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Disclosure

(who am | and who | am nd$ )

| serve a “speaker” in educational events
sponsored by PACIRA Pharmaceutical, Inc. (a
manufacturer of long acting local anesthetics)...

*| am not an expert on the subject matter but the
subject matter is PERSONAL .......



The Narratives

 AWhile there are many factors that may have led

+ 1o this opioid epidemic, dentists and physicians
played an important role through |
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move forward to be part of the solution. We owe

It to our patients, to our profession and to our
country. It can be done and ought to be done







Objectives/ Goals

* Why prescribing regulations and guidelines
are needed?

*What do these guidelines look like,
nationally ?

*Where do we go from here?
* Better understanding of dental pain
* New approach to managing dental pain



The Needftor/AChange
Reason!l:
Public Sentiment



Is the Public Ready for a Changed Approach to Pal
Management?

“...in this country, public sentiment is everything. With
it, nothing can fail; against it, nothing can succeed.

Whoever molds public sentiment goes deeper than he
who enacts statutes, or pronounces judicial decisions.”

- President Abraham Lincoln




My daughter went to [N to have her teeth removed. I

received all of the prescriptions at the appointment prior to the surgery.
One of the prescriptions was for 40 prescription pain killers. When I took
my daughter for the surgery I questioned the nurse about the amount of pain
killers prescribed. I told her that I thought it was surprising because of
the national health crisis of heroin addiction and overdose. I pointed out
that the majority of heroin addicts, start with prescription pain killers.

The nurse was very nasty and said that they believe in keeping their
patients comfortable and that I was not obligated to fill the prescription.

The reaction of the nurse has bothered me since that day. I wish in hind
sight that I had talked to [N directly but surely il must know how
many pain pills |l prescribes for wisdom teeth removal surgery. It is my

hope in writing to you that you could talk with SN and educate [
on the very real dangers of overprescribing prescription pain pills.




Ask your oral surgeon to stop
prescribing oxycodone for
teen wisdom teeth removal
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And parents please stop asking for it.

Seven percent of patients prescribed narcotic or opioid
analgesics will become addicted.®* Some statistics put it as
high as 10%. Still others will abuse it or sell it. Do yvou want
that to be your kid?

If vou’ve never had an opiate, percocet, oxycodone or vicodin,
yvou shouldn’t risk it either.

One pill can trigger an addiction

Opiate Addiction is up

3,203 76

from 2002-2014
Ask oral surgeons to stop prescribing
oxycodone & other opiates for
wisdom teeth removwval

aOnNnnNneMmoss.Ccom
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WHY YOU SHOULD CARE

Keeping your teath healthy noedn't foed an opiate habit in the procoss

devastate the United States, In 2015 w’l'lunl.hf-r! y record (M MENI
coNMeN:
enters for Disease Control and Prevention. About hall of thost J‘ Ull\“&(n

cripton opioid. Now, a new study drills down to one source of these drugs

1 The Cocaine Al
Invented Radig

Surgery

e than half of the opioid painkillers prescribsed to patients after wisdom tooth removal surgery in

/ e 1D sdertow study went unused 11 Lhose nurmbers were to play out (ol
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100 MILLION OPI0ID PILLS, PRESCRIBED FOR WISDOM-
TOOTH EXTRACTIONS, GO UNUSED




The Future of Postsurgical Pain Management

Opioid Opioid

Reducing Free

Will Opioid-Free Surgery Become the New Standard of Care?
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The Needffor/AChange
Reason!llTThe Gasualties



Casualties of Drug Overdose In the US In Perspectives

O7 EOE A b b1radaaéritaAs@iing Bvergiay from
drug overdose every three weeks America is enduring a
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CombatingDrug Addiction and Opioid Epidemieport, July 2017
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The Numbers

Our reporters have been deciphering and providing context to masses of

data about the many and varied ways opioids are affecting Americans.
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How overdose deaths riopled across the United States.
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... and the damage done

United States, opioid-overdose deaths
By drug type, "000
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Prescription

