nitrous oxide; see below). 2%

Knowledge of cach drug’s time of onset, peak response,
and duration of action is important (e.g., the peak EEG effect
of intravenous midazolam occurs at - 4.8 minutes, compared
with that of diazepam at ~ 1.6 minutes?-2%), Titration of drug
to effect is an important concept; one must know whether the
previous dose has taken full effect before administering addi-
tional drugs.?”” Drugs that have a long duration of action (e.g.,
intramuscular pentobarbital, phenothiazines) have fallen out
of favor because of unpredictable responses and prolonged
recovery. The use of these drugs requires a longer period of
observation even after the child achieves currently used recovery
and discharge criteria.?%-24! This concept is particularly im-
portant for infants and toddlers transported in car safety seats;
re-sedation after discharge attributable to residual prolonged
drug effects may lead to airway obstruction.526*2% In parti-
cular, promethazine (Phenergan; Wyeth Pharmaceuticals,
Philadelphia, PA) has a “black box warning” regarding fatal
respiratory depression in children younger than 2 years.?
Although the liquid formulation of chloral hydrate is no longer
commercially available, some hospital pharmacies now are
compounding their own formulations. Low-dose chloral
hydrate (10-25 mg/kg), in combination with other sedating
medications, is used commonly in pediatric dental pracrice.

General Guidelines

Candidates

Patients who are in ASA classes I and II are frequently consid-
ered appropriate candidates for minimal, moderate, or deep
sedation (Supplemental Appendix 2). Children in ASA classes
III and 1V, children with special needs, and those with ana-
tomic airway abnormalities or moderate to severe tonsillar
hypertrophy present issues that require additional and indiv-
idual consideration, particularly for moderate and deep
sedation.®2¥-24 Pracritioners are encouraged to consult with
appropriate subspecialists and/ or an anesthesiologist for
patients at increased risk of experiencing adverse sedation
events because of their underlying medical/surgical conditions.
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Responsible person

The pediatric patient shall be accompanied to and from the
treatment facility by a parent, legal guardian, or other respon-
sible person. It is preferable to have 2 adults accompany
children who are still in car safety seats if transportation to
and from a treatment facility is provided by 1 of the adults.?

Facilities

The practitioner who uses sedation must have immediately avail-
able facilities, personnel, and equipment to manage emergency
and rescue situations. The most common serious complications
of sedation involve compromise of the airway or depressed
respirations resulting in airway obstruction, hypoventilation,
laryngospasm, hypoxemia, and apnea. Hypotension and car-
diopulmonary arrest may occur, usually from the inadequate
recognition and treatment of respiratory compromise.#2489297.
#9.125,132139-135 Other rare complications also may include sei-
zures, vomiting, and allergic reactions. Facilities providing
pediatric sedation should monitor for, and be prepared to treat,
such complications.

Back-up emergency services

A protocol for immediate access to back-up emergency services
shall be clearly outlined. For nonhospital facilities, a protocol
for the immediate activation of the EMS system for life-
threatening complications must be established and main-
tained.* It should be understood that the availability of EMS
does not replace the practitioner’s responsibility to provide
initial rescue for life-threatening complications.

On-site monitoring, rescue drugs, and equipment

An emergency cart or kit must be immediately accessible. This
cart or kit must contain the necessary age-and size-appropriate
equipment (oral and nasal airways, bag-valve-mask device,
LMAs or other supraglottic devices, laryngoscope blades, tra-
cheal tubes, face masks, blood pressure cuffs, intravenous
catheters, etc) to resuscitate a nonbreathing and unconscious
child. The contents of the kit must allow for the provision of
continuous life support while the patient is being transported
to a medical/dental facility or to another area within the facility.
All equipment and drugs must be checked and maintained on
a scheduled basis (see Supplemental Appendices 3 and 4 for
suggested drugs and emergency life support equipment to con-
sider before the need for rescue occurs). Monitoring devices,
such as electrocardiography (ECG) machines, pulse oximeters
with size-appropriate probes, end-tidal carbon dioxide moni-
tors, and defibrillators with size-appropriate patches/ paddles,
must have a safety and function check on a regular basis as
required by local or state regulation. The usc of emergency
checklists is recommended, and these should be immediately
available at all sedation locations; they can be obtained from
hitp:/fwww.pedsanesthesia.org/.
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Documentation
Documentation prior to sedation shall include, but not be
limited to, the following recommendations:

1. Informed consent: The patient record shall document
that appropriate informed consent was obtained accord-
ing to local, state, and institutional requirements "2
Instructions and information provided to the responsible
person: The practitioner shall provide verbal and/or writ-
ten instructions to the responsible person. Information
shall include objectives of the sedation and anticipated
changes in behavior during and after sedation,'®%%2% §pe-
cial instructions shall be given to the adult responsible for
infants and toddlers who will be transported home in a
car safety seat regarding the need to carefully observe the
child’s head position to avoid airway obstruction. Tran-
sportation in a car safety seat poses a particular risk for
infants who have received medications known to have a
long half-life, such as chloral hydrate, intramuscular pento-
barbital, or phenothiazine because deaths after procedural
sedation have been reported.6263238242.256.257 Consideration
for a longer period of observation shall be given if the
responsible person’s ability to observe the child is limited
(e.g., only 1 adult who also has to drive). Another indica-
tion for prolonged observation would be a child with an
anatomic airway problem, an underlying medical condi-
tion such as significant obstructive sleep apnea (OSA), or
a former preterm infant younger than 60 weeks’ post-
conceptional age. A 24-hour telephone number for the
practitioner or his or her associates shall be provided to
all patients and their families. Instructions shall include
limitations of activities and appropriate dietary precautions.

Table 1. APPROPRIATE INTAKE OF FOOD AND LIQUIDS BEFORE

Ingested material

- ELECTIVE SEDATION :

Minimum
fasting period (h)

Human milk

Nonhuman milk: because nonhuman milk is similar to solids
in gastric emptying time, the amount ingested must be
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considered when determining an appropriate fasting period

crp

Source: American Sociery of Anesthesiologists. Practice g for preoperative fast-
ing and the use of pharmacologic agents to reduce the risk of pulmonary aspiration:
application to healthy patients undergoing elective procedures. An updated report by
the American Society of Anesthesiologists Committee on Standards and Practice
Parameters. Available at: “https://www.asahq.org/For-Members/Practice-Manag; /
Pracrice-P: For sedation, the practitioner must balance the
depth of sedation versus the risk of possible aspiration; see also Mace et al.#? and
Green er al

aspx’”.
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Dietary precautions

Agents used for sedation have the potential to impair protective
airway reflexes, particularly during deep sedation. Although
a rare occurrence, pulmonary aspiration may occur if the child
regurgitates and cannot protect his or her airway.?'#2% There-
fore, the practitioner should evaluate preceding food and
fluid intake before administering sedation. It is likely that the
risk of aspiration during procedural sedation differs from that
during general anesthesia involving tracheal intubation or
other airway manipulations.®*® However, the absolute risk of
aspiration during elective procedural sedation is not yet known;
the reported incidence varies from ~1 in 825 to ~1 in 30037.%
127.129.173.244.261 Therefore, standard practice for fasting before
elective sedation generally follows the same guidelines as for
elective general anesthesia; this requirement is particularly
important for solids, because aspiration of clear gastric con-
tents causes less pulmonary injury than aspiration of parti-
culate gastric contents, %%

For emergency procedures in children undergoing general
anesthesia, the reported incidence of pulmonary aspiration of
gastric contents from 1 institution is ~ 1 in 373 compared with
~ 1 in 4544 for elective anesthetics.?? Because there are few
published studies with adequate statistical power to provide
guidance to the practitioner regarding the safety or risk of
pulmonary aspiration of gastric contents during procedural
sedation,?>127:12,173.244.259-261,.264-268 ¢ is ynknown whether the risk:
of aspiration is reduced when airway manipulation is not
performed/ anticipated (e.g., moderate sedation). However, if a
deeply sedated child requires intervention for airway obstruc-
tion, apnea, or laryngospasm, there is concern that these rescue
maneuvers could increase the risk of pulmonary aspiration of
gastric contents. For children requiring urgent/emergent se-
dation who do not meet elective fasting guidelines, the risks
of sedation and possible aspiration are as-yet unknown and
must be balanced against the benefits of performing the
procedure promptly. For example, a prudent practitioner would
be unlikely to administer deep sedation to a child with a minor
condition who just ate a large meal; conversely, it is not justi-
fiable to withhold sedation/analgesia from the child in signi-
ficant pain from a displaced fracture who had a small snack a
few hours earlier. Several emergency department studies have
reported a low to zero incidence of pulmonary aspiration
despite variable fasting periods?®2426%; however, each of these
reports have, for the most part, clearly balanced the urgency
of the procedure with the need for and depth of sedation.2682®
Although emergency medicine studies and practice guidelines
generally support a less restrictive approach to fasting for brief
urgent/ emergent procedures, such as care of wounds, joint
dislocation, chest tube placement, etc, in healthy children,
further research in many thousands of patients would be de-
sirable to better define the relationships between various fasting
intervals and sedation complications.?5%7°
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Before elective sedation

Children undergoing sedation for elective procedures generally
should follow the same fasting guidelines as those for general
anesthesia (Table 1).27! It is permissible for routine necessary
medications {¢.g., antiseizure medications) to be taken with a
sip of clear liquid or water on the day of the procedure.

For the emergency patient

The practitioner must always balance the possible risks of se-
dating nonfasted patients with the benefits of and necessity for
completing the procedure. In particular, patients with a history
of recent oral intake or with other known risk factors, such
as trauma, decreased level of consciousness, extreme obesity
(BMI 295% for age and sex), pregnancy, or bowel motility
dysfunction, require careful evaluation before the administra-
tion of sedatives. When proper fasting has not been ensured,
the increased risks of sedation must be carefully weighed
against its benefits, and the lightest effective sedation should
be used. In this circumstance, additional techniques for
achicving analgesia and patient cooperation, such as distraction,
guided imagery, video games, topical and local anesthetics,
hemaroma block or nerve blocks, and other techniques advised
by child life specialists, are particularly helpful and should be
considered. %, 182-201.274275 The yse of agents with less risk of
depressing protective airway reflexes, such as ketamine, or
moderate sedation, which would also maintin protective re-
flexes, may be preferred.”® Some emergency patients requiring
deep sedation (e.g., a trauma patient who just ate a full meal
or a child with a bowel obstruction) may need to be intubated
to protect their airway before they can be sedated.

Use of immobilization devices (protective stabilization)
Immobilization devices, such as papoose boards, must be ap-
plied in such a way as to avoid airway obstruction or chest
restriction.””” 2! The child’s head position and respiratory ex-
cursions should be checked frequently to ensure airway patency.
If an immobilization device is used, a hand or foot should be
kept exposed, and the child should never be left unattended.
If sedating medications are administered in conjunction with
an immobilization device, monitoring must be used at a level
consistent with the level of sedation achieved.

Documentation at the time of sedation
1. Health evaluation: Before sedation, a health evaluation
shall be performed by an appropriately licensed practi-
tioner and reviewed by the sedation team at the time of
treatment for possible interval changes.?? The purpose
of this evaluation is not only to document baseline status
but also to determine whether the patient has specific risk
factors that may warrant additional consultation before
sedation. This evaluation also facilitates the identification
of patients who will require more advanced airway or
cardiovascular management skills or alterations in the
doses or types of medications used for procedural sedation.
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An important concern for the practitioner is the wide-
spread use of medications that may interfere with drug
absorption or metabolism and therefore enhance or shorten
the effect time of sedating medications. Herbal medicines
(e.g., St. John's wort, ginkgo, ginger, ginseng, garlic) may
alter drug pharmacokinetics through inhibition of the
cytochrome P450 system, resulting in prolonged drug
effect and altered (increased or decreased) blood drug
concentrations (midazolam, cyclosporine, tacrolimus).2#>-22
Kava may increase the effects of sedatives by potentiating
y-aminobutyric acid inhibitory neurotransmission and
may increase acetaminophen-induced liver toxicity.?**”
Valerian may itself produce sedation that apparently is
mediated through the modulation of y-aminobutyric acid
neurotransmission and receptor function.?!'?62* Drugs
such as erythromycin, cimetidine, and others may also
inhibir the cytochrome P450 system, resulting in pro-
longed sedation with midazolam as well as other medica-
tions competing for the same enzyme systems.?00-3%
Medications used to treat HIV infection, some anticonvul-
sants, immunosuppressive drugs, and some psychotropic
medications (often used to treat children with autism
spectrum disorder) may also produce clinically important
drug-drug interactions.3®-3" Therefore, a careful drug
history is a vital part of the safe sedation of children. The
practitioner should consult various sources (a pharmacist,
textbooks, online services, or handheld databases) for
specific information on drug interactions.?>? The U.S.
Food and Drug Administration issued a warning in Febru-
ary 2013 regarding the use of codeine for postoperative
pain management in children undergoing tonsillectomy,
particularly those with OSA. The safety issue is that
some children have duplicated cytochromes that allow
greater than expected conversion of the prodrug codeine to
morphine, thus resulting in potential overdose; codeine
should be avoided for postprocedure analgesia.?0-34

The health evaluation should include the following;

* Age and weight (in kg) and gestational age at birth
(preterm infants may have associated sequelae such as
apnea of prematurity); and

* Health history, including (1) food and medication al-
lergies and previous allergic or adverse drug reactions;
(2) medication/drug history, including dosage, time,
route, and site of administration for prescription, over-
the-counter, herbal, or illicit drugs; (3) relevant diseases,
physical abnormalities (including genetic syndromes),
neurologic impairments that might increase the potential
for airway obstruction, obesity, a history of snoring or
OSA,%538 or cervical spine instability in Down syn-
drome, Marfan syndrome, skeletal dysplasia, and other
conditions; (4) pregnancy status (as many as 1% of
menarchal females presenting for general anesthesia at
children’s hospitals are pregnant)®% because of concerns
for the potential adverse effects of most sedating and
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anesthetic drugs on the fetus3?33%3%; (5) history of
prematurity (may be associated with subglottic stenosis
or propensity to apnea after sedation); (6) history of
any seizure disorder; (7) summary of previous relevant
hospitalizations; (8) history of sedation or general anes-
thesia and any complications or unexpected responses;
and (9) relevant family history, particularly related to
anesthesia (e.g., muscular dystrophy, malignant hyper-
thermia, pseudocholinesterase deficiency).

The review of systems should focus on abnormalities of
cardiac, pulmonary, renal, or hepatic function that might alter
the child’s expected responses to sedating/analgesic medications.
A specific query regarding signs and symptoms of sleep-
disordered breathing and OSA may be helpful. Children
with severe OSA who have experienced repeated episodes of
desaturation will likely have altered mu receptors and be
analgesic at opioid levels one-third to one-half those of a
child without OSA35-328399.340; |qwer titrated doses of opioids
should be used in this population. Such a detailed history will
help to determine which patients may benefit from a higher
level of care by an appropriately skilled health care provider,
such as an anesthesiologist. The health evaluation should also
include:
* Vil signs, including heart rate, blood pressure, respira-
tory rate, room air oxygen saturation, and temperature
(for some children who are very upset or noncooperative,
this may not be possible and a note should be written
to document this circumstance);
* Physical examination, including a focused evaluation of
the airway (tonsillar hypertrophy, abnormal anatomy
[e.g., mandibular hypoplasia], high Mallampati score
[i.e., ability to visualize only the hard palate or tip of
the uvula]) to determine whether there is an increased
risk of airway obstruction™41-3%,
* Physical status evaluation (ASA classification [see
Appendix 2]); and

* Name, address, and telephone number of the child’s
home or parent’s, 6r caregiver’s cell phone; additional
information such as the patient’s personal care provider
or medical home is also encouraged.

For hospitalized patients, the current hospital record may
suffice for adequate documentation of presedation health;
however, a note shall be written documenting that the chart
was reviewed, positive findings were noted, and a management
plan was formulated. If the clinical or emergency condition of
the patient precludes acquiring complete information before
sedation, this health evaluation should be obtained as soon as
feasible.

2. Prescriptions. When prescriptions are used for sedation, a
copy of the prescription or a note describing the content
of the prescription should be in the patient’s chart along
with a description of the instructions that were given to
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the responsible person. Prescription medications intended
to accomplish procedural sedation must not be admin-
istered without the safety net of direct supervision by
trained medical/dental personnel. The administration of
sedating medications at home poses an unacceprable risk,
particularly for infants and preschool-aged children tra-
veling in car safety seats because deaths as a result of this
practice have been reported.$32%7

Documentation during treatment

The patient’s chart shall contain a time-based record that in-
cludes the name, route, site, time, dosage/ kilogram, and patient
effect of administered drugs. Before sedation, a “time out”
should be performed to confirm the patient’s name, procedure
to be performed, and laterality and site of the procedure.’
During administration, the inspired concentrations of oxygen
and inhalation sedation agents and the duration of their admin-
istration shall be documented. Before drug administration,
special atcention must be paid to the calculation of dosage
(i.e., mglkg); for obese patients, most drug doses should likely
be adjusted lower to ideal body weight rather than actual
weight.’ When a programmable pump is used for the in-
fusion of sedating medications, the dose/kilogram per minute
or hour and the child’s weight in kilograms should be double-
checked and confirmed by a separate individual. The patients
chart shall contain documentation at the time of treatrment
that the patient’s level of consciousness and responsiveness,
heart rate, blood pressure, respiratory rate, expired carbon di-
oxide values, and oxygen saturation were monitored. Standard
vital signs should be further documented at appropriate
intervals during recovery until the patient artains predetermined
discharge criteria (Appendix 1). A variety of sedation scoring
systems are available that may aid this process.?21%255 346-348
Adverse events and their treatment shall be documented.