=== Heroin and fentanyl

2002 05

Source: “A Dynamic Transmission Disease Model of the
Opioid Epidemic”, by D. Sinclair, H. Jalal, M. Roberts &
D. Burke, University of Pittsburgh, 2017

Opioids:
A Public Health
Crisis

All Iinstitutions,
public and private,
needto respond



44% of Americans say they know someone who's

been

of Americans say they know someone who has
26% say it's an acquaintance 20%
21% sayit’s a close friend

19% sayit'sa family member 13% say it’s anacquaintance

3% say it's themselves 8% say it's a close friend

SOURCE: Kaiser Family Foundation Health Tracking Poll {conducted November 8-13, 2017)

6% say it’sa family member

SOURCE: Kaiser Family Foundation Health Tracking Poll (conducted November 8-13, 2017)



The Needffor/AChange
Reason!lll:
The Proxy Casualttes; the famikes
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How Drug Addiction Affects
Families And Friends

When & Ccoms 10 Orug addction, many
poopie thunk ordy of the phwscal harm the users
are dowy to themeeives. Mowever, farmily and
friends often face great hardshp = dosling with an
oA Cted oved one To learn mare about thes
“collaternl darnage.” we analysed the LoD addction-
refated forums to find out how frends and famly

Pl T







Famlly Loses Thlrd Son To The Her
Epidemic

If this story is not proof that our country is in the midst of an epidemic, what more
will it take?

I 11/06/2016 06:51 pm ET | Updated Nov 07, 2016

.....



The Needffor/AChange
Reason! V-
The Scientific lEvidence



"The prescription overdose epidemic is
doctor-driven. It can be reversed in part
by doctor's actions. Prescription opioid
overdose deaths can be prevented by
improving prescribing practices. \We
can protect people from becoming

addicted to opioids and clinicians are key
to helping to reverse the epidemic.”

Thomas R. Frieden, MD, MPH
Director of the CDC (Centers for
Disease Control and Prevention)




Opioid Prescribing Patterns
* Family physicians are the #1 prescribers of
Immediate release

* More than half of the estimated 100 million pain
pills annually in the US are unused

*20% of adults shared prescribed opioid
medication with another person

* 82 % of parents were not told what to do with
leftover medication



Opioid Prescribing Patterns

* 2% to 8% of all opioids prescribed by dentists

* Most oral surgeons prescribe an average of 20
opioid pills after tooth extraction

* Dental surgery is the first time that many young
adults are exposed to opioid containing drugs

* 90% of SUD started using drugs and alcohol
before the age of 1.8



AMNESTHESIA/FACILAL PAIN

Narcotic Prescribing Habits and Other
Methods of Pain Control by Oral and
Maxillofacial Surgeons After Impacted Third
Molar Remowval

TBrabrirre Mectlee, IS, PBID, %A, Owrecer Abrebaleer; 12D, P, i
cdrred Fdervrederd M. Feaaskdre, TS, MS5 T

A Only 2 OMFS dhe 384 respondentdid not prescribe a
narcotic

A The mostcommonwas20tablets

A 22% of the respondents prescribed more than 20 tablets and
11% prescribed 30 tablets

A Hydrocodone (5 mg) was the most frequently prescribed
narcotic



Figure 1. Percentage of Prescriptions Dispensed for Opioid nuing or Switch/Add-on OpiOid Prescriptions

Analgesics From Outpatient US Retail Pharmacies by Age and dharmacies as a Function of Specialty. 2009
Physician Specialty, 2009 P Y

Age 0-Q vy
ENT physicians
Pediatricians
Dentists
GP/FM/DO
Emergency medicine

e past month

Age 10-19 vy
Pediatricians
Dentists
GP/FM/DO
Emergency medicine
Orthopedic surgery

Age 20-29 vy
Dentists
GP/FM/DO
Emergency medicine
IM
OB/GYN

Age 30-39 vy
Dentists
GP/FM/DO
Emergency medicine
Orthopedic surgery

IM Dentists GP/FM/DO IM Orthopedic
Age =40y Surgery
Dentists
GP/FM/DO
rihopedic surgery . Prior prescriptions (dispensed within the past month)

Anesthesiology

a different prescriber or specialty. GP/FM/DO indi-
6 5 10 15 20 25 20 a5 amily medicine/osteopathic physicians; IM, internal
Prescriptions Dispensed, %




Original Contributions

Cover Story
Opioid prescribing practices from 2010

through 2015 among dentists in the United

States
VVvVhat do claims data tell us?