Documentation after treatment

A dedicated and properly equipped recovery area is recom-
mended (see Appendices 3 and 4). The time and condition of
the child at discharge from the treatment area or facility shall
be documented, which should include documentation that
the child’s level of consciousness and oxygen saturation in room
air have returned to a state that is safe for discharge by recog-
nized criteria (see Appendix 1). Patients receiving supplemental
oxygen before the procedure should have a similar oxygen need
after the procedure. Because some sedation medications are
known to have a long half-life and may delay a patient’s com-
plete return to baseline or pose the risk of re-sedationf?1%42%
39358 and because some patients will have complex multiorgan
medical conditions, a longer period of observation in a less
intense observation area (e.g., a step-down observation area)
before discharge from medical/dental supervision may be
indicated.” Several scales to evaluate recovery have been
devised and validated ?'% 346-348.351. 352 A simple evaluation tool
may be the ability of the infant or child to remain awake for
at least 20 minutes when placed in a quiet environment.”®
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Continuous quality improvement

The essence of medical error reduction is a careful examination
of index events and root-cause analysis of how the event could
be avoided in the future.>3% Therefore, each facility should
maintain records that track all adverse events and significant
interventions, such as desaturation; apnea; laryngospasm; need
for airway interventions, including the need for placement of
supraglottic devices such as an oral airway, nasal trumper, or
LMA; positive-pressure ventilation; prolonged sedation; un-
anticipated use of reversal agents; unplanned or prolonged
hospital admission; sedation failures; inability to complete the
procedure; and unsatisfactory sedation, analgesia, or anxiolysis.?®
Such events can then be examined for the assessment of risk
reduction and improvement in patient/family satisfaction.

Preparation for sedation procedures

Part of the safety net of sedation is using a systematic approach
so as to not overlook having an important drug, piece of
equipment, or monitor immediately available at the time of a
developing emergency. To avoid this problem, it is helpful to
use an acronym that allows the same setup and checklist for
every procedure. A commonly used acronym useful in plan-
ning and preparation for a procedure is SOAPME, which
represents the following:

§ = Size-appropriate suction catheters and a functioning suc-
tion apparatus (e.g., Yankauer-type suction).

O = an adequate Oxygen supply and functioning flow meters
or other devices to allow its delivery.

A = size-appropriate Airway equipment (e.g., bag-valve-mask
or equivalent device [functioning]), nasopharyngeal
and oropharyngeal airways, LMA, laryngoscope blades
(checked and functioning), endotracheal tubes, stylets,
face mask.

P = Pharmacy: all the basic drugs needed to support life dur-
ing an emergency, including antagonists as indicated.

M = Monitors: functioning pulse oximeter with size-appropriate
oximeter probes,’!36? end-tidal carbon dioxide monitor,
and other monitors as appropriate for the procedure (e.g.,
noninvasive blood pressure, ECG, stethoscope).

E = special Equipment or drugs for a particular case (e.g.,

defibrillator).

Specific guidelines for intended level of sedation
Minimal sedation

Minimal sedation (old terminology, “anxiolysis”) is a drug-
induced state during which patients respond normally to verbal
commands. Although cognitive function and coordination
may be impaired, ventilatory and cardiovascular functions
are unaffected. Children who have received minimal sedation
generally will not require more than observation and inter-
mittent assessment of their level of sedation. Some children
will become moderately sedated despite the intended level of
minimal sedation; should this occur, then the guidelines for
moderate sedation apply.®*%
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Moderate sedation

Moderate sedation (old terminology, “conscious sedation” or
“sedation/analgesia”) is a drug-induced depression of conscious-
ness during which patients respond purposefully to verbal
commands or after light tactile stimulation. No interventions
are rcquired to maintain a patent airway, and spontaneous ven-
tilation is adequate. Cardiovascular function is usually main-
tained. The cavear that loss of consciousness should be unlikely
is a particularly important aspect of the definition of moderate
sedation; drugs and techniques used should carry a margin of
safety wide enough to render unintended loss of consciousness
unlikely. Because the patient who receives moderate sedation
may progyress into a state of deep sedation and obtundation, the
practitioner should be prepared to increase the level of vigil-
ance corresponding to what is necessary for deep sedation.®

Personnel

The practitioner. The practitioner responsible for the treat-
ment of the patient and/or the administration of drugs for
sedation must be competent to use such techniques, to provide
the level of monitoring described in these guidelines, and to
manage complications of these techniques (i.e., to be able to
rescue the patient). Because the level of intended sedation may
be exceeded, the practitioner must be sufficiently skilled to
rescue a child with apnea, laryngospasm, and/or airway ob-
struction, including the ability to open the airway, suction
secretions, provide CPAP, and perform successful bag-valve-
mask ventilation should the child progress to a level of deep
sedation. Training in, and maintenance of, advanced pediatric
airway skills is required (c.g., pediatric advanced life support
[PALS]); regular skills reinforcement with simulation is
Stroﬂgly cncouraged.79,80,128,130,217—220,364

Support personnel. The use of moderate sedation shall include
the provision of a person, in addition to the practitioner, whose
responsibility is to monitor appropriate physiologic parameters
and to assist in any supportive or resuscitation measures, if
required. This individual may also be responsible for assisting
with interruptible patient-related tasks of short duration, such
as holding an instrument or troubleshooting equipment.® This
individual should be trained in and capable of providing ad-
vanced airway skills (e.g., PALS). The support person shall have
specific assignments in the event of an emergency and current
knowledge of the emergency cart inventory. The practitioner
and all ancillary personnel should participate in periodic re-
views, simulation of rare emergencies, and practice drills of the
facility’s emergency protocol to ensure proper function of the
equipment and coordination of staff roles in such emergen-
cies, 3336537 It is recommended that at least 1 practitioner be
skilled in obtaining vascular access in children.

Monitoring and documentation

Baseline. Before the administration of sedative medications, a
baseline determination of vital signs shall be documented. For
some children who are very upset or uncooperative, this may
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not be possible, and a note should be written to document
this circumstance.

During the procedure. The physician/dentist or his or her de-
signee shall document the name, route, site, time of adminis-
tration, and dosage of all drugs administered. If sedation is
being directed by a physician who is not personally administering
the medications, then recommended practice is for the qualified
health care provider administering the medication to confirm
the dose verbally before administration. There shall be conri-
nuous monitoring of oxygen saturation and heart rate; when
bidirectional verbal communication between the provider and
patient is appropriate and possible (i.e., patient is developmen-
tally able and purposefully communicates), monitoring of
ventilation by (1) capnography (preferred) or (2) amplified,
audible pretracheal stethoscope (e.g., Bluetooth™ rtech-
nology)>*®37! or precordial stethoscope is strongly recommended.
If bi-directional verbal communication is not appropriate
or not possible, monitoring of ventilation by capnography
(preferred), amplified, audible pretracheal stethoscope, or

: Tahle:’l«

Moderate sedation

Responsible practitioner

precordial stethoscope is required. Heart rate, respiratory rate,
bleod pressure, oxygen saturation, and expired carbon dioxide
values should be recorded, at minimum, every 10 minutes in
a time-based record. Note that the exact value of expired
carbon dioxide is less important than simple assessment of
continuous respiratory gas exchange. In some situations in
which there is excessive patient agitation or lack of cooper-
ation or during certain procedures such as bronchoscopy,
dentistry, or repair of facial lacerations capnography may
not be feasible, and this situation should be documented.
For uncooperative children, it is often helpful to defer the
initiation of capnography until the child becomes sedated.
Similarly, the stimulation of blood pressure cuff inflation
may cause arousal or agitation; in such cases, blood pressure
monitoring may be counterproductive and may be docu-
mented at less frequent intervals (e.g., 10-15 minutes,
assuming the patient remains stable, well oxygenated, and well
perfused). Immobilization devices (protective stabilization)
should be checked to prevent airway obstruction or chest
restriction. If a restraint device is used, a hand or foot should

COMPARISON OF MODERATE AND DEEP SEDATION EQUIPMENT AND PERSONNEL REQUIREMENTS'

Deep sedation

Other equipment

Emergency checklists

Dedicated recovery area with rescue cart
properly stocked with rescue drugs and
age- and size-appropriate equipment
(see Appendices 3 and 4) and dedicated
recovery personnel; adequate oxygen
supply
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Skifled to rescue a child with apnea, laryngospasm, andfor
airway obstruction including the ability to open the airway,
suction secretions, provide CPAP, and perform successful
bag-valve-mask ventilation; recommended that at feast
1 practitioner should be skilled in obtaining vascular access
in children; trained in PALS

Suction equipment, adequate oxygen source(supply

Recommended

Recommended; initial recording of vital signs may be needed
at least every 10 minutes until the child begins to awaken,
then recording intervals may be increased
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Skilled to rescue a child with apnea, laryngspasm, andfor
airway obstruction, including the ability to open the air-
way, suction secretions, provide CPAP, perform successful
bag-valve-mask ventilation, tracheal intubation, and car-
diopulmonary resuscitation; training in PALS is required; at
least 1 practitioner skilled in obtaining vascular access in
children immediately available

Suction equipment, adequate oxygen source[supply, de-
fibrifator required

Recommended

Recommended; initial recording of vital signs may be
needed for at least 5-minute intervals until the child
begins to awaken, then recording intervals may be in-
creased to 10-15 minutes




be kept exposed. The child’s head position should be con-

tinuously assessed to ensure airway patency.

After the procedure. The child who has received moderate se-
dation must be observed in a suitably equipped recovery area,
which must have a functioning suction apparatus as well as
the capacity to deliver >90% oxygen and positive-pressure
ventilation (bag-valve mask) with an adequate oxygen capacity
as well as age- and size-appropriate rescue equipment and
devices. The patient’s vital signs should be recorded at specific
intervals (e.g., every 10-15 minutes). If the patient is not
fully alert, oxygen saturation and heart rate monitoring shall
be used continuously until appropriate discharge criteria are
met (see Appendix 1). Because sedation medications with
a long half-life may delay the patient’s complete return to
baseline or pose the risk of re-sedation, some patients might
benefit from a longer period of less intense observation (e.g.,
a step-down observation area where multiple patients can be
observed simultaneously) before discharge from medical/
dental supervision (see section entitled “Documentation
Before Sedation” above).522563493%0 A simple evaluation tool
may be the ability of the infant or child to remain awake for at
least 20 minutes when placed in a quiet environment.??
Patients who have received reversal agents, such as flumazenil
or naloxone, will require a longer period of observation,
because the duration of the drugs administered may exceed
the duration of the antagonist, resulting in re-sedation.

AMERICAN ACADEMY OF PEDIATRIC DENTISTRY

Deep sedation/General anesthesia

“Deep sedation” (“deep sedation/ analgesia”) is a drug-induced
depression of consciousness during which patients cannot be
easily aroused but respond purposefully after repeated verbal
or painful stimulation (e.g., purposefully pushing away the
noxious stimuli). Reflex withdrawal from a painful stimulus is
not considered a purposeful response and is more consistent
with a state of general anesthesia, The ability to independendy
maintain ventilatory function may be impaired. Patients may
require assistance in maintaining a patent airway, and sponta-
neous ventilation may be inadequate. Cardiovascular function
is usually maintained. A state of deep sedation may be accom-
panied by partial or complete loss of protective airway reflexes.
Patients may pass from a state of deep sedation to the state of
general anesthesia. In some situations, such as during MRI,
one is not usually able to assess responses to stimulation, because
this would defeat the purpose of sedation, and one should
assume that such patients are deeply sedated.

“General anesthesia” is a drug-induced loss of conscious-
ness during which patients are not arousable, even by painful
stimulation. The ability to independently maintain ventilatory
function is often impaired. Patients often require assistance in
maintaining a patent airway, and positive-pressure ventilation
may be required because of depressed spontaneous ventila-
tion or drug-induced depression of neuromuscular function.
Cardiovascular function may be impaired.

Table 3. "COMMONLY USED LOCAL ANESTHETIC AGENTS FOR NERVEBLOCK |
OR INFILTRATION: DOSES, DURATION, AND CALCULATIONS -

Local anesthetic Maximum dose with
Epinephrine ® (mg/kg)
Medical Dental
Procaine 10.0 6
Chloroprocaine 200 2
Tetracaine 15 1

Lidocaine 70 44
Mepivacaine 7.0 44
Bupivacaine 30 13
Levobupivacaine © 30 2
Ropivacaine 30 2
Articaine ¢ — 7

Maxi dose with Duration of
Epinephrine (mg/kg) action b (min)
Medical Dental
7 ] 60-90
15 74 30-60
1 1 180-600

4 4.4 90-200
5 4.4 120-240
25 13 180-600
2 P4 180-600
2z 2 180-600
- 7 60-230

Maximum recommended doses and durations of action are shown. Note that lower doses should be used in very vascular areas.

2 These are maximum doses of local anesthetics combined with epinephrine; lower doses are recommended when used without epinephrine.
Doases of amides should be decreased by 30% in infants younger than 6 mo. When lidocaine is being administered intravascularly (e.g., during
intravenous regional anesthesia), the dose should be decreased to 3 to 5 mg/kg; long-acting local anesthetic agents should not be used for intra-

venous regional anesthesia.

b Duration of action is dependent on concencration, total dose, and site of admini

€ Levobupivacaine is not available in the United States.

d Use in pediatric patients under 4 years of age is not recommended.
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ration; use of epinephrine; and the patient’s age.

CLINICAL PRACTICE GUIDELINE 225



REFERENCE MANUAL V38/NOG6 16:17

Tubled. . LOCAL ANESTHETIC - -
" CONVERSION CHART

mg/mL

Concentration (%)

cardiovascular instability.

upper limit of ~10 mijkg.

Source: https:/fwww.asra.com/advisory-guideli

Personnel

During deep sedation, there must be 1 person whose only re-
sponsibility is to constantly observe the patient’s vital signs,
airway patency, and adequacy of ventilation and to either ad-
minister drugs or direct their administration. This individual
must, at a2 minimum, be trained in PALS and capable of
assisting with any emergency event. At least 1 individual must
be present who is trained in and capable of providing advanced
pediatric life support and who is skilled to rescue a child
with apnea, laryngospasm, and or airway obstruction. Required
skills include the ability to open the airway, suction secretions,
provide CPAP, insert supraglottic devices (oral airway, nasal
trumpet, LMA), and perform successful bag-valve-mask venti-
lation, tracheal intubation, and cardiopulmonary resuscitation.

Equipment

In addition to the equipment needed for moderate sedation,
an ECG monitor and a defibrillator for use in pediatric pa-
tients should be readily available.

Vascular access

Patients receiving deep sedation should have an intravenous
line placed at the start of the procedure or have a person
skilled in establishing vascular access in pediatric patients im-
mediately available.

Monitoring

A competent individual shall observe the patient continuously.
Monitoring shall include all parameters described for moderate
sedation. Vital signs, including heart rate, respiratory rate,
blood pressure, oxygen saturation, and expired carbon dioxide,
must bedocumented at least every 5 minutes in a rime-based
record. Capnography should be used for almost all deeply
sedated children because of the increased risk of airway/
ventilation compromise. Capnography may not be feasible if
the patient is agitated or uncooperative during the initial phases
of sedation or during certain procedures, such as bronchoscopy
or repair of facial lacerations, and this circumstance should
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Tuble’s; TREATMENT OF LOCAL ANESTHETIC TOXICITY

Get help. Ventilate with 100% oxygen. Alert nearest facility with cardiopulmonary bypass capabilit

. Seizure management; benzodiazepines preferred {e.g., intravenous midazolam 0.1-0.2 mgjkg); avoid propofol if

. Initiate 20% lipid infusion (0.25 mifkg per minute) untif circulation is restored; double the infusion rate if blood
pressure remains low. Continue infusion for at least 10 minutes after attaining circulatory stability. Recommended

farvicle/3/checklise-f

reatment-of-local-anesthetic-systemic-toxicity.

be documented. For uncooperative children, the capnography
monitor may be placed once the child becomes sedated. Note
that if supplemental oxygen is administered, the capnograph
may underestimate the true expired carbon dioxide value; of
more importance than the numeric reading of exhaled carbon
dioxide is the assurance of continuous respiratory gas exchange
(i.e., continuous waveform). Capnography is particularly useful
for patients who are difficult to observe (e.g., during MRI or
ina dafkened room)'@.67,72,90.96.110,]59—162.164—166.167—170,572~375

The physician/dentist or his or her designee shall docu-
ment the name, route, site, time of administration, and dosage
of all drugs administered. If sedation is being directed by a
physician who is not personally administering the medications,
then recommended practice is for the nurse administering the
medication to confirm the dose verbally before administration.
The inspired concentrations of inhalation sedation agents and
oxygen and the duration of administration shall be documented.

Postsedation care

The facility and procedures followed for postsedation care shall
conform to those described under*moderate sedation.” The
initial recording of vital signs should be documented at least
every 5 minutes. Once the child begins to awaken, the record-
ing intervals may be increased to 10 to 15 minutes. Table 2
summarizes the equipment, personnel, and monitoring re-
quirements for moderate and deep sedation.

Special considerations

Neonates and former preterm infants

Neonates and former preterm infants require specific manage-
ment, because immaturity of hepatic and renal function may
alter the ability to metabolize and excrete sedating medica-
tions,”® resulting in prolonged sedation and the need for ex-
tended post-sedation monitoring. Former preterm infants have
an increased risk of postanesthesia apnea,” but it is unclear
whether a similar risk is associated with sedarion, because this
possibility has not been systematically investigated.””®
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Other concerns regarding the effects of anesthetic drugs
and sedating medications on the developing brain are beyond
the scope of this document. At this poine, the research in this
area is preliminary and inconclusive at best, but it would seem
prudent to avoid unnecessary exposure to sedation if the pro-
cedure is unlikely to change medical/dental management

(e.g., a sedated MRI purely for screening purposes in preterm
infants).37%-382

Local anesthetic agents

All local anesthetic agents are cardiac depressants and may
cause central nervous system excitation or depression, Particular
weight-based attention should be paid to cumulative dosage
in all children,!18120.125383-38 To ensure that the patient will
not receive an excessive dose, the maximum allowable safe
dosage (e.g., mg/kg) should be calculated before administra-
tion. There may be enhanced sedative effects when the highest
recommended doses of local anesthetic drugs are used in
combination with other sedatives or opioids (see Tables 3 and
4 for limits and conversion tables of commonly used local
anesthetics),!'#13%7-400 [ general, when administering local
anesthetic drugs, the practitioner should aspirate frequently
to minimize the likelihood that the needle is in a blood
vessel; lower doses should be used when injecting into
vascular tissues.® If high doses or injection of amide local
anesthetics (bupivacaine and ropivacaine) into vascular tissues
is anticipated, then the immediate availability of a 20% lipid
emulsion for the treatment of local anesthetic toxicity is rec-
ommended (Tables 3 and 5).924% Topical local anesthetics
are commonly used and encouraged, but the practitioner
should avoid applying excessive doses to mucosal surfaces
where systemic uptake and possible toxicity (seizures,
methemoglobinemia) could result and to remain within the
manufacturer’srecommendations regarding allowable surface
area application. 410415

Pulse oximetry

Newer pulse oximeters are less susceptible to motion artifacts
and may be more useful than older oximeters that do not con-
tain updated software.*62° Oximeters that change tone with
changes in hemoglobin saturation provide immediate aural
warning to everyone within hearing distance. The oximeter
probe must be properly positioned; clip-on devices are easy
to displace, which may produce artifactual data (under-or
overestimation of oxygen saturation).’¢1362

Capnography

Expired carbon dioxide monitoring is valuable to diagnose the
simple presence or absence of respirations, airway obstruction,
or respiratory depression, particularly in patients sedated in
less-accessible locations, such as in MRI machines or darkened
rooms‘64,66,67,72,90.96.110,159—162.!64—170,3724}75,421-427 In paticnts re-
ceiving supplemental oxygen, capnography facilitates the
recognition of apnea or airway obstruction several minutes
before the situa-tion would be detected just by pulse oximetry.

107

AMERICAN ACADEMY OF PEDIATRIC DENTISTRY

In this situation, desaturation would be delayed due to in-
creased oxygen reserves; capnography would enable earlier
intervention.'®' One study in children sedated in the
emergency department found that the use of capnography
reduced the incidence of hypoventilation and desaturation
(7% to 1%)." The use of expired carbon dioxide monitoring
devices is now required for almost all deeply sedated children
(with rare exceptions), particularly in situations in which
other means of assessing the adequacy of ventilation are
limited. Several manufacturers have produced nasal cannulae
that allow simultaneous delivery of oxygen and measurement
of expired carbon dioxide values.®2247 Although these devices
can have a high degree of false-positive alarms, they are also
very accurate for the detection of complete airway obstruc-
tion or apnea.'**'%1%% Taping the sampling line under the nares
under an oxygen face mask or nasal hood will provide similar
information. The exact measured value is less important than
the simple answer to the question: Is the child exchanging air
with each breath?

Processed EEG (Bispectral Index)
Although not new to the anesthesia community, the processed
EEG (bispectral index [BIS]) monitor is slowly finding its way
into the sedation literature.*®® Several studies have attempted
to use BIS monitoring as a means of noninvasively assessing
the depth of sedation. This technology was designed to examine
EEG signals and, through a variety of algorithms, correlate a
number with depth of unconsciousness: that is, the lower the
number, the deeper the sedation. Unfortunately, these algor-
ithms are based on adult patients and have not been validated
in children of varying ages and varying brain development.
Although the readings correspond quite well with the depth
of propofol sedation, the numbers may paradoxically go up
rather than down with sevoflurane and ketamine because of
central excitation despite a state of general anesthesia or deep
sedation %430

Opioids and benzodiazepines have minimal and variable
effects on the BIS. Dexmedetomidine has minimal effect with
EEG patterns, consistent with stage 2 sleep.”®' Several sedation
studies have examined the utility of this device and degree of
correlation with standard sedation scales. 37363432435 It appears
that there is some correlation with BIS values in moderate se-
dation, but there is not a reliable ability o distinguish berween
deep sedation and moderate sedation or deep sedation from
general anesthesia.®”? Presently, it would appear that BIS moni-
toring might provide useful information only when used for
sedation with propofol’®; in general, it is still considered a
research tool and not recommended for routine use.

Adjuncts te airway management and resuscitation

The vast majority of sedation complications can be managed
with simple maneuvers, such as supplemental oxygen, opening
the airway, suctioning, placement of an oral or nasopharyn-
geal airway, and bag-mask-valve ventilation. Rarely, tracheal
intubation is required for more prolonged ventilatory support.
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In addidion to standard tracheal intubation techniques, a num-
ber of supraglottic devices are available for the management of
patients with abnormal airway anatomy or airway obstruction.
Examples include the LMA, the cuffed oropharyngeal airway,
and a variety of kits to perform an emergency cricothyro-
tomy.436.437

The largest clinical experience in pediatrics is with the
LMA, which is available in multiple sizes, including those for
late preterm and term neonates. The use of the LMA is now
an essential addition to advanced airway training courses, and
familiarity with insertion techniques can be life-saving, 9842
The LMA can also serve as a bridge to secure airway manage-
ment in children with anatomic airway abnormalities.*> 9%
Practitioners are encouraged to gain experience with these
techniques as they become incorporated into PALS courses.

Another valuable emergency technique is intraosseous
needle placement for vascular access. Intraosseous needles are
available in several sizes; insertion can be life-saving when rapid
intravenous access is difficult. A relatively new intraosseous
device (EZ-1O Vidacare, now part of Teleflex, Research Triangle
Park, NC) is similar to a hand-held battery-powered drill. It
allows rapid placement with minimal chance of misplacement;
it also has a low-profile intravenous adapter.*-4% Familiarity
with the use of these emergency techniques can be gained by
keeping current with resuscitation courses, such as PALS and
advanced pediatric life support.

Patient simulators

High-fidelity patient simulators are now available thar allow
physicians, dentists, and other health care providers to practice
managing a variety of programmed adverse events, such as
apnea, bronchospasm, and laryngospasm. 13220430452 The yse
of such devices is encouraged to better train medical profe-
ssionals and teams to respond more effectively to rare events.'?®
131451453455 One study that simulated the quality of cardiopul-
monary resuscitation compared standard management of
ventricular fibrillation versus rescue with the EZ-10 for the
rapid establishment of intravenous access and placement of
an LMA for establishing a patent airway in adults; the use of
these devices resulted in more rapid establishment of vascular
access and securing of the airway.®¢

Monitoring during MRI

The powerful magnetic field and the generation of radiofre-
quency emissions necessitate the use of special equipment to
provide continuous patient monitoring throughout the MRI
scanning procedure.*”%* MRI-compatible pulse oximeters and
capnographs capable of continuous function during scanning
should be used in any sedated or restrained pediatric patient.
Thermal injuries can result if appropriate precautions are not
taken; the practitioner is cautioned to avoid coiling of all wires
{oximeter, ECG) and to place the oximeter probe as far from
the magnetic coil as possible to diminish the possibility of
injury. ECG monitoring during MRI has been associated with
thermal injury; special MRI-compatible ECG pads are essential
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to allow safe monitoring, 4 If sedation is achieved by using
an infusion pump, then either an MRI-compatible pump is
required or the pump must be situated outside of the room
with long infusion tubing so as to maintain infusion accuracy.
All equipment must be MRI compatible, including laryngo-
scope blades and handles, oxygen tanks, and any ancillary
equipment. All individuals, including parents, must be screened
for ferromagnetic materials, phones, pagers, pens, credit cards,

watches, surgical implants, pacemakers, etc, before entry into
the MRI suite.

Nitrous oxide
Inhalation sedation/analgesia equipment that delivers nitrous
oxide must have the capacity of delivering 100% and never
less than 25% oxygen concentration at a flow rate appropriate
to the size of the patient. Equipment that delivers variable ratios
of nitrous oxide >50% to oxygen that covers the mouth and
nose must be used in conjunction with a calibrated and func-
tional oxygen analyzer. All nitrous oxide-to-oxygen inhalation
devices should be calibrated in accordance with appropriate
state and local requirements. Consideration should be given to
the National Institute of Occupational Safety and Health Stan-
dards for the scavenging of waste gases.* Newly constructed
or reconstructed treatment facilities, especially those with
piped-in nitrous oxide and oxygen, must have appropriate state
or local inspections to certify proper function of inhalation
sedation/analgesia systems before any delivery of patient care.
Nitrous oxide in oxygen, with varying concentrations, has
been successfully used for many years to provide analgesia for a
variety of painful procedures in children.!436 4998465493 The yge
of nitrous oxide for minimal sedation is defined as the admin-
istration of nitrous oxide of €<50% with the balance as oxygen,
without any other sedative, opioid, or other depressant drug
before or concurrent with the nitrous oxide to an otherwise
healthy patient in ASA class I or II. The patient is able to
maintain verbal communication throughout the procedure. It
should be noted thar although local anesthetics have sedative
properties, for purposes of this guideline they are not consid-
ered sedatives in this circumstance. If nitrous oxide in oxygen
is combined with other sedating medications, such as chloral
hydrate, midazolam, or an opioid, or if nitrous oxide is used
in concentrations >50%, the likelihood for moderate or deep
sedation increases, 7197492494495 [n chis situation, the practi-
tioner is advised to institute the guidelines for moderate or
deep sedation, as indicated by the patient’s response.®
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Supplemental Information
Appendix 1. Recommended Discharge Criteria

1. Cardiovascular function and airway patency are satisfac-
tory and stable.

2. 'The patient is easily arousable, and protective reflexes

are intact.

The patient can talk (if age appropriate).

"The patient can sit up unaided (if age appropriate).

5. For a very young or handicapped child incapable of the
usually expected responses, the presedation level of
responsiveness or a level as close as possible to the normal
level for that child should be achieved.

6. 'The state of hydration is adequate.

W

Appendix 2. ASA Physical Status Classification

Class I A normally healthy patient.

ClassII A patient with mild systemic disease
(e.g.» controlled reactive airway disease).

Class III A patient with severe systemic disease (e.g., a child
who is actively wheezing).

ClassIV A patient with severe systemic disease that is a
constant threat to life (e.g., a child with status
asthmaticus).

ClassV. A moribund patient who is not expected to
survive without the operation (e.g., a patient
with severe cardiomyopathy requiring heart
transplantation).

Appendix 3. Drugs* That May Be Needed to Rescue
a Sedated Patient*

Albuterol for inhalation

Ammonia spirits

Atropine

Diphenhydramine

Diazepam

Epinephrine (1:1000, 1:10 000)
Flumazenil

Glucose (25 percent or 50 percent)
Lidocaine (cardiac lidocaine, local infiltration)
Lorazepam

Methylprednisolone

Naloxone

Oxygen

Fosphenytoin

Racemic epinephrine

Rocuronium

Sodium bicarbonate
Succinylcholine

* The choice of emergency drugs may vary according to individual or
procedural needs.
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Appendix 4. Emergency Equipment’ That May Be

Needed to Rescue a Sedated Patient *

Intravenous Equipment

Assorted IV catherers {e.g., 24-, 22-, 20-, 18-, 16-gauge)
Tourniquets
Alcohol wipes
Adhesive tape
Assorted syringes {e.g., 1-, 3-, 5-, 10-mL)
IV tubing
Pediatric drip (60 drops/mL)
Pediarric burette
Adult drip (10 drops/mlL)
Extension tubing
3-way stopcocks
1V fluid
Lactated Ringer solution
Normal saline solution
D, 0.25 normal saline solution
Pediatric IV boards
Assorted IV needles (e.g., 25-, 22-, 20-, and 18-gauge)
Intraosseous bone marrow needle
Sterile gauze pads

Airway Management Equipment

Face masks (infant, child, small adult, medium adule,
large adult)
Breathing bag and valve set
Oropharyngeal airways (infant, child, small adult, medium
adult, large adult)
Nasopharyngeal airways (small, medium, large)
Laryngeal mask airways (1, 1.5, 2, 2.5, 3, 4, and 5)
Laryngoscope handles (with extra barteries)
Laryngoscope blades (with extra light bulbs)
Straight (Miller) No. 1, 2, and 3
Curved (Macintosh) No. 2 and 3
Endotracheal tubes (2.5, 3.0, 3.5, 4.0, 4.5, 5.0, 5.5, and
6.0 uncuffed and 6.0, 7.0, and 8.0 cuffed)
Stylettes (appropriate sizes for endotracheal tubes)
Surgical lubricant
Suction catheters (appropriate sizes for endotracheal tubes)
Yankauer-type suction
Nasogastric tubes
Nebulizer with medication kits
Gloves (sterile and nonsterile, latex free)

T 'The choice of emergency equipment may vary according to individual
or procedural needs.

t 'The practitioner is referred to the SOAPME acronym described in the
text in preparation for sedating a child for a procedure.

CLINICAL PRACTICE GUIDELINE 245



Embargoed for release until approved by ASA House of Delegates. No part of this document may be released,
distributed or reprinted until approved. Any unauthorized copying, reproduction, appropriation or communication of the
contents of this document without the express written consent of the American Society of Anesthesiologists is subject to
civil and criminal prosecution to the fullest extent possible, including punitive damages.

Practice Guidelines for Procedural Moderate Sedation and Analgesia

A Report by the American Society of Anesthesiologists Task Force on Moderate Procedural
Sedation and Analgesia, the American Association of Oral and Maxillofacial Surgeons, American
College of Cardiology, American College of Emergency Physicians, American College of
Radiology, American Dental Association, American Society for Gastrointestinal Endoscopy and
American Society of Dentist Anesthesiologists”

PRACTICE guidelines are systematically developed recommend that'assist the practitioner

ggy.org). A complete bibliography used to develop these
as Supplemental Digital Content,

géepted for publication October __, 2017. Approved by the ASA
red by (if approved by the organzzatzon) the American Association
on (mse&fmonth) , 2017, the American College of Cardiology on (insert month)
ergency Physmans on (insert month) __, 2017, the American College of

__, 2817, the American Dental Association on (msert month) __, 2017, the American

in al Endoseépy on (insert month) _, 2017, and the American Soc1ety of Dentist
Anesthesiologists on fi) _,2017.

Updated by the Amerfes %tety of Anesthesiologists Committee on Standards and Practice Parameters: Jeffrey L.
Apfelbaum, M.D. (Commcgﬁe Chair and Task Force Co-Chair), Chicago, Illinois; Jeffrey B. Gross, M.D. (Task Force
Co-Chair), Farmington, Connecticut, Madhulika Agarkar, M.P.H., Schaumburg, Illinios; Donald E. Arnold, M.D.,, St.
Louis, Missouri; Charles J. Coté, M.D., Boston, Massachusetts; Richard T. Connis, Ph.D., Woodinville, Washmgton
Richard Dutton, M.D., Dallas, Texas; Chrlstopher Madias, M.D., Boston, Massachusetts; Dav1d G. Nickinovich,
Ph.D., Bellevue, Washmgton Robert E. O’Connor, M.D., Charlottesvxlle Virginia; Paul J. Schwartz, DM.D.,
Dunkirk, Maryland; James W. Tom, D.D.S., M.S,, Los Angeles, California; Richard Towbin, M.D., Phoenix, Arizona;
Avery Tung, M.D., Chicago, Illinois; and John J. Vargo, M.D.,M.P.H., Cleveland, Ohio.

Address reprint requests to the American Society of Anesthesiologists: 1061 American Lane, Schaumburg, Illinois

60173-4973. This Practice Advisory, as well as all ASA Practice Parameters, may be obtained at no cost through the
Journal Web site, www.anesthesiology.org.