Niodita Gupta, MD, MPH, PhD; Marko Vujicic, PhD; Andrew Blatz, NMS

* Opioid prescription increased from approximately
130.58 per 1,000 In 2010 t0 147.44 per 1,000 in 2015

* 68.41 % of opioid prescribed are after surgery and
31.10% restorative

* The largest increase was among 11-year through 18-
year olds



100 Million Prescription Opioids go Unused
Each Year Following Thioholar Extraction

100

million

AAbundance of prescription opioids in homes, in
medicine cabinetsand communities for potential
misuse, diversion and abuse
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What Are the Reguillations:
|. Basis



Centers for Disease Control and Prevention (CDC
Warning for Use of Opioids for Acute Pain

* The likelihood of long-term use increases based on the
length of the initial prescription

* The likelihood of long-term use increases sharply after the
third and fifth days of taking a prescription, and spikes
again after the 31st day

* Long- term use also increases with a second prescription
or refill, a 700 morphine milligram equivalents (MME)
cumulative dose, and an initial 20- or 30-day supply



TheCDCuideline for Prescribin@pioids
for Acute Pain(March 2016)

* The guideline recommends a quantity no
greater than what is needed for the expected
duration of pain severe enough to require
opioids, specifying that three days orless will
often be sufficient and more thanseven
days will rarely be needed



https://www.cdc.gov/drugoverdose/pdf/Guidelines_Factsheet-a.pdf

What Are the Reguillations:
National Trends



State Legislation To Confront Opioid Overdose Epidemic

* Legislation limiting opioid prescriptions debuted early in
2016, with Massachusettspassing the first law in the nation

* By the end of 2016, seven statesad passed legislation
limiting opioid prescriptions, and the trend continued in 2017

* More than 30 states consideredt least 130 bills related to
opioid prescribing in 2016 and 2017

* By early April 2018, at least 28states had enacted legislation
with some type of limit, guidance or requirement related to
opioid prescribing



State Legislation To Confront
Opiloid Epidemic

* Some states, such as Rhode Island and Utah, have

prescribing limits in statute, and allow other entities to
adopt prescribing policies

* Other state laws (New Hampshire, Ohio, Oregon, Vermont,
Virginia, Washington and Wisconsin) rather than setting in
statute, direct or authorize other entities (department of
health/state health official, or provider regulatory boards

such as the board of medicine, nursing and/or dentistry) to
do so




Ol

Key Elements of All Prescribing
Regulations /Guidelines

. Most are directed towards acute pain
. Most set limits for prescribing for acute pain and some set

different guidelines and exemptions for chronic pain.

. Required detailed documentation for patients receiving

opioids analgesics

. Prescribing Naloxone in certain instances
. Require specific CE Requirement for opioid prescribers
. Requiring Use of MME and PMP



Nationwide Prescribing Guidelines/
Legislations

* Most of State legislation limit first-time opioid
prescriptions to a certain number of days’ supply, (seven
days Is mostcommon , somethree , five or 14 days).

* Few states also set dosage limits (morphine milligram
equivalents, or MMEs).