Society for Gastro

126



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

PRACTICE GUIDELINES

This document replaces the "Practice Guidelines for Sedation and Analgesia by Non-
Anesthesiologists: an Updated Report by the American Society of Anesthesiologists Task Force on

Sedation and Analgesia by Non-Anesthesiologists,” adopted by the ASA in 2001 and published in

2002.!

Methodology

Definition of Procedural Moderate Sedation and Analgesia
These Guidelines apply to moderate sedation and analgesia during an after procedures.

Sedation and analgesia comprises a continuum of states rangingfrom minimal sedation (anxiolysis)

through general anesthesia, as defined by the Amerj ociety of Anesthesiologists

dccepted by
the Joint Commission (Table 1).>* Level of sedation is entitely-independent of the route of

administration. Moderate and deep sedatfqﬁ general anesthes be achieved via any route of

administration.

The purposes of these Guidelines are to allow clinicians to optimize the benefits of moderate

t Reflex withdrawal from a painful stimulus is NOT considered a purposeful response.

1 However, as stated in the American Academy of Pediatrics-American Academy of Pediatric Dentistry guidelines on the
monitoring and management of pediatric patients during sedation (2016), “in the case of procedures that may themselves
cause airway obstruction (e.g., dental or endoscopic), the practitioner must recognize an obstruction and assist the patient
in opening the airway.”*

2
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procedural sedation regardless of site of service; to guide practitioners in appropriate patient
selection; to decrease the risk of adverse patient outcomes (e.g., apnea, airway obstruction,
respiratory arrest, cardiac arrest, death); encourage sedation education, training and research, and to
offer evidence-based data to promote cross-specialty consistency for moderate sedation practice.

Moderate sedation/analgesia provides patient tolerance of unpleasant or prolonged procedures

through relief of anxiety, discomfort, and/or pain. If the patient response results in deeper sedation

than intended, these sedation practices can be associated with cardiac o iratory depression that

must be rapidly recognized and appropriately managed to-avoid the risk of hy;")e" brain damage,

constraints imposed b

producing a deeper level 0

ability to manage a co mised airway or hypoventilation, and support cardiovascular function in

patients who become hypotensive, hypertensive, bradycardic, or tachycardic.
Focus
These Guidelines focus specifically on the administration of moderate sedation and analgesia for

adults and children. The Guidelines exclude patients who are not undergoing a diagnostic or
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therapeutic procedure (e.g., postoperative analgesia). Because minimal sedation (anxiolysis) may
entail minimal risk, the Guidelines specifically exclude it. Examples of minimal sedation include (1)
less than 50% nitrous oxide in oxygen with no other sedative or analgesic medications by any route,
or (2) a single, oral sedative or analgesic medication administered in doses appropriate for the

unsupervised treatment of anxiety or pain. The Guidelines do not apply to patients receiving deep

sedation, general anesthesia or major conduction (i.e., neuraxial) anesthesia, whose care should be

sedatives (e.g., hypnosis, acupuncture), new

used monitoring or delivery ¢

Application

catheterization labora bncology clinics, electrophysiology laboratories, interventional
radiology laboratories, neurointerventional laboratories, echocardiography laboratories, and evoked
auditory testing laboratories. They are intended to serve as a resource for other physicians and
patient care personnel who are involved in the care of these patients, including those involved in

local policy development.
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Task Force Members and Consultants

These Guidelines were developed by an ASA appointed Task Force of 15 members, consisting
of physician anesthesiologists in both private and academic practices from various geographic areas
of the United States, a cardiologist, dentist anesthesiologist, emergency physician,

gastroenterologist, oral/maxillofacial surgeon, radiologist, an ASA staff methodologist, and two

consulting methodologists for the ASA Committee on Standards and Practice Parameters.

The Task Force developed these Guidelines by means of a seven-step process. First, criteria for

evidence associated with moderate sedation and analgesia echﬁiqués were estal };ished. Second,

and participating medical spe

national meetings

§ Council on Dental Education and Licensure: Anesthesia Committee Meeting, April 20, 2017; Combined Annual
Meeting of The Southwest Society of Oral and Maxillofacial Surgeons, The Texas Society of Oral & Maxillofacial
Surgeons, Midwestern Chapter of Oral and Maxillofacial Surgeons & The Oklahoma Society of Oral and Maxillofacial
Surgeons, April 21 2017, Scottsdale, Arizona; Society for Ambulatory Anesthesia 32nd Annual Meeting, May 5, 2017,
Scottsdale, Arizona; International Anesthesia Research Society 2017 Annual Meeting and International Science
Symposium, Washington, D.C.,, May 7,2017;and ..................
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Availability and Strength of Evidence

Preparation of these updated Guidelines followed a rigorous methodological process. Evidence
was obtained from two principal sources: scientific evidence and opinion-based evidence (appendix
2).

Scientific Evidence. Scientific evidence used in the development of these Guidelines is based

on cumulative findings from literature published in peer-reviewed journals. Literature citations are

obtained from healthcare databases, direct internet searches, Task Force members, liaisons with

other organizations, and manual searches of references located in reviewed article:

Findings from the aggregated literature are reported in the text-of these Guidelin by€vidence

category, level, and direction and in appendix 2. Evidencé ries refer specifically to the

comparison groups. W,

evidence for any particul

Category A. RCT rt comparative findings between clinical interventions for specified
outcomes. Statisticallyrsigniﬁcant (P <0.01) outcomes are designated as either beneficial (B) or

harmful (H) for the patient; statistically nonsignificant findings are designated as equivocal (E).
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Level 1: The literature contains a sufficient number of RCTs to conduct meta-analysis,"* and
meta-analytic findings from these aggregated studies are reported as evidence.
Level 2 The literature contains multiple RCTs, but the number of RCTs is not sufficient to
conduct a viable meta-analysis for the purpose of these Guidelines. Findings from

these RCTs are reported separately as evidence.

Level 3: The literature contains a single RCT, and findings from. studyrtare reported as
evidence.

Category B. Observational studies or RCTS without py
inference of beneficial or harmful relationships amo;

Inferred findings are given a directional designation of beri

For studies that report statistical ﬁndingsfﬁi‘e

when the evidence is either unavailable (i.e., no pertinent studies found) or inadequate. Inadequate

literature cannot be used to assess relationships among clinical interventions and outcomes because a

** All meta-analyses are conducted by the ASA methodology group. Meta-analyses from other sources are reviewed but
not included as evidence in this document. A minimum of § independent RCTs are required for meta-analysis.
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clear interpretation of findings is not obtained due to methodological concerns (e.g., confounding of
study design or implementation) or the study does not meet the criteria for content as defined in the
“Focus” of the Guidelines.

Opinion-based Evidence. All opinion-based evidence (e.g., survey data, open forum testimony,

internet-based comments, letters, and editorials) relevant to each topic was.considered in the

development of these Guidelines. However, only the findings obtained from formal surveys are

reported in the document.

sample of members of the participating organizations.

Category A: Expert Opinion. Survey ré;

ian score of 5 (At least 50% of the responses are 5)

Agree: edian score of 4 (At least 50% of the responses are 4 or 4 and 5)

Equivocal: Median score of 3 (At least 50% of the responses are 3, or no other
response category or combination of similar categories contain at least
50% of the responses)

Disagree: Median score of 2 (At least 50% of responses are 2 or 1 and 2)

Strongly Disagree: Median score of 1 (At least 50% of responses are 1)

7 When an equal number of categorically distinct responses are obtained, the median value is determined by calculating
the arithmetic mean of the two middle values. Ties are calculated by a predetermined formula.

8
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Category C: Informal Opinion. Open forum testimony obtained during development of these
Guidelines, Internet-based comments, letters, and editorials are all informally evaluated and
discussed during the formulation of Guideline recommendations. When warranted, the Task Force

may add educational information or cautionary notes based on this information.

Guidelines

Patient Evaluation

Preprocedure patient evaluation consists of the following strategies for reducing sedation-related

adverse outcomes: (1) reviewing previous medical records for underlying medical problems (e.g.,

abnormalities of major organ systems, obesity, obstruc

nea, anatomical airway problems,

congenital syndromes with associated medical/surgical issue: iratory disease, allergies,

that some adverse {e.g., unintended deep sedation, hypoxemia** or hypotension) may
occur in patients with pre-existing medical conditions when moderate sedation/analgesia is

administered. These conditions include: (1) extremes of age, ASA status III or higher, and

respiratory conditions (Category B2-H evidence)>” and (2) obstructive sleep apnea, respiratory

# Unless otherwise noted in this document, hypoxemia is reported in the literature to be oxygen desaturation to < 90%.
9
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distress syndrome, obesity, allergies, psychotropic drug use, history of gastric bypass surgery,
pediatric patients who are pre-cooperative or who have behavior or attention disorders,
cardiovascular disorders, history of gastric bypass, and history of long-term benzodiazepine use

(Category B3-H evidence).®*? Case reports indicate similar adverse outcomes for newborns, a

patient with mitochondrial disease, a patient with grand mal epilepsy, and a patient with a history of

benzodiazepine use (Category B4-H evidence) %

Survey Findings. To be determined
Recommendations for Patient Evaluation.
e Review previous medical records and intervj

o

¢ Review available laboratory test results.

¢ Order additional laboratory tests guided by a patient’s medical condition, physical

examination, and the likelihood that the results will affect the management of

%8 See table 2 for additional information related to airway assessment.
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moderate sedation/analgesia.
o Evaluate results of these tests before sedation is initiated.
e If possible, perform the preprocedure evaluation well enough in advance (e.g., several
days to weeks) to allow for proper patient preparation.”*”
¢ Re-evaluate the patient immediately before the procedure.

Preprocedure Patient Preparation

sedatives and analgesics, preprocedure instruction, me

preprocedure fasting from solids and liquids.

asting for greater than 2 hours reported equivocal

s, and arrhythmia for infants (Category BI-E evidence)

Survey Findings. To be determined

et

This may not be feasible for urgent or emergency procedures, interventional radiology or other radiology settings.
11
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220 Recommendations for Preprocedure Patient Preparation.

221 * Consult with a medical specialist (e.g., physician anesthesiologist, cardiologist,

222 endocrinologist, pulmonologist, nephrologist, pediatrician, obstetrician, or

223 otolaryngologist), when appropriate before administration of moderate procedural

224 sedation to patients with significant underlying conditions.

225 o Ifa specialist is needed, select a specialist based on the nature of the underlying

226 condition and the urgency of the situation. -

227 o For severely compromised or medically .2 Janticipated

228 difficult airway, severe obstructiy

ulmonary disease, coronary disease, or

229 congestive heart failure), or if it is likely that sedation to the point of

230 unresponsiveness will uate conditions, consult with a
231 physician anesthesiologis
232
233
234
235
236

237

238

239 o Evaluate the risk of pulmonary aspiration of gastric contents when determining

240 (1) the target level of sedation, and (2) whether the procedure should be delayed.

T This may not be feasible for urgent or emergency procedures.
i1 See Table 3 and/or refer to: American Society of Anesthesiologists: Practice guidelines for preoperative fasting and

the use of pharmacologic agents to reduce the risk of pulmonary aspiration: Application to healthy patients undergoing
elective procedures: An updated report. ANESTHESIOLOGY 2017; 126:376-93

12
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o Inurgent or emergent situations where complete gastric emptying is not possible,

do not delay moderate procedural sedation based on fasting time alone.

Patient Monitoring

Many of the complications associated with moderate sedation and analgesia may be avoided if

adverse drug responses are detected and treated in a timely manner (i.e.,. befe ¢ the development of

cardiovascular decompensation, or cerebral hypoxia). Patients given sedatives or analgesics in

unmonitored settings may be at increased risk of these complications. Patient monitoring includes

strategies for the following: (1) monitoring patient le f consciousness assessed by the response

of patients, including spoken responses to commands o of bidirectional communication

during procedures performed with moderate sedation/analgesia;* (2) monitoring patient ventilation

desaturation to < 90%).when continuous end tidal carbon dioxide monitoring (i.e., capnography) is
compared to monitoring without capnography (e.g., practitioners were blinded to capnography

results) during procedures with moderate sedation (Category 41-B evidence).’*> Findings for this

%% Patients whose only response is reflex withdrawal from painful stimuli are deeply sedated, approaching a state of
general anesthesia, and should be treated accordingly.

13
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comparison were also equivocal for RCTs reporting severe hypoxemic events (i.e., oxygen
desaturation to < 85%),303!33.3 and for oxygen desaturation levels of 92%, 93% and 95% (Category
A2-E evidence).3*3537 QObservational studies indicate that pulse oximetry is effective in the detection
of oxygen saturation levels in patients administered sedatives and analgesics (Category B3-B
evidence).**%* Observational studies also indicate that electrocardiography. monitoring is effective in

the detection of arrhythmias, hypotension, premature ventricular contriictions, Bradycardia, and

diaphoresis (Category B3-B evidence) 4706

The literature is insufficient to determine the benefits of coritemporaneou: rding of patients'

level of consciousness, respiratory function or hemod ics. In‘addition, the literature i

insufficient to evaluate whether the presence of an individu ficated to patient monitoring will

reduce adverse outcomes related to moder dation/analgesi

Survey Findings. To be determined

Recommendations for Pati

"thumbs up" or other indication of consciousness in response to verbal or tactile

14
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(light tap) stimulation; this suggests that the patient will be able to control his
%

airway and take deep breaths if necessary.”

Monitoring patient ventilation and oxygenation.

¢ Continually monitor ventilatory function by observation of qualitative clinical signs.

¢ Continually monitor ventilatory function with capnography unl

been achieved.

¢ Monitor all patients by pulse oximetry w;
Monitoring hemodynamics.

¢ Determine blood pressure befo

of patient cooperation.

appropriately sedated patient).

' o‘?ing during moderate sedation in patients with clinically

ecording of monitored parameters.

Contemporaneous

¢ Record patients' level of consciousness, ventilatory and oxygenation status, and

hemodynamic variables at a frequency which depends on the type and amount of

FEER

A response limited to reflex withdrawal from a painful stimulus is not considered a purposeful response and thus
represents a state of general anesthesia.
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306 medication administered, the length of the procedure, and the general condition of the
307 patient.

308 o At aminimum, this should occur: (1) before the administration of

309 sedative/analgesic agents'''"; (2) following administration of sedative/analgesic
310 agents; (3) at regular intervals during the procedure, (4)»dm‘ing initial recovery;
311 and (5) just before discharge. h

312 o Set device alarms to alert the care team to cr
313
314
315 is present to monitor the patient throughout the
316 o The individual respons’(i%
317 recognition of apnea and a
318 help.
319
320
321
322

323

324 versus no supplemental oxygen'is associated with a reduced frequency of hypoxemiat*** during

325  procedures with moderate sedation (Category AI-B evidence).547? The literature is insufficient to
326  examine which methods of supplemental oxygen administration (e.g., nasal cannula, face mask, or

327  specialized devices) are more effective in reducing hypoxemia.

1% For rare uncooperative patients (e.g., children with autism spectrum disorder or attention deficit disorder) recording
oxygenation status or blood pressure may not be possible until after sedation.
141 Reported by authors as oxygen desaturation to < 95% or oxygen desaturation > 5% or 10% below baseline.
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Survey Findings. To be determined
Recommendations for supplemental oxygen.
e Use supplemental oxygen during moderate procedural sedation/analgesia unless
specifically contraindicated for a particular patient or procedure.

Emergency Support

Emergency support strategies include: (1) the presence of pharmadologic a;itagonists, (2) the

presence of age and weight appropriate emergency airway equipﬁ:ent (e'g., different types of airway

Survey Findings. e 'determined

Recommendations for Emergency Support. 588§

¢ Assure that pharmacologic antagonists for benzodiazepines and opioids are immediately

available in the procedure room.

$88 Refer to Table 4 for examples of emergency support equipment and pharmaceuticals.
17
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351 o Assure that an individual is present in the room who understands the

352 pharmacology of the sedative/analgesics administered (e.g., opioids and

353 benzodiazepines) and potential interactions with other medications and

354 nutraceuticals the patient may be taking,

355 » Assure that appropriately-sized equipment for establishing a p tent airway is available.
356 * Assure that at least one individual capable of establishing patent a/i‘rway and providing
357

358

359 and supplemental oxygen are immediatgly

360 working order.

361

362

363

364

365

366

367

368

369

370 available in rocedure area.

371 e Assure that an individual or service (e.g., code blue team, paramedic-staffed ambulance
372 service) with advanced life support skills (e.g., tracheal intubation, defibrillation,

373 resuscitation medications) is immediately available.

374 e Assure that members of the procedural team are able to recognize the need for additional
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support and know how to access emergency services from the procedure room (e.g.,

telephone, call button).

Sedative/analgesic medications not designed for general anesthesia
For these Guidelines, sedatives not designed for general anesthesia include benzodiazepines
(e.g., midazolam, diazepam, flunitrazepam, lorazepam or temazapam) aﬁif‘%éx;nedetomidine.

Analgesics administered with sedatives include opioids such as fentanyl, alfentanil, remifentanil,

73-75,71,)

the procedure.

reports a longer recovery time for dexmedetomidine compared with midazolam (Category A3-H
evidence), with equivocal findings for analgesia scores, oxygen saturation levels, respiratory rate,

blood pressure and pulse rate (Category A3-E evidence).3® One RCT reports a lower frequency of

LI

All routes of administration were considered, including oral, nasal, intramuscular, rectal, transdermal, sublingual,
iontophoresis, and nebulization.

1t Reported by authors as oxygen desaturation to < 94%, 93% or 90%.
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hypoxemia when dexmedetomidine is combined with an opioid analgesic compared with midazolam
combined with an opioid analgesic (Category A3-B evidence).* One RCT reports deeper sedation
(i.e., higher sedation scores) and a lower frequency of hypoxemia when dexmedetomidine combined

with midazolam and meperidine is compared with midazolam combined with meperidine (Category

A3-B evidence) >

One RCT comparing intravenous midazolam with intramuscular midazolam reports equivocal

findings for oxygen saturation levels, respiratory rate and heart rate (Category A3-E evidence).®!

reported for all intranasal patients with no nasal discomfo

A3-B evidence) 9 One RCT comparing in

tion of small, incremental doses of intravenous

il'the desired level of sedation and/or analgesia is

Survey Findings. To be determined
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Recommendations for sedative or analgesic medications not designed for general

anesthesia.

¢ Combinations of sedative and analgesic agents may be administered as appropriate for

the procedure and the condition of the patient. ¥t

o Administer each component individually to achieve the desired effect (e.g.,

onal sedative medication to

additional analgesic medication to relieve pain; add

decrease awareness or anxiety).

¢ Dexmedetomidine may be administered as an alternative to benzodi

ine sedatives on

a case-by-case basis.

¢ In patients receiving intravenous medications fo e ":tlon/aﬁalgesia, maintain vascular
access throughout the procedur

cardiorespiratory depression.

nt time to elapse between doses so the peak effect of each dose can

fore subsequent drug administration.

transmucosal), allow sufficient time for absorption and peak effect of the previous dose to

H3% The propensity for combinations of sedative and analgesic agents to cause respiratory depression and airway
obstruction emphasizes the need to appropriately reduce the dose of each component as well as the need to continually
monitor respiratory function, Knowledge of each drug’s time of onset, peak response, and duration of action is

important. Titration of drug to effect is an important concept; one must know whether the previous dose has taken full
effect before administering additional drug.
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occur before supplementation is considered.

Sedative/analgesic medications designed for general anesthesia
For these Guidelines, sedatives designed for general anesthesia include propofol, ketamine and
etomidate. Sedatives not designed for general anesthesia (e.g., benzodiazepines, nitrous oxide,

chloral hydrate, barbiturates, and antihistamines) are included either as ¢t

parison groups or in

combination with sedatives designed for general anesthesia. Analgésics (e.g., opioids, non-steroidal

anti-inflammatory drugs and local anesthetics) are included either'in comparison groups or in

combination with sedatives designed for general anesthesia. This section of the

n dgesics, (2) keta;gzrié VETSus

loesics, (4) combinations of

salone or in combination,

L2 2]

esignedsfor general anesthesia, and

for propofol versus after procedures with moderate sedation (Category A1-B evidence),””

190 with equivocal find 'gsv for patient recall *1911% and frequency of hypoxemia (Category 41-E
evidence) 77101103104 Ope RCT reports shorter sedation time, a lower frequency of recall and higher
recovery scores for propofol versus diazepam (Category A3-B evidence).'® (2) RCTs comparing
propofol versus benzodiazepines combined with opioid analgesics report shorter sedation and

recovery times for propofol alone (Category A2-B evidence),'"'"" with equivocal findings for pain,
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oxygen saturation levels, and blood pressure (Category A2-E evidence).'%1° (3) RCTs comparing
propofol combined with benzodiazepines versus propofol alone report equivocal findings for
recovery and procedure times, pain with injection and restlessness (Category A2-E evidence).!''-113
One RCT comparing propofol combined with midazolam versus propofol alone reports deeper

sedation levels and more episodes of deep sedation for the combination group (Category A3-H

(Category A3-E eviden (8) One RCT comparing propofol versus ketamine combined with

fentanyl reports shorter recovery times and less recall for propofol alone (Category A3-E
evidence).'"! (9) RCTs comparing propofol combined with ketamine versus propofol alone report

deeper sedation for the combination group (Category A3-B evidence),'** with more respiratory
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depression and a greater frequency of hypoxemia®*¥¥® (Category A3-H evidence).!*®

Literature comparing ketamine with other sedative/analgesic medications, either alone or in
combination, report the following findings: (1) RCTs comparing ketamine with midazolam report
equivocal findings for sedation scores, recovery time, and oxygen saturation levels (Category A2-E

evidence).®'*1% (2) One RCT comparing ketamine versus nitrous oxide reports longer sedation

times and higher levels of sedation (i.e., deeper sedation levels) for ine (Category A3-H

evidence).'*® (3) One RCT comparing ketamine with midazolami combi ith fentanyl reports a

2

151,15

evidence).

with fentanyl report eq al findings for recovery times, oxygen saturation levels, respiratory rate

and heart rate (Category A3-H evidence).*31%
Literature comparing etomidate with other sedative/analgesic medications, either alone or in

combination, report the following findings: (1) One RCTs comparing etomidate with midazolam

$888¢ Reported by author as oxygen desaturation to < 94%
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reports shorter sedation times for etomidate (Category A3-B evidence), with equivocal findings for
recovery agitation, oxygen saturation levels, and apnea (Category A3-E evidence).'*® (2) One RCT
comparing etomidate with pentobarbital reports shorter sedation times for etomidate (Category 43-B
evidence), with equivocal findings for recovery agitation and hypotension (Category A3-B

evidence)."®’ (3) One RCT comparing etomidate combined with fentanyl versus midazolam

combined with fentanyl reports deeper sedation (i.e., higher sedation s¢ores) for the combination

~ategory A3-B ev

agitation (¢ afééory A3-E evidence), and

horter recovery times, and fewer rescue doses

# compared with intramuscular ketamine (Category A3-B

s for sedation efficacy, respiratory depression, and time to
ce).'® One RCT comparing intravenous versus intramuscular
ketamine with or witho ’iciazolam reports equivocal findings for sedation time, recovery agitation,
and duration of the proéedure (Category A3-E evidence).'¥

Observational studies reporting titrated administration of sedatives designed for general

anesthesia report the frequency of hypoxemia ranging from 1.7%-4.7% of patients, 4161164 with

oversedation occurring in 0.13%-0.2% of patients, 62163
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Survey Findings. To be determined
Recommendations for sedative or analgesic medications designed for general anesthesia.
e When moderate procedural sedation with sedative or analgesic medications designed for

general anesthesia by any route is intended, provide care consistent with that required for

general anesthesia.

© Assure that practitioners administering these drug; able to reliably rescue

cardiorespiratory depression.

In patients who have received se

peak effect of the previous dose to occur before supplementation is considered.

Reversal agents: naloxone and flumazenil
Literature Findings.
One placebo-controlled RCT reports that naloxone effectively reverses the effects of meperidine

as measured by increasing alertness scores and respiratory rate (Category A3-B evidence).'%
26
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Reversal of respiratory depression, apnea and oxygen desaturation after naloxone administration in

other practice settings is also reported by observational studies (Category B3-B evidence) %1% and

case reports (Category B4-B evidence).'$817!

Meta-analysis of double-blind placebo-controlled RCTs indicates that flumazenil effectively

antagonizes the effects of sedation within 15 minutes for patients who have been administered

benzodiazepines (Category A1-B evidence).!’*'® Placebo-controlled

(Category AI-B evidence).'$3-187

Survey Findings. To be determined

Ts also indicate that

ic during sedation/analgesia: (1) encourage or

o Administer naloxone to reverse opioid-induced sedation and respiratory

FRREhk

depression.

AR

Practitioners are cautioned that acute reversal of opioid-induced analgesia may result in pain, hypertension,

tachycardia, or pulmonary edema.

152

breathe deeply; (2) administer supplemental oxygen; and
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o Administer flumazenil to reverse benzodiazepine-induced sedation and
respiratory depression.
e After pharmacologic reversal, observe and monitor patients for a sufficient time to ensure
that sedation and cardiorespiratory depression does not recur once the effect of the

antagonist dissipates.

¢ Do not use sedation regimens that include routine reversaliof sedative or analgesic agents.

Recovery care

Patients receiving moderate procedural sedation may, ot developing

complications after their procedure is completed. D ed stimulation from the

ui'alist,

delayed drug absorption following non-intravenous admi n, and slow drug elimination may

contribute to residual sedation and cardior tory depression g the recovery period. When

patient outcomes.

Survey Findings. To be determined
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Recommendations for recovery care.
* Following sedation/analgesia, observe and monitor patients in an appropriately staffed
and equipped area until they are near their baseline level of consciousness and are no

longer at increased risk for cardiorespiratory depression.

* Monitor oxygenation continuously until patients are no longer at risk for hypoxemia.

¢ Monitor ventilation and circulation at regular intervals until patients are suitable for

discharge.
» Design discharge criteria to minimize the risk:
cardiorespiratory depression following ¢

personnel, fT71f

Create and implement a quality improvement process based upon national, regional or

institutional reporting protocols, (e.g., adverse events, unsatisfactory sedation).

» Strengthen patient safety culture through collaborative practices (e.g., team training,

X

simulation drills, development and implementation of checklists).
o Create an emergency response plan (e.g., activating "code blue" team or

activating the emergency medical response system--911 or equivalent).

T#111t Discharge criteria examples are noted in Table 5.
29

154



PRACTICE GUIDELINES

References:

L.

2.

10.
1 1‘ s

12,

13.

14.

15.

16.

American Society of Anesthesiologists: Practice Guidelines for Sedation and Analgesia by
Non-Anesthesiologists: An Updated Report. ANESTHESIOLOGY 2002;96:1004-1017

American Society of Anesthesiologists. (October 15, 2014). Continuum of depth of sedation:
Definition of general anesthesia and levels of sedation / analgesia. Retrieved December 26,
2016 from http://www.asahq.org/quality-and-practice-management/standards-and-guidelines.

Joint Commission on the Accreditation of Healthcare Organizations. The Joint Commission
Standards Overview. Retrieved December 26, 2016 from
http://ttps://www.tms.va.gov/va_content/ModSed01 v2/lesson0 1?’(}1 ©005.htm

Coté CJ, Wilson S; American Academy of Pediatrics; Americ “cademy of Pediatric
Dentistry: Guidelines for monitoring and management of pediatric patients before, during,
and after sedation for diagnostic and therapeutic procedureé update 016. Pediatrics 2016
Jul;138(1).

Muller S, Prolla JC, Maguilnik I, Breyer HP: Predictive factors of oxygen ¢ %aturanon of
patients submitted to endoscopic retrograde cholangxopancreatography under conscxous

sedation. Arq Gastroenterol 2004, 41 162 6 : i e

’ Endésc 2014; 1:AI§224
,» Baron TH: Endoscopist

colonoscopy A prospectwe tlme-to-event analysis. €
Papachnstou Gl, Gleeson FC Papachristou DJ, Peterse

predictive risk of reversal agent util
Andrade C, Gill J, Kulkami P, Amod
Vidyarthi G: Evaluation of the safety of
the veteran population wi
108:5480
Andrade CM, Pats

rvey LH No evidence for contraindications to the
to egg, soy or peanut. Br J Anaesth 2016; 116:77-82

enendez J, Rashti F, Kumar AS, Olden KW: What factors
sedate endoscopy patient? Dig Dis Sci 2012; 57:2527-34
Lee JI Joo KR Shin HP Shin WC: Risk of sedation for

Czwornog J, At ody mass index, age, and gender affect prep quality, sedation use,
and procedure {1 uring screening colonoscopy. Dig Dis Sci 2013; 58:3127-33

Heuss LT, Schnieper P, Drewe J, Pfimlin E, Beglinger C: Safety of propofol for conscious
sedation during endoscopic procedures in high-risk patients - a prospective, controlled study.
Am J Gastroenterol 2003; 98:1751-57

Hsu AJ, Carson KA, Yung R, Pham PA: Severe prolonged sedation associated with
coadministration of protease inhibitors and intravenous midazolam during bronchoscopy.
Pharmacotherapy 2012; 32:538-45

Jirapinyo P, Kumar N, Thompson CC: Patients with Roux-en-Y gastric bypass require
increased sedation during upper endoscopy. Clin Gastroenterol Hepatol 2015; 13:1432-6

30

155



PRACTICE GUIDELINES

17.

18.

19.

20.

21.

22.

23.

24,

25.

26.
27.

28.

Kinder KL, Lehman-Huskamp KL, Gerard JM: Do children with high body mass indices have
a higher incidence of emesis when undergoing ketamine sedation? Pediatr Emerg Care 2012;
28:1203-5

Kitagawa E, lida A, Kimura Y, Kumagai M, Nakamura M, Kamekura N, Fujisawa T,
Fukushima K: Responses to intravenous sedation by elderly patients at the Hokkaido
University Dental Hospital. Anesth Prog 1992; 39:73-8

Kotani J, Shimada M: A prospective, multicenter, observational study for the dosage and
administration of Dormicum (generic name: Midazolam) for the intravenous sedation in

cedutal sedatlon in children

11:88-94

zlaff J, Lopez R, Sanaka

3y intervention and

-propofol sedation for routine EGD

Lubisch N, Roskos R, Berkenbosch JW: Dexmedetomidine for
with autism and other behavior disorders. Pediatr Neurol 20
Mehta PP, Albeldawi M, Kochhar GS, Kalra SS, Maurer WG;
MR, Vargo JJ: Body mass index (BMI) predicts the nee
sedation related complications in anesthesiologist-di
and colonoscopy. Gastrointest Endosc 2013; 1:A :
Schmerler BL, Cohen DM, Leder MS, Bonsu BK:; Procedural sedation for
children with hyperactivity. Am J Emerg Med 2608; 26:661-4 :
Burtin P, Daoud P, Jacqz Aigrain E, Mussat P, Moriette G: y;)otensxon with rmdazolam and
fentanyl in the newborn. Lancet 1991; 337:1545-6
Mtaweh H, Bayir H, Kochanek PM, Bell MJ: Effect of a sit
dextrose administration in a child w i
2014; 29:NP40-6 :
Robb ND, Hargrave SA: Tolerance to itit
benzodiazepine therapy: a potential problem
dentistry. Anesth Pai 2
Robb ND: Epileptic

acture reduction in

29. Jigel

30.

31.

32.

33.

B dlatr 1997, 131 155- 158
g A, Kronshage T, Geist C, Wagenpfeil S, Weber A, Jung A,
der G, Schmid RM, Wehrmann T, von Delius S: Capnographic

n, 1 ’éolonoscopy: a randomized, controlled study (ColoCap Study). Am J
Gastroenterol 107:1205-12

Kochhar G, Mehta PP, Kirsh B, Rizk MK, Wang Y, John B, Albeldawi M, Vargo J: Does
capnography prevent hypoxemia in ASA 1-2 outpatients undergoing elective EGD targeting
moderate sedation? Results from a prospective, randomized, single blinded study.
Gastroenterology 2015; 1:51196

Langhan ML, Shabanova V, Li FY, Bernstein SL, Shapiro ED: A randomized controlled trial

of capnography during sedation in a pediatric emergency setting. Am J Emerg Med 2015;
33:25-30

Mehta PP, Kochhar G, Albeldawi M, Kirsh B, Rizk M, Putka B, John B, Wang Y, Breslaw N,
Lopez R, Vargo JJ: Capnographic monitoring in routine EGD and colonoscopy with

31

156



PRACTICE GUIDELINES

34.

35.

36.

37.

38.

39.
40.

41.
42.

43.

44,
45.7C¢

46.
47.
48.

49,

50.

moderate sedation: A prospective, randomized, controlled trial. Am J Gastroenterol 2016;
111:395-404

Qadeer MA, Vargo JJ, Dumot JA, Lopez R, Trolli PA, Stevens T, Parsi MA, Sanaka MR,
Zuccaro G: Capnographic monitoring of respiratory activity improves safety of sedation for
endoscopic cholangiopancreatography and ultrasonography. Gastroenterology 2009;
136:1568-76

Slagelse C, Vilmann P, Hornslet P, Jorgensen HL, Horsted TI: The role of capnography in
endoscopy patients undergoing nurse-administered propofol sedation: a randomized study.
Scand J Gastroenterol 2013; 48: 1222-30

Deitch K, Miner J, Chudnofsky CR, Dominici P, Latta D: Does en tidal CO2 monitoring
during emergency department procedural sedation and analgesia with propofol decrease the

incidence of hypoxic events? A randomized, controlled tri nEmerg Med 2010; 55:258-
64

capnography improves patlent momtormg durmg mederate sedation: a rar
controlled trial. Pediatrics 2006; 117:¢1170-8 .+

al-Hadeedi S, Leaper DJ: Falls in hemoglobin.
gastrointestinal endoscopy. World J Surg 1991;"

Bell GD, Reeve PA, Moshiri M, Coady T, Stapleton”
degree of oxygen desaturation occurring during uppe
Pharm 1987; 23:703-8

Bell GD, Morden A, Coady T, Lee J
endoscopy premedication assessing cl
Pharm 1988; 26:595-600

Bendig DW: Pulse oxi

Nutr 1991; 12:39-

ravenous midazolarﬁ: a study of the
strointestinal endoscopy. Br J Clin

jea R, Ferndndez-Rodriguez CM:

of the detection of respiratory depression during
2:86-9

yp osis in gastroscopy a companson thh intravenous
999;75:223-5

Gilger MA, Jeive , Barrish JO, McCarroll LR: Oxygen desaturation and cardiac
arrhythmias in children during esophagogastroduodenoscopy using conscious sedation.
Gastrointest Endosc 1993; 39:392-5

Gombar KK, Dhall JC, Suri RP, Singh B, Gombar S: Effect of diazepam sedation on arterial

oxygen saturation during esophagogastroduodenoscopy: a placebo-controlled study. Indian J
Gastroent 1996; 15:40-2

Gross JB, Long WB: Nasal oxygen alleviates hypoxemia in colonoscopy patients sedated with
midazolam and meperidine. Gastrointest Endosc 1990; 36:26-9

Hartke R, Gonzalez Rothi R, Abbey N: Midazolam-associated alterations in cardiorespiratory
function during colonoscopy. Gastro Endosc 1989; 35:232-8

32

157



PRACTICE GUIDELINES

5L

52.