* All legislations left options to clinicians to prescribe for
longer duration but with documented justifications for
these exceptions



Laws Setting Limits on Certain Opioid Prescriptions

B statutory limit: 14 days

B statutory limit: 7 days

B statutory limit: 5 days
Statutory limit: 3-4 days

Statutory limit: Morphine Milligram
Equivalents (MME)

| Direction or authorization to other
entity to set limits or guidelines

No limits

** Maryland requires
lowest effective dose in a
quantity not greater than
that needed for expected
duration of pain.

* North Carolina’s 5-day limit is for

acute pain. The state also set a 7-day
limit for post-operative relief,

AS GU MP PR Vi

No information
NCSL @ 2017




State Legislation To Confront
Oploid Epidemic

* The majority of states focus on general opioid
prescribing

* In addition, Alaska, Connecticut, Indiana, Louisiana,
Massachusetts, Nebraska, Pennsylvania and West
Virginia also set limits specifically for minors.

* Laws set limits for any opioid prescription for adults and specify
other requirements, such as discussing opioid risks with the
minor and parent or guardian.



Extra State Legislation To Confront Opioid
Epidemic

* State laws in Maryland and Utah provide additional

guidance related to opioid prescribing:

AMaryland: prescribe the lowest effective dose of an opioid for a
quantity that is not greater than that needed for the expected
duration of pain

AUtah: in addition to 7-day limit, authorized commercial
insurers, the state Medicaid program, workers’ compensation
insurers and public employee insurers to implement evidence-
based guidelines policies for prescribing certain controlled
substances



State Legislation To Confront Opioid
Overdose Epidemic: Exemptions

* Nearly half the states with limits specify that these limitations
apply only to treating acute pain

* Most laws also exempt treatment for cancer and palliative care
and chronic pain, from prescription limits

* Many states also allow exceptions for the treatment of
substance use disorder or medication-assisted treatment (MAT),
or for the professional judgment of the provider prescribing the
opioid

* Many laws stipulate that any exceptions must be documented in
the patient’s medical record



= Previous Article April 2018 Volume 149, Issue 4, Pages 266—272 Mext Article =

THE JOUNUAL OF THE AVERIAN DENTAL ASSOATION

The prescription monitoring program data

What 1t can tell vou gn”i',’i‘f‘_ -
i istry
237524698

David A Keith, BDS, FDSRCS, DMDEH = Thomas A Shannon, Ronald Kulich, PhD

Conclusions

* Early data suggest that PMP data can be helpful in
reducing the number and frequency of opioid
prescriptions

* Mandatory use of the PMP database caused prescription
rates to drop over the 3-month study period and 78%
fewer opioid pills were prescribed




Virginia Emergency Regulations
April 24, 2017
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Key Elements of the Virginia New
Regulations

. Defining acute Vs. Chronic pain
. Required documentation for patients receiving opioid

treatment

. Guidelines for prescribing for acute pain (7 days, 50 MME)
. Guidelines for prescribing for chronic pain

. Indications for prescribing Naloxone

. CE Requirement for opioid prescribers (2)

. Requiring Use of MME and PMP



IMPACT of Regulation in VAMME

Individuals Receiving Greater than 100 Morphine Milligram
Equivalents per day
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IMPACT of Regulation iIVA: DOSES DISPENSEI




IMPACT of Regulation in VA Patients Receiving Prescriptions

Total Patients Receliving Prescriptions by Schedule, Per Quarter
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Report: Opioid overdose deaths
continue to rise in Virginia in 2017

(Judith Lowery)




Fatalities of All drugs2017
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Virginia Fatalities of Prescriptionopioids

(Excluding Fentany) 2017

16Prescription

Opi oi ds

(excluding

required list of prescription opioid drugs used to calculate the numbers. However, given that some of these deaths have multiple drugs on board, some deaths may have
fentanyl in addition to other prescriptions opioids, and are therefore counted in the total number. Analysis must be done this way because by excluding all deaths in which

fentanyl caused or contributed to death, the calculation would also exclude other prescription opioid deaths (oxycodone, methadone, etc.) from the analysis and would
thereby undercount the actual number of fatalities due to these true prescription opioids.
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Virginia Fatalities of Fentany!
2017

Total Number of Fatal Fentanyl Overdoses by Quarter and Year of Death, 20@017
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Virginia Fatalities of Heroin
2017
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Where DoWe o From here?
New Strategies iin IVManagement
of Acute Dental Pam