53.

54.

55.

56.

57.

58.

59.

60.

61.

62.
63.

64.

65.

66.

67.

68.

69.

Hinzmann CA, Budden PM, Olson J: Intravenous conscious sedation use in endoscopy: does
monitoring of oxygen saturation influence timing of nursing interventions? Gastro Nursing
1992; 15:6-13

Iber FL, Sutberry M, Gupta R, Kruss D: Evaluation of complications during and after
conscious sedation for endoscopy using pulse oximetry. Gastrointest Endosc 1993; 39:620-5

Kassimatis A, Tsoukas A, Ikonomidis I, Joshi J, Nihoyannopoulos P: Routine arterial oxygen
saturation monitoring is not necessary during transesophageal echocardiography. Clin
Cardiol 1997; 20:547-52

Lamireau T, Dubreuil M, Daconceicao M: Oxygen saturation during .
esophagogastroduodenoscopy in children: general anesthesia versus ‘intravenous sedation. J
Pediatr Gastroent Nutr 1998; 27:172-5

Matthews RW, Malkawi Z, Griffiths MJ, Scully C: Pulse oximetrs
with and without intravenous sedation. Oral Surg Oral Med Oral -

Mennuni M, Bianconi L, Antonicoli S, Frongillo D, Molle G, Rossi P;
Fast cardiologist-administered midazolam for electrical cardioversion
Cardiovasc Med (Hagerstown) 2007; 8:176-80

Newland CJ, Spiers SPW, Finlay DBL: Techni
sedation for chemonucleolysis. Clin Radiol 1991

Putinati S, Ballerin L, Corbetta L, Trevisani L, Poten:
sedation for bronchoscopy. Chest 1999; 115:1437-40"

Ristikankare M, Julkunen R, Helkkmf'\
Sedation, topical pharyngeal anesth
Clin Gastroenterol 2006; 40:899-905

Runes J, Strom C: Midazolam mtravenous consc

uring minor oral surgery
1992; 74:537-43
tunm E, Toscano S:
ial fibrillation. J

ent éatisfaction with conscious

Wang SX, Hartikainen J:
y-during gastroscopy. J

controlled trial.“Apn Emerg Med 2007; 49:1-8

Deitch K, Chudnefsky CR, Dominici P, Latta D, Salamanca Y: The utility of high-flow oxygen
during emergency department procedural sedation and analgesia with propofol: a
randomized, controlled trial. Ann Emerg Med 2011; 58:360-4

Haines DJ, Bibbey D, Green JRB: Does nasal oxygen reduce the cardiorespiratory problems
experienced by elderly patients undergoing endoscopic retrograde
cholangiopancreatography? Gut 1992; 33:973-5

Reed MW, O'Leary DP, Duncan JL, Majeed AW, Wright B, Reilly CS: Effects of sedation and

supplemental oxygen during upper alimentary tract endoscopy. Scand J Gastroent 1993;
28:319-22

33

158



PRACTICE GUIDELINES

70.

71.

72.

73.
74.
75.
76.
77.

78.
79.
80.

81.

82.
83. Go
84.

85.

86.

87.

Reshef R, Shiller M, Kinberg R, Rennert H, Rennert G, Herskovits M, Loberant N: A
prospective study evaluating the usefulness of continuous supplemental oxygen in various
endoscopic procedures. Isr J Med Sci 1996; 32:736-40

Rohlfing GK, Dilley DC, Lucas WJ, Vann WF, Jr: The effect of supplemental oxygen on
apnea and oxygen saturation during pediatric conscious sedation. Ped Dent 1998; 20:8-16

Rozario L, Sloper D, Sheridan MJ: Supplemental oxygen during moderate sedation and the
occurrence of clinically significant desaturation during endoscopic procedures. Gastroenterol
Nurs 2008; 31:281-5

Barclay J, Hunter K: A comparison of midazolam with and without nalbuphine for intravenous
sedation. Oral Surg Oral Med Oral Pathol 1990; 70:137-40

Barriga J, Sachdev MS, Royall L, Brown G, Tombazzi CR. Se

comparison of midazolam versus fentanyl plus midazolam,

on for hpper endoscopy:
th-Med J 2008; 101:362-6

midazolam with remifentanil. J Laryngol Otol 2011
Wong DH, Merrick PM: Intravenous sedation prior

fentanyl in cataract surgery Acta anaesthesmlogz
Yuksel O, Parlak E, Koklu §, Ertugrut I, Tunc B, S
endoscopic retrograde cholanglopancreatography M1 :
meper1d1ne‘7 EurlJ Gastroenterol H

Sedation and analgesia for colonosc
parameters. Gastrointest Endosc 1997, 45:1-9
Klein EJ, Dlekema DS n

sedation techmque
Cragg AH, Smith TP

1y
991; 157:173-6
nul’O, Goker K: A comparison of the effects of

70:304-6 = :

DiPalma JA, Hern L, Weis FR, Dark-Mezick DL, Brown RS: Alfentanil for conscious
sedation duringicolonoscopy. South Med J 1995; 88:630-4

Hart LS, Berns SD, Houck CS, Boenning DA: The value of end-tidal CO2 monitoring when
comparing three methods of conscious sedation for children undergoing painful procedures
in the emergency department. Pediatr Emerg Care 1997; 13:189-93

Demiraran Y, Korkut E, Tamer A, Yorulmaz I, Kocaman B, Sezen G, Akcan Y: The

comparison of dexmedetomidine and midazolam used for sedation of patients during upper

endoscopy: A prospective, randomized study. Can J Gastroenterol 2007; 21:25-9

34

159



PRACTICE GUIDELINES

88. Surendar MN, Pandey RK, Saksena AK, Kumar R, Chandra G: A comparative evaluation of
intranasal dexmedetomidine, midazolam and ketamine for their sedative and analgesic
properties: a triple blind randomized study. J Clin Pediatr Dent 2014; 38:255-61

89. Cho IS, Shim JK, Na S, Park I, Kwak YL: Improved sedation with dexmedetomidine-
remifentanil compared with midazolam-remifentanil during catheter ablation of atrial
fibrillation: a randomized, controlled trial. Europace. 2014; 16:1000-6

90. Lee BS, RyulJ, Lee SH, Lee MG, Jang SE, Hwang JH, Ryu JK, Do SH, Kim YT: Midazolam
with meperidine and dexmedetomidine vs. midazolam with meperidine for sedation during
ERCP: prospective, randomized, double-blinded trial. Endoscopy 2014; 46:291-8.

91. Ghane MR, Javadzadeh HR, Mahmoudi S, Najafian B, Saburi A: amuscular compared to
intravenous midazolam for paediatric sedation: A study on cardiopulmonary safety and
effectiveness. Afr J Paediatr Surg 2014; 11:219-24 =

92. Hogberg L, Nordvall M, Tjellstrom B, Stenhammar L: Intranasal ver
administration of midazolam to children undergoin o
84:1429-31

93. Lundgren S, Rosenquist J;: Comparison of sedation; amnesia, and patient cory

mtravenous and rectal diazepam. J Oral Ma” ac Surg 1984; 42:646-50

’ cy of intranasal

vascular malformation: a double-

2013; 71:1835-42

s Karafa M, Shay SS: Sedation for

_prospective, randomized,

intravenous
v, Acta Paediatr 1995;

1t produced by

94.

dexmedetomldme durmg electrochemotherapy for (
blind, randomized clinical trial. J Oral Maxillofac Su

9s5.

96.

Carlsson U, Gramdge P: Sedation for upp gasf ntest dos:copy: a comparative study of
propofol and midazo Endoscopy 19

97.

100. Lembcke B, Caspary WF, Seifert H: Efficacy and safety of

ion during routine ERCP: a prospective, controlled study.

9: 49:677-83

101. Guerra F, Pavom omandini A, Baldetti L, Matassini MV, Brambatti M, Luzi M, Pupita G,
Capucci A: Feasibility of a cardiologist-only approach to sedation for electrical cardioversion
of atrial fibrillation: a randomized, open-blinded, prospective study. Int J Cardiol 2014;
176:930-5

102. Patterson KW, Casey PB, Murray JP, O'Boyle CA, Cunningham AJ: Propofol sedation for
outpatient upper gastrointestinal endoscopy: comparison with midazolam. Br J Anaesth
1991; 67:108-11

103. Salmon JF, Mets B, James MFM, Murray ADN: Intravenous sedation for ocular surgery under
local anaesthesia. Br J Ophthal 1992; 76:598-601

35

160



PRACTICE GUIDELINES

104. Wagner HJ, Nowacki J, Klose KJ: Propofol versus midazolam for sedation during
percutaneous transluminal angioplasty. J Vasc Interv Radiol 1996; 7:673-80

105. Nirwan AS, Jain N, Pragasm M, Kamblimath D, Bhargava A, Tiwari S: Randomised
comparative study on propofol and diazepam as a sedating agent in day care surgery. J
Maxillofac Oral Surg 2014; 13:583-91

106. Ulmer BJ, Hansen JJ, Overley CA, Symms MR, Chadalawada V, Liangpunsakul S, Strahl E,
Mendel AM, Rex DK: Propofol versus midazolam/fentanyl for outpatient colonoscopy:
administration by nurses supervised by endoscopists. Clin Gastroenterol Hepatol 2003; 425-
32 i

107. Vargo JJ, Zuccaro G Jr, Dumot JA, Shermock KM, Morrow JB, C ﬁWeiLDL, Trolli PA,
Maurer WG: Gastroenterologist-administered propofol vers eperidine and midazolam for
advanced upper endoscopy: a prospective, randomized tri oenterology 2002; 123:8-

16

108. Zuo XL, Li Z, Liu XP, Li CQ, JiR, Wang P, Zhou C

plus fentanyl for upper gastrointestinal endomicr

Gastroenterol 2012; 18:1814-21

109. Carmi U, Kramer MR, Zemtzov D, Rosengartent

bronchoscopy: prospective randomized trial usin;
monitoring. Respiration 2011; 82:515-21

110. Stolz D, Kurer G, Meyer A, Chhajed PN, Pflimlin E,

combined sedation in flexible broneh:

2009; 34:1024-30 ‘y

111. Hampl KF, Marsch SC, Erb T, Drewe J, S

injection and eye surgery: diazepam and/or pr

Lee JE, Lee SK, Chung H, Park JC, Shin SK ;

) Qfol vs midazolam
. World J

py+a randomized

: FruchterO Propofol safety«m
ranscu _‘veous carbon dloxuie tension

el W Tamm M Propofol versus

112.

113.

114. He

115. mbined use of remifentanil and propofol to limit patlent

etachment surgery under local anesthesia. Saudi J Anaesthesia

116.

marrow aspirati

11:297-301

117. Li S, YuF, Zhu H, Yang Y, Yang L, Lian J: The median effective concentration (EC50) of
propofol with different doses of fentanyl during colonoscopy in elderly patients. BMC
Anesthesiol 2016; 16:24

118. Rewari V, Madan R, Kaul HL: Remifentanil and propofol sedation for retrobulbar nerve block.
Anaesth Intens Care 2002;30:433-7

119. Akarsu Ayazoglu T, Polat E, Bolat C, Yasar NF, Duman U, Akbulut S, Yol S: Comparison of

propofol-based sedation regimens administered during colonoscopy. Rev Med Chil 2013;
141:477-85

1 in paediatric haemato-oncological patients. Paediatr Anaesth 2001;

36

161



PRACTICE GUIDELINES

120. Ali AR, El Ghoneimy MN: Dexmedetomidine versus fentanyl as adjuvant to propofol:
comparative study in children undergoing extracorporeal shock wave lithotripsy. Eur J
Anaesthesiol 2010; 27:1058-64

121. Cimilli Ozturk T, Guneysel O, Akoglu H: Anterior shoulder dislocation reduction managed
either with midazolam or propofol in combination with fentanyl. Hong Kong J Emerg Med
2014; 21:346-353

122. Correia LM, Bonitha DQ, Gomes GF, Brito JR, Nakao FS, Lenz L, Rohr MR, Ferrari AP,
Libera ED: Sedation during upper GI endoscopy in cirrhotic outpatients: a randomized,

controlled trial comparing propofol and fentanyl with midazolam and fentanyl. Gastrointest
Endosc 2011, 73:45-51

123. Dunn MJ, Mitchell R, DeSouza CI, Drummond GB, Waite A:
remifentanil and propofol, compared with morphine and
shoulder dislocation. Emergency Med J 2011; 28:6-10

124. Eberl S, Polderman JA, Preckel B, Kalkman CJ, Fock

overy from sedation with
lam, for reduction in anterior

am/fentanyl, propofo

1. Techn Coloproctol 201
125. ‘ 1€

126.

propofol J Oral Implantol 2014, 40
127. Khoshoo V, Thoppil D, Landry L, Br
meperidine for sedation during ambulat
Gastroenterol Nutr 2
128.

129.

130.
aiSeutic GI endoscopic procedures: a prospective,
osc 2011; 73:206-14
ot JA, Vargo JJ: Moderate sedation for elective upper endoscopy
rersus fentanyl and midazolam alone: a randomized clinical trial.

131.

132. Papworth D: Conscious sedation for interventional neuroradiology: a
comparison of lazolam and propofol infusion. Can J Anaesth 1997; 44:26-30

133. Netinatsunton N,.Attasaranya S, Sottisuporn J, Witeerungrot T, Piratvisuth T, Ovartlarnporn B:
Efficacy and safety profiles of sedation with propofol combined with intravenous midazolam
and pethidine versus intravenous midazolam and pethidine administered by trained nurses for

ambulatory endoscopic retrograde cholangiopancreatography (ERCP). Gastrointest Endosc
2012; 1:AB291

134, Parworth LP, Frost DE, Zuniga JR, Bennett T: Propofol and fentanyl compared with
midazolam and fentanyl during third molar surgery. J Oral Maxillofac Surg 1998; 56:447-53

135. Rahman NH, Hashim A: The use of propofol for procedural sedation and analgesia in the
emergency department: a comparison with midazolam. Emerg Med J 2011; 28:861-5

37

162



PRACTICE GUIDELINES

136. Sajedi P, Yaraghi A, Niareisy L. A single dose of propofol can produce excellent sedation and
comparable amnesia with midazolam in cystoscopic examination. J Research Med Sci 2006;
11:160-163

137. Sienkiewicz E, Albrecht P, Ziolkowski J, Dziechciarz P: Propofol-alfentanil versus
midazolam-alfentanil in inducing procedural amnesia of upper gastrointestinal endoscopy in
children-blind randomised trial. Eur J Pediatr 2015; 174:1475-80

138. Miner JR, Gray RO, Bahr J, Patel R, McGill JW: Randomized clinical trial of propofol versus

ketamine for procedural sedation in the emergency department. Acad Emerg Med 2010;
17:604-11

139. Rai K, Hegde AM, Goel K: Sedation in uncooperative children u
a comparative evaluation of midazolam, propofol and ketami
32:1-4
140. Baysal A, Polat TB, Yalcin Y, Celebi A: The use of basic¢
haemodynamic effects of midazolam and ketamine ag
cathetenzatxon Cardlol Young 2014; 24:351- 8

going dental procedures:
J Clin Pediatr Dent 2007;

141.

management compared with a mldazolam/ketam
study. J Bone Joint Surg Am 2011; 93:2255-62
142, Phillips W, Anderson A, Rosengreen M, Johnson J, Hap
propofol/ketamine for brief painfuk
bispectral index scale comparison.,
143. Mittal N, Goyal A, Gauba K, Kapur A,
versus propofol for endodontic treatment of
2013;37:415-20

144. Bahetwar SK, Pandg qparative evaluation of intranasal

r sedation of young uncooperative pediatric
187 trial. J Clin Pediatr Dent 2011; 35:415-20
145. Younge PA, Kendal iri i

controlled double bl

146.

147. ani MM, Ismail AK, Yatim FM: Intravenous ketamine is as

tanyl for procedural sedation and analgesia in the emergency
: ia 2011; 66:231-3
Barkan S, BreI T renner-Zada G, Feldon M, Assa A, Toledano M, Berkovitch S, Shavit
I, KozerE: Ad e-blind, randomised, placebo-controlled trial of oral midazolam plus oral
ketamine for sedation of children during laceration repair. Emerg Med J 2014; 31:649-53
149. Sener S, Eken C, Schultz CH, Serinken M, Ozsarac M: Ketamine with and without midazolam
for emergency department sedation in adults: a randomized controlled trial. Ann Emerg Med
2011;57:109-14
150. Monk TG, Rater JM, White PF: Comparison of alfentanil and ketamine infusions in
combination with midazolam for outpatient lithotripsy. Anesthesiology 1991; 74:1023-8
151. Genzlinger MA, Salen P, Grossman M, Stehly C, Stoltzfus J: "Put me out doc": Ketamine
versus etomidate for the reduction of orthopedic dislocations. Ann Emerg Med 2012; 60:S52-
S53

148.

38

163



PRACTICE GUIDELINES

152. Milazzo A, Villaneuve R, Salen P, Stoltzfus J, Grossman M: A comparison of ketamine versus
etomidate for procedural sedation for the reduction of joint dislocations. Annals Emerg Med
2014; 1:S130

153. Akin A, Guler G, Esmaoglu A, Bedirli N, Boyaci A: A comparison of fentanyl-propofol with a
ketamine-propofol combination for sedation during endometrial biopsy. J Clin Anesth 2005;
17:187-90

154. Chandar R, Jagadisan B, Vasudevan A: Propofol-ketamine and propofol-fentanyl combinations
for nonanesthetist-administered sedation. J Pediatr Gastroenterol Nutr 2015; 60:762-768

155. Takzare A, Soltani AE, Maleki A, Nooralishahi B, Kaheh F, Arab S Goudarzi M: Comparison
of propofol-ketamine vs propofol-fentanyl for pediatric sedation during upper gastroinestinal
endoscopy. Arch Anesth Crit Care 2016; 2:216-225 '

156. Burton JH, Bock AJ, Strout TD, Marcolini EG: Etomidate an¢
anterior shoulder dislocation: a randomized, controlled tri:
504

idazolam for reduction of
n'E erg Med 2002; 40:496-

157.

158.

mldazolam for procedural sedatxon in pedxatrlc outp :
Ann Emerg Med 2006; 48:433-40
159. Hunt GS, Spencer MT, Hays DP: Etomi

160. Gharavifard M, Zadeh BBR, Moghadam

intramuscular ketamine for pediatric pro: edure
3:59-63

161. Bell A, Treston G, C

162.

163. »»'Beglinger C: Risk straﬁﬁcation and safe

istered nurses supervised by the gastroenterologist: a
re than 2000 cases. Gastrointest Endosc 2003; 57:664-

164.

165.

of nahnefene and naloxone in oplate mduced sedatlon for emergency
department progédures. Am J Emerg Med 1989; 7:155-61

166. Balsells F, Wyllie R, Kay M, Steffen R: Use of conscious sedation for lower and upper
gastrointestinal endoscopic examinations in children, adolescents, and young adults: a
twelve-year review. Gastrointest Endosc 1997; 45:375-80

167. Jann M, Fidone G, Gorday M, Rostedt R: Butorphanol as a dental premedication in the
mentally retarded. Oral Surg Oral Med Oral Pathol 1987; 63:403-7

168. Ackerman WE, Phero JC, Theodore GT: Ineffective ventilation during conscious sedation due
to chest wall rigidity after intravenous midazolam and fentanyl. Anesth Prog 1990; 37:46-8

39

164



PRACTICE GUIDELINES

169. Greenwald B: Narcan use in the endoscopy lab: an important component of patient safety.
Gastroenterol Nurs 2004; 27:20-1

170. Miller DL, Wall RT: Fentanyl and diazepam for analgesia and sedation during radiologic
special procedures. Radiology 1987; 162:195-8

171. Yaster M, Nichols DG, Deshpande JK, Wetzel RC: Midazolam-fentanyl intravenous sedation
in children: Case report of respiratory arrest, Pediatrics 1990; 86:463-6

172. Birch BR, Anson KM, Kalmanovitch DV, Cooper J, Miller RA: Sedation for day-case urology:
an assessment of patient recovery profiles after midazolam and flumazenil. Ann R Coll Surg
Engl 1991; 73:373-8

173. Birkenfeld S, Federico C, Dermansky-Avni Y, Bruck R, Melzer E Meir S: Double-blind
controlled trial of flumazenil in patients who underwent upp
Gastrointest Endosc 1989; 35:519-22 ,

174. Clark MS, Lindenmuth JE, Jafek BW, Fryer GE, Jr Goldb",,:, g JR:

175. Holloway AM, Logan DA: The use of flumazenil t
endoscopy. Eur J Anaesthesiol Suppl 1988; 2:
176. Pearson RC, McCloy RF, Bardhan KD, Jackgg

endoscopy. Eur J Gastroent Hepatol 1991; 3:829-33. ’ '

177. Rodrigo MR, Rosenquist JB: The effect of Ro15-1788 (A exate) on conscious sedation
produced with midazolam. Anaesth :

178. Sanders LD, Piggott SE, Isaac PA, O

benzodiazepine sedation with the anta Qﬁ , il. ) :’sth 1991, 66: 445 53
179. ] Pharmacoeconomxc
180.
181.

following conserv:
182. Fennelly ME, Powell JG Midazolam sedation reversed with

992; 68:303-5
tral benzodiazepine effects by flumazenil after intravenous
nd opioids: report of a double-blind multicenter study.

183.

184, of central benzodiazepine effects by intravenous flumazenil after

idazolam and opioids: a multicenter clinical study. Clinical Ther

185. Cooper SA, Q

acAfee K, McKenna D: Reversing intravenous sedation with
flumazenil. Oral g Oral Med Oral Path 1991; 72:2-9

186. Peters JM, Tolia ¥, Simpson P, Aravind MK, Kauffman RE: Flumazenil in children after
esophagogastroduodenoscopy. Am J Gastroenterol 1999; 94:1857-61

187. Roberts SP, Hargreaves J, Pollard BJ: The use of midazolam and flumazenil for invasive
radiographic procedures. Postgrad Med J 1993; 69:922-6

188. Thurman RJ, Bryce S, Phillips L: Use of a novel electronic pre-sedation checklist improves

safety documentation in emergency department sedations. Acad Emerg Med 2013; 20 (Supp!
1):565

40

165



623

624
625
626
627
628
629
630
631
632
633
634
635
636
637
638
639
640
641
642
643

644

645
646
647
648
649
650
651
652
653
654
655
656
657
658
659
660

PRACTICE GUIDELINES

Appendix I: Summary of Recommendations

Patient Evaluation

¢ Review previous medical records and interview the patient or family to identify:
o Abnormalities of the major organ systems (e.g., cardiac, renal, pulmonary,
neurologic, sleep apnea, metabolic, endocrine).
o Adverse experience with sedation/analgesia as well as regional and general
anesthesia.
o Current medications, potential drug interactions, drug allergies and
nutraceuticals.
o History of tobacco, alcohol or substance use or ab;
o Frequent or repeated exposure to sedation/analge: S.
¢ Conduct a focused physical examination of the patient (e.g., vitaksigns, auscultation of
the heart and lungs, evaluation of the airway, i and when appropriate to sedation,

Review available laboratory test results.
e Order additional laboratory tests guided:by
examination, and the likelihood that the result
moderate sedation/analgesia.
o Evaluate results of thes
If possible, perform the prepro

obstructlve pulmonary disease, coronary artery disease, or
faqure) or if it is likely that sedation to the pomt of

Before tﬁe re, inform patients or legal guardians of the benefits, risks and

derate sedation/analgesia and possible alternatives, and elicit their

k%

preferences

¢ Before the day of the procedure, inform patients or legal guardians that they should not
drink fluids or eat solid foods for a sufficient period of time to allow for gastric

311 See table 2 for additional information related to airway assessment,

555558 This may not be feasible for urgent or emergency procedures, interventional radiology or other radiology settings.
*****™* This may not be feasible for urgent or emergency procedures.
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661 emptying before the procedure, 1T FH11111

662 e On the day of the procedure, assess the time and nature of last oral intake.

663 o Evaluate the risk of pulmonary aspiration of gastric contents when determining
664 (1) the target level of sedation, and (2) whether the procedure should be delayed.
665 o Inurgent or emergent situations where complete gastric emptying is not possible,
666 do not delay moderate procedural sedation based on fasting time alone.

667

668 Patient Monitoring

669 Monitoring patient level of consciousness.

670 » Periodically (e.g., at 5-min intervals) monitor a patient’s résponse to verbal commands
671 during moderate sedation, except in patients who are un;

672 (e.g., patients where age or development may impai

673 during procedures where movement could be detri

674 o

675

676

677 (hght tap) stimulation, this suggests th

g;g airway and take deep breaths if necess

680 Monitoring patient ventilation and:oxygenation.

681

682

683

634

685

686

687

688

689

690

691

692

693 :

694 cuff could arouse an appropriately sedated patient).

695 . caphic monitoring during moderate sedation in patients with clinically
696 cular disease or those who are undergoing procedures where

697 ; anticipated.

698

699 Contemporaneous recording of monitored parameters.

700 ¢ Record patients' level of consciousness, ventilatory and oxygenation status, and

701 hemodynamic variables at a frequency which depends on the type and amount of

17t See Table 3 and/or refer to: American Society of Anesthesiologists: Practice guidelines for preoperative fasting
and the use of pharmacologic agents to reduce the risk of pulmonary aspiration: Application to healthy patients
undergoing elective procedures: An updated report. ANESTHESIOLOGY 2017; 126:376-93

111 A response limited to reflex withdrawal from a painful stimulus is not considered a purposeful response and thus
represents a state of general anesthesia.
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medication administered, the length of the procedure, and the general condition of the
patient.
o At a minimum, this should occur: (1) before the administration of
sedative/analgesic agents’$$%8%; (2) following administration of sedative/analgesic

agents; (3) at regular intervals during the procedure, (4) during initial recovery;
and (5) just before discharge.

o Set device alarms to alert the care team to critical changes in patient status.

Availability of an individual responsible for patient monitoring.

* Assure that a designated individual other than the practition

is present to monitor the patient throughout the procedu

o The individual responsible for monitoring the , uld be trained in the
recognition of apnea and airway obstruction aad be empo

help. L B '

o The designated individual may assist.with minor, interruptible t2

patient's level of sedation/analgesia and vital signs have stabil

adequate monitoring for the patient’s level of sedation is maintaine

péfférming the procedure

once the
rovided that

Supplemental Oxygen

e Use supplemental oxygen durir i
specifically contraindicated for a glar patient or pro‘

Emergency Support

obstruction), opening the airway, suctioning secretions, and performing bag-
valve-mask ventilation.

3388388 For rare uncooperative patients (e.g., children with autism spectrum disorder or attention deficit disorder)
recording oxygenation status or blood pressure may not be possible until after sedation.
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¢ Assure that a member of the procedural team has the skills to establish intravenous
access.

¢ Assure that a member of the procedural team has the skills to provide chest
compressions.

e Assure that a functional defibrillator or automatic external defibrillator is immediately
available in the procedure area.

® Assure that an individual or service (e.g., code blue team, paramedic-staffed ambulance
service) with advanced life support skills (e.g, tracheal intubation, defibrillation,
resuscitation medications) is immediately available. :

* Assure that members of the procedural team are able to recognize the need for additional
support and know how to access emergency services from the procedure room (e.g.,
telephone, call button).

may be administered as aj
EeREREE o

the procedure and the condition of the p:
o Admlmster each component indi

decrease awareness or anxiety).

¢ Dexmedetomidine may be admii
a case-by-case basis.

e In patients receiving intravenous

1 Igesia, maintain vascular
is no‘fonger at risk for

ime to elapse Eetween doses so the peak effect of each dose can
bsequent drug administration.

| y’x'non intravenous routes (e.g., oral, rectal, intramuscular,
tlme for absorptlon and peak effect of the previous dose to

general anesthesia by any route is intended, provide care consistent with that required for
general anesthesia.

o Assure that practitioners administering these drugs are able to reliably rescue

EEERERRS

The propensity for combinations of sedative and analgesic agents to cause respiratory depression and airway

obstruction emphasizes the need to appropriately reduce the dose of each component as well as the need to continually
monitor respiratory function. Knowledge of each drug’s time of onset, peak response, and duration of action is
important, Titration of drug to effect is an important concept; one must know whether the previous dose has taken full
effect before administering additional drug.
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patients from unintended deep sedation or general anesthesia.

» For patients receiving intravenous sedatives designed for general anesthesia, maintain
vascular access throughout the procedure and until the patient is no longer at risk for
cardiorespiratory depression.

¢ In patients who have received sedatives designed for general anesthesia by non-
intravenous routes, or whose intravenous line has become dislodged or blocked,
determine the advisability of reestablishing intravenous access on a case-by-case basis.

* Administer intravenous sedative/analgesic drugs designed for general anesthesia in small,
incremental doses, or by infusion, titrating to the desired endpoints.

o Allow sufficient time to elapse between doses so the peak effect of each dose can
be assessed before subsequent drug administratio

¢ When drugs designed for general anesthesia are administered by non-intravenous routes
(e.g., oral, rectal, 1ntramuscular transmucosal), allow ufﬁc1 ttme for absorption and

whenever opioid analgesics or benzodlazepmes
sedation/analgesia, regardless of route of admin

Monitor oxygenation continuously until patients are no longer at risk for hypoxemia.
Monitor ventilation and circulation at regular intervals until patients are suitable for
discharge.

» Design discharge criteria to minimize the risk of central nervous system or

cardloresplratory depression following discharge from observation by trained

T Practitioners are cautioned that acute reversal of opioid-induced analgesia may result in pain, hypertension,

tachycardia, or pulmonary edema.
I Discharge criteria examples are noted in Table 5.
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Creation and Implementation of Patient Safety Processes

Create and implement a quality improvement process based upon national, regional or
institutional reporting protocols, (e.g., adverse events, unsatisfactory sedation).
Strengthen patient safety culture through collaborative practices (e.g., team training,
simulation drills, development and implementation of checklists).
o Create an emergency response plan (e.g., activating "code blue" team or
activating the emergency medical response system--91 1 or equivalent).
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Appendix 2: Methods and Analyses

For these Guidelines, a systematic search and review of peer-reviewed published literature was

conducted, with scientific findings summarized and reported below and in the document.

Assessment of conceptual issues, practicality and feasibility of the Guideline recommendations was

also evaluated, with opinion data collected from surveys and other sources,

regarding patients, procedures, practice settings, pro:
Evidence Model

Patients.

Both the systematic

literature review and opinion data are based on evidence linkages, or statements regarding potential

Inclusion criteria:

i¢'imaging (radiological scans, endoscopy)
rgical procedures in all care areas (e.g., cardioversion)

* Pediatric procedures (e.g., suture of laceration, setting of simple fracture, lumbar

puncture, bone marrow with local, MRI or CT scan, routine dental procedures)
* Pediatric cardiac catheterization (e.g. cardiac biopsy post transplantation)
*  Obstetric procedures (e.g., labor and delivery)

Exclusion criteria:
o Procedures using minimal sedation (e.g., anxiolysis for insertion of peripheral nerve
blocks, local or topical anesthesia)
o Procedures where deep sedation is intended
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Procedures where general anesthesia is intended

Procedures using major conduction anesthesia (i.e., neuraxial anesthesia)
Procedures using sedatives in combination with regional anesthesia
Non-diagnostic or non-therapeutic procedures (e.g., postoperative analgesia, pain
management/chronic pain, critical care, palliative care)

0 00O

Practice Settings.

¢ Inclusion criteria:
o Settings where procedural moderate sedation may be administered

= Hospitals S

=  Ambulatory procedural centers

s Office practices

e Hospital connected

Free-standing
Dental office
Urology office
Ophthalmology office
Emergency settings
Endoscopy suite
Plastic surgery suite
Radiology suite (MRI,
Oral and maxillofacial surgery :
Cardiac catheterization laborat
Oncology clinics

deliver moderate procedural sedation in any practice setting
sthesiologists and anesthetists

Dentist anesthesiologists (DA)

Emergency physicians

Gastroenterologists

Hospitalists

Nurse anesthetists

Nursing personnel who perform monitoring tasks
Oncologists

Oral/maxillofacial surgeons

Pulmonologists
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Radiologists

Sedation nurses

Supervised physicians and dentists in training
Surgeons

¢ Exclusion criteria: (None indicated)

Interventions.

¢ Inclusion criteria:

o Preprocedure patient evaluation and preparation

= Medical records review (patient history/conditior

" e & &6 56 & & o &

Underlying medical problems
o Abnormalities of major organ.s
Obstructive sleep apnea ;
Respiratory distress sy
Allergies
Intestinal inflammation
o Obesity
Sedation history .
Anesthesia history
Surgical history
Problems pertaining to
Current medications

O 00O

épecialist (e.g., physician anesthesiologist,
crinologist, pulmonologist, nephrologist, obstetrician)
tient (e.g., preprocedure instruction, medication usage,

Level of consciousness (e.g., responsiveness)

g/ventilation

‘Observation (color when the procedure allows)

Auscultation, chest excursion

» Continual end tidal carbon dioxide monitoring (e.g., capnography,
capnometry) vs observation or auscultation

o Plethysmography
o Plethysmography vs observation or auscultation
o Plethysmography vs capnography

Oxygenation

s Pulse oximetry

Hemodynamic monitoring
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¢ Blood pressure

e Heart rate

¢ Electrocardiography
= Contemporaneous recording of monitored parameters
® Presence of an individual dedicated to patient monitoring
s Creation and implementation of QI processes

o Supplemental oxygen

* Supplemental oxygen versus room air or no supplemental oxygen
* Method of oxygen administration (e.g., nasa, a, face masks,
specialized devices (e.g., high-flow cannul

o Emergency support

* Presence of individual(s) capable of establishing a patent airway, positive
pressure ventilation and resuscitation (. e.,-advanced life-su ort skills)

* Presence of emergency and airway equlpment :

» Types of airway devicesfe.g.

devices (e.g., high-flow cann

e Supraglottic airway (e.g, Iaryng

= Presence of an indix

sedativi e or analgesms (alone or in combination)
1S Versus non-intravenous sedatlve/analgesms not desxgned for

= Propofol

e Propofol alone versus non-general anesthesia sedative/analgesics alone

¢ Propofol alone versus non-general anesthesia sedative/analgesic
combinations

» Propofol combined with non-general anesthesia sedative/analgesics versus
propofol alone

¢ Propofol combined with non-general anesthesia sedative/analgesics versus
non-general anesthesia sedative/analgesics (alone or in combination)
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» Propofol alone versus other general anesthesia sedatives (alone or in
combination)

¢ Propofol combined with sedatives designed for general anesthesia versus
other sedatives designed for general anesthesia (alone or in combination)

» Propofol combined with other sedatives designed for general anesthesia
versus propofol (alone or in combination)

= Ketamine

¢ Ketamine alone versus non-general anesthesia sedative/analgesics alone
¢ Ketamine alone versus non-general anesthesx
combinations .
e Ketamine combined with non-general ang:
versus ketamine alone
e Ketamine combined with non-ge
versus non-general anesthesia
combination)
* Ketamine alone versus othe: ) i i ne or in
combination) .
Ketamine combined with sedative:
other sedatives g

versus ketamine (
*  Etomidate

nidate combined with sedatives designed for general anesthesia versus
°r Sedatives de31gned for general anesthesm (alone or in combmatnon)

ravenous versus non-intravenous sedatives designed for general anesthesia
ation of sedatives designed for general anesthesia

o Reversal agents
* Naloxone for reversal of opioids with or without benzodiazepines
o Naloxone versus placebo
o Intravenous versus non-intravenous naloxone
* Flumazenil for reversal or benzodiazepines with or without opioids
o Flumazenil versus placebo
o Intravenous versus non-intravenous flumazenil
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o Recovery care
* Continued observation and monitoring until discharge
® Predetermined discharge criteria

¢ Exclusion criteria:

o Minimal sedation
Deep sedation
General anesthesia
Patient-controlled sedation/analgesia
Major conduction anesthetics (i.e., neuraxial anesthesm) ,
Sedatives combined with regional anesthesia
Premedication administered before general anesthesia
Interventions without sedatives (e.g., hypnosis, acupuncture)
New or rarely administered sedative/analgesics (e.g., fospropofol)
Automated sedative delivery systems
New or rarely used monitoring or delivery devices
Bispectral index monitoring

OO0 000000000

Outcomes.

e Expected benefits:
o Sedation efficacy
®  Induction time
Duration of sedation
Successful procedure

during a procedure)

ation-related complications
p sedation or general anesthesia
&dation or general anesthesia

1ed hospitalization and/or ICU admission
ied emergency department visits
d use of rescue agents (naloxone, flumazenil)
. fation after discharge criteria met
= procedure neurologic function
* Need to change planned procedure or technique
* Respiratory depression
= Hypoxemia
=
=
»
L

Oxygen desaturation
Upper airway obstruction
Airway support required
Intubation required
Airway adjunct required
* Pulmonary aspiration
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Evidence collection.

e Literature inclusion criteria;

[¢]
(¢]
O
¢
O

e Literature exclusion criteria (except to obtdin

e]

000000

¢ Survey evidence

manual searches.

Hypotension

Arrhythmias

Cardiac arrest

Bradycardia

Hemodynamic support or rescue required
Assistance request

Neurologic injury

Death

Randomized controlled trials )
Prospective nonrandomized comparative studie
Retrospective comparative studies (e.g., ¢
Observational studies (e.g., correlation
Case reports, case series

g., quasi-experimental, cohort)

Editorials
Literature reviews
Meta-analyses
Abstracts greater than 5y
Unpublished studies
Studies in non-peer reviewed journa
Newspaper articles

entially relevant clinical studies were identified via electronic and

care atabase searches included PubMed, EMBASE, Web of Science,

Google Books, and the ~ochrane Central Register of Controlled Trials. The searches covered a

15.5-yr period from January 1, 2002 through ....., 2017. Accepted studies from the previous

Guidelines were also re-reviewed, covering the period of August 1, 1976 through December 31,

2002.! Only studies containing original findings from peer-reviewed journals were acceptable.

Editorials, letters, and other articles without data were excluded.
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One thousand four hundred twenty-eight new citations were identified and reviewed, with 286
new studies meeting the above stated criteria. These studies were combined with 210 pre-2002
articles used in the previous Guidelines, resulting in a total of 496 articles found acceptable as

evidence for these guidelines. A complete bibliography of articles used to develop these Guidelines,

organized by section, is available as Supplemental Digital Content 2, http://links.lww.com/ALNY.....

Results for each pertinent outcome were summarized and, when gtffﬁcient numbers of RCTs

were found, meta-analyses were conducted. The literature relatin; o to six ‘evidence linkages contained

enough studies with well-defined experimental designs a d statistical informatios

conduct formal

meta-analyses. These seven evidence linkages are: (.

supplemental oxygen vs no supplemental oxygen, (3) midaz ‘combined with opiéids Vs

midazolam alone, (4) propofol vs mldazolam :(5) flumazenil vs bo for benzodiazepine reversal,

it with opioids (table 6).

10d for combining study results

statistic for two-rater a ent pairs were as follows: (1) research design, k = 0.57 to 0.92; (2) type
of analysis, k = 0.60 to ’0.75; (3) evidence linkage assignment, k = 0.76 to 0.85; and (4) literature
inclusion for database, k = 0.28-1.00. Three-rater kappa values were: (1) research design, k =0.70;
(2) type of analysis, k = 0.68; (3) linkage assignment, k = 0.79; (4) literature database inclusion, k =

0.43. These values represent moderate to high levels of agreement.
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Consensus-Based Evidence

Consensus was obtained from multiple sources, including: (1) survey opinion from
consultants’$$%%% who were selected based on their knowledge or expertise in moderate procedural
sedation and analgesia, (2) survey opinions from a randomly selected sample of active members of

the ASA, and (to be determined), (3) testimony from attendees of two publicly-held open forums at

kAR okkR

(to be determined) national anesthesia meetings, (4) Internet cemmenta:fy, and (5) Task Force

opinion and interpretation. The survey rate of return was ) for consultants. For
membership respondents, the survey rate of return for th

Results of the surveys are reported in Tables 7 and 8;

Guidelines.

Consultants were asked to indicate wh

~__%; education and training of sedation/analgesia

‘of an individual(s) capable of establishing a patent

agents - _ %, titratio atives/analgesics - __ %, intravenous sedation/analgesia with agents
designed for general anesthesia - __ %, administration of sedative/analgesic agents by the

intravenous route - __ %, maintaining or establishing intravenous access - __ %, availability/use of

33583885 Consultants were drawn from the following specialties where moderate procedural sedation/analgesia are

commonly administered: Anesthesiology, Cardiology, Dentistry, Emergency Medicine, Gastroenterology, Oral and
Maxillofacial Surgery, Pediatrics, Radiology, and Surgery.
" Meetings to be determined
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flumazenil - _ %, availability/use of naloxone - __ %, observation and monitoring during recovery -
__%, special care for patients with underlying medical problems - _ %, and special care for
uncooperative patients - __ %. percent of the respondents indicated that the Guidelines would
have no effect on the amount of time spent on a typical case. __respondents (__ %) indicated that

there would be an increase in the amount of time they would spend on a typical case with the

implementation of these Guidelines. The amount of increased time anticipated by these respondents

ranged from - minutes,
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Table 2: Airway Assessment Procedures for Sedation and Analgesia

Positive pressure ventilation, with or without tracheal intubation, may be necessary if respiratory
compromise develops during sedation/analgesia. This may be more difficult in patients with atypical
airway anatomy. Also, some airway abnormalities may increase the likelihood of airway obstruction
during spontaneous ventilation. Some factors which may be associated with difficulty in airway
management are: |
History:

e Previous problems with anesthesia or sedation

¢ Stridor, snoring, or sleep apnea

e Advanced rheumatoid arthritis

¢ Chromosomal abnormality (e.g. trisomy 21) *
Physical Examination:

e Habitus: Significant obesity (especit

involving the neck and facial structures)

features (e.g., Pierre-Robin syndrome)

e Mouth: Small opening (<
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Table 3: Summary of American Society of Anesthesiologists Fasting and Pharmacologic

Recommendations

Fasting Recommendations™"

Ingested Material

Clear liquids®*vi

Breast milk

Infant formula

Non-human milk®xvii

Light mea*oi

Fried foods, fatty foods or meat

Pharmacologic Recommendations

Medication Type and Common Examples

Gastrointestinal stimulants:
¢ Metoclopramide

Gastric acid secretion blockers:
¢ Cimetidine

¢ Famotidine

e Ranitidine

s  Omeprazole

e Lansoprazols
Antacids:

¢ Sodium citrate

Combinations of the medications above:

Minimum Fasting Period***¥

2h
4h

ing time (e.g, 8

1l fast

ay be used/no routine use

be used/no routine use
sed/no routine use
Maybe used/no routine use
May be used/no routine use

May be used/no routine use
May be used/no routine use
May be used/no routine use

May be used/no routine use

No use
No use
No use

No routine use

=<V These recommendations apply to healthy patients who are undergoing elective procedures. They are not intended for
women in labor. Following the guidelines does not guarantee complete gastric emptying,

©" The fasting periods noted above apply to all ages.

v Examples of clear liquids include water, fruit juices without pulp, carbonated beverages, clear tea, and black coffee.
¥ Since non-human milk is similar to solids in gastric emptying time, the amount ingested must be considered when

determining an appropriate fasting period.

»oiit A light meal typically consists of toast and clear liquids. Meals that include fried or fatty foods or meat may prolong
gastric emptying time. Additional fasting time (e.g., 8 or more hours) may be needed in these cases. Both the amount and
type of foods ingested must be considered when determining an appropriate fasting period.
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Table 4: Emergency Equipment for Sedation and Analgesia

Appropriate emergency equipment should be available whenever sedative or analgesic drugs capable
of causing cardiorespiratory depression are administered. The table below should be used as a guide,

which should be modified depending upon the individual practice circumstances.

Intravenous Equipment (age and size appropriate).

Gloves

Tourniquets

Alcohol wipes
Sterile gauze pads
Intravenous catheters
Intravenous tubing
Intravenous fluid
Assorted needles for drug aspirati¢
Intraosseous access kit

Appropriately sized syringes

‘bag-valve set

Lubricant

Advanced Airway Ménagement Equipment (age and size appropriate).

Supraglottic airway devices
Laryngoscope handles (tested)
Laryngoscope blades
Endotracheal tubes:

Stylet

60

185



PRACTICE GUIDELINES

Pharmacologic Antagonists.
* Naloxone
e Flumazenil
Emergency Medications.

e Epinephrine

¢ Ephedrine

e Vasopressin

* Atropine

e Nitroglycerin (tablets or spray)
¢ Amiodarone

e Lidocaine

*  Glucose (IV or oral)

o Diphenhydramine

e Hydrocortisone, methylpredniso
e Benzodiazepines

e Beta blocker

e Adenosine
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Table 5: Recovery and Discharge Criteria Following Sedation and Analgesia

Each patient-care facility in which sedation/analgesia is administered should develop recovery and
discharge criteria which are suitable for its specific patients and procedures. Some of the basic

principles which might be incorporated in these criteria are enumerated below.

General Principles.

* Medical supervision of recovery and discharge following moderate is thé;responsibility of the

operating practitioner or a licensed physician

e The recovery area should be equipped with or have direct ¢ ccess to‘ég and size appropriate

monitoring and resuscitation equipment

e Patients receiving moderate sedation should be s

satisfied. The duration and frequency of moriitormg ul Qé?‘individualized depending upon

the level of sedation achieved, the overall condition of atient, and the nature of the

intervention for which sedation/analgési was administere

Jxygenation should be monitored
until patients are no longer at risk for respi . depression. g

* Level of consciousness, vital signs, and oxygenatic en ingiééted) should be recorded at

regular intervals

e A nurse or other vi ed to monitor patients and recognize complications should be in

initially abnorm: 1d have returned to their baseline status.
* Patients should be advised to avoid making life-changing decisions and activities that may

impact their safety (e.g., operate a vehicle or heavy equipment) until the effects of the sedatives

have womn off.

 Cardiovascular function, airway patency, and protective airway reflexes are satisfactory.
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 Practitioners and parents must be aware that pediatric patients are at risk for airway obstruction
should the head fall forward while the child is secured in a child-safety seat.

¢ Vital signs should be stable and within acceptable limits.

 Use of scoring systems may assist in documentation of fitness for discharge.

* Sufficient time (up to 2 hours) should have elapsed following the last administration of reversal
agents (naloxone, flumazenil) to ensure that patients do not become.si sedated after reversal

effects have worn off.

¢ Outpatients should be discharged in the presence of a responsible adult who will accompany
them home or to a care facility and be able to report

 Outpatients and their escorts should be provided with -

*i Drugs with long durations of action (e.g., chloral hydrate, intramuscular pentobarbital, phenothiazines) will require
longer periods of observation even after the child achieves currently used recovery and discharge criteria. This concept is
particularly important for infants and toddlers transported in car safety seats who are at risk of resedation after discharge
because of residual prolonged drug effects with the potential for airway obstruction.
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Table 6. Meta-Analysis Summary®

Odds Confidence
Evidence Linkages* N Ratio"# _ Interval» ZValue p Heterogeneity

Patient monitoring,
Capnography versus blinded capnography
Hypoxemia (O, < 90%) 3035 6 0.70 0.47-1.02 -2.44 0.015 0.110

Supplemental oxygen.
Supplemental oxygen versus placebo

Hypoxemia (O3 < 95%) 6672 7 0.24 < 0.07-0.81

Sedative/analgesics not designed for general anesthesia.
Midazolam combined with opioids versus midazolam

Pain/discomfort during

procedure 7378 6 0.48
Hypoxemia (O, < 95%) 75767881 g 215
Recali (no recall during

procedure) 73-75,77,78,82-84 8

Sedative/analgesics designed for general anesth

Propofol versus midazolam

Recall %.100-103
Hypoxemia (O, < 95%):

1 0.08-2.17

-0.32 0.752 0.640

Sedation recovery (a
-4.55 < 0.001 < 0.001

g 14,06 5.59-35.36 7.38 < 0.001 0.065

combined with opi

Recovery within 30 m 5 7.91 2.83-22.16 518 <0.001 0.042

"‘. Statistics for individual studies and Forest plots are available as supplemental digital content 3, http://links.lww.com/ALN/.
"‘f‘ Evidence linkage with references for included studies.
i Number of studies included in the meta-analysis.

*i% DerSimonian-Laird (random-effects analysis), using Comprehensive Meta-analysis software Version 3.3.070, November
20,2014,

xliv 9994 confidence intervals.

*Iv Statistical significance values for homogeneity/heterogeneity of effect size; a p value of < 0.01 indicates that the studies
are significantly heterogeneous,
*M Double-blind studies only
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Table 7. Consultant Survey Responses #HHHIHHH
Percent Responding to Each Item

Strongly Strongly
1. Patient evaluation: N Agree Agree Uncertain Disagree Disagree

Review medical records
Review hemoglobin/hematocrit test results
Review coagulation profile

2. Preprocedure preparation:

Inform patient

Patient fasting in accordance with ASA
fasting guidelines

(Findings will be added upon receipt of survey responses)

NI N = the number of consultants who responded to each item. An asterisk beside a percentage score indicates the

median.
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Table 8. ASA Membership Survey Responses $555§555§85§

Percent Responding to Each Item

Strongly Strongly
1. Patient evaluation: N Agree Agree Uncertain Disagree Disagree

Review medical records o _ _ . _
Review hemoglobin/hematocrit test results
Review coagulation profile

2. Preprocedure preparation:

Inform patient

Patient fasting in accordance with ASA
fasting guidelines

(Findings will be added upon receipt of survey responses)

S35835538885 N = the number of members who responded to each item. An asterisk beside a percentage score indicates the median.
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