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Emerging Solutions in Pain: 
The Interface of Pain and Addiction 

The Dark Side of Pain Management 
and How to .Become Enlightened 

Howard A. Heit, MD, FACP, FASA.M 
Boatd Cemfled in Internal Med1dne aro 

Gastroentero/ogy/Hopatoiogy 
Cert1f1ed In Addiction Medicine and as a Medical Review Officer 

Chronic Pain .Sper:ialis.t, AssiStantCJinicai Prnfus...r::;or 
Georgetown University 

Pain 

"No kind of sensation is keener and 
more active than thatof pciin; 

its impressions are unmistakable .. " 

- "The 120 Days of Sodom" 
the Marquis de Sade 

Barriers to Pain Management 

OAddiction/misuse of controlled substances 

$Diversion 

$Regulatory issues 
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Emerging Solutions in Pain: 
The Interface of Pain and Addiction 

Treatment of Chronic Pain 

eThe prescribing of a controlled 
substance such as an opioid can be 

both the problem or the solution 

;;>There must be a clear exit strategy rn 

addition to an entrance strategy before 
writing the first prescription 

f1•n rl/\. O<,,:,r~Ol.. l'"art..,d Jddidoo: tl'br,a;ilno Alu Throuon Ocmpr,r,..,~.v• u.. 
M•"'-"Cfipt•ubrlff.-4f«l)C.JOl~l'I 

Pain and Addiction Continuum 
(or Other Comorbid Condition) 

o Failure to treat both conditions. when present, 
will undoubtedly lead to frustration and poor 

outcomes in both domains 

Addlc11on {~ 

• 411 

J-te!iKA..Courl,10L Pairra,dAddidiotl, lilaNgi~lbsklll<cu;i~C:;mpN........iv.~re 
~sub~lcr~:oll 

Pain and Addiction Continuum 
(or Other Comorbid Condition) 

e One can treat acute pain in the face of an 

active addJctjon 

e But one can not treat chronic pain with optimal 

results in the face of an active addiction 

• Patient must be wilting to accept assessment and 

treatment of both pain and addiction 

Issues of Diversion 2 

TEVA_OK_00523042 

TEVA_MDL_A_ 13615508 



P-25233 _ 00003

Confidential 

Confidential 

Emerging Solutions in Pain: 
The Interface of Pain and Addiction 

Addiction vs. Pseudoaddiction 

e The diagiosis of addiclion is made prospectively, 
over time 

" Aberrant behavior b.icomes apparent despile the best 

attempts of a rational treatment pian by the health 

care professional 

@ The diagnosis .of pseudoaddlction is made 

retrospectively 

• Aberrant behavior normalizes with a rational treatment 
plan by the health care professional 

h~ltHA, Gourt,,u. l-'a1Mi1110'°1(1'~ lCn M~"'1Qklt,,; l tlmlljlll Cornp,e~'il!C:i!rl). 
J\lanuSOl,ta.,t:ml:ia!tet plbfica!lon 

"Can You Treat a Patient With 
Chronic Pain Who Has the Disease 

of Addiction With Controlled 
Substances Including Opioids?" 

The Most Common Triggers 
for Relapse 

OStress 

e Drug availability 

ca Re-exposure to environmental cues (sight, 

sounds, smells) previously associated with 

drug taking 
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All Opioid Medication/Controlled 
Substances ((;S) Can Be Misused 

Misuse of IR Opioids in Clever 
Delivery Systems 

fl Misused with destroying the CR/MR/SR delivery system 

? NowjLJst rRopioid 

e Cutting, crushing, oc chewing me pill 

♦ Swallowing 

ta,• Snorting 

0 Heating the pill in water or other solvents 

e Injecting 
fj Risk.of lung; vascu{ar, and skin problems with IR oololds rl a 

con1ro!led-:releasec delivery system 

Misuse of the Fentanyl P,1tch 

e Used fentanyl patches1 

II 28%-84% of drug remains in used patches 

e Leave old patches on 

69 Reverse roll patch 

@ Insert in rectum 

ecut patch into four parts to make "Chiclets" 

Issues of Diversion 4 

TEVA_ OK_ 00523044 

TEVA_MDL_A_ 13615510 



P-25233 _ 00005

Confidential 

Confidential 

Emerging Solutions in Pair1: 
The Interface of Pain and Addiction 

Misuse of the Fentanyl Patch 

e Cut comer of patch 
• Place SIL 

• Use syringe to obtain drug for IV injection 

a Obtain cl rug for smoking 

e Abrade skin 

• Place heat over patch once applied 

Prescription Drug Misuse 

• Street value 

• Brand vs. generic 

9 IR oplolds 

o«Faster speed of dopamine elevation" 

.9 UFaster diminution o[dcrpamioo elevation." 

• 111 genetictt!ly svsceptib/8 inr.fwidua/s 

e The drug can be injected or snorted successfully 

W~i RA,t./t'MonP,~al.P,,y,,hq;J,.amuro/<1gv, 1"'!;;2():1'YQ 
\ion.i,,,.., ft; Dr,} YS, <>! oJ: -WI> (4,: ~l"'h.,tiy.1~;1>2:46; 4{;~ 

Benefits of Prescription Drug 
Diversion 

OOral use 

• No risk of HIV/Hep .e or C 

e Obtained from libitsources 

• Often paid for by third party/welfare benefits 

eusedisold/bartered for illicit drugs 
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Trends in Abuse of O,cycodone HCI 

Controlled-Release and Other Opioid 
Analgesics in the US: 2002-2004 

9. Prescription drugs easier to obtain than illiclt drugs in 

a rural or suburban areas 

9 111,cit drugs are monitored more closely than 

prescription medication by the regulatory agencies 

Iii Use/abuse of prescription medicines are more 
sociaUy acceptable than illicit drugs 

e Purity and the dosage of prescription medication is 

more highly predictable and consequently thought to 
be safer to misuse 

Street Value of Drugs 

U Darvocet" 100 n-g: $0.50 
e Tylenol~ 3: $2•3 

9 Vtcodin": $6-8 

G Parcocet": $6-8 

& Derr,eml® 100 mg: $10 

<i Fv,orphine 30 rng: $15 

It Ac6Q" lozenges 2oo·and 
400 mcg: $20 

e Al/van® 2 mg: $2-3 

e Xana>«' l mg: $5-7 

u var,um~ 10 mg: H 6 

e Serax" 30 mg: SO .50 

& Dilaudid'• 4 mg: $48 9 Fiodnat"l btrtalbital: S3,5 

It OxyContin": $0.50 -1 per mg e Ritalin" 10 mg: $10-12 

9 Duragesic Patch•: $1·2 per mcg O Soma": $3-4 

II Methadone 10 mg: $5"10 

Goal 

a Valid pain patients 

9 The most prevalent calegory overall 

e Addicted patients 

& The most common type of drug seeker 

a Prevalent:? of addiction in the general poPl!lation 

• Approximately 10% (3%-1 6%) 1 

e Criminal drug seekers 

4l The least common 1ype of drug seeker 
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Strategies to Prevent Diversion: 
Preventing Telephone Scams 

e No telephone prescriptions for unfamiliar pa tients 

• Including the vacationing/visiting pain patient 

• Forgot 10 bnng hls/hor pain medicines 

0 Arrange to see in person 
e Not alone 

'il Do not pi,rmit office staff to authorize 
prescriptior.s renewals 

o Or designate one person tor this office duty 

Typical Scams 

0Telephone scams 

e Calling after office hours or on weekends 

e My pharmacy is closed 

0 Garage sale 

a Open house 

GWorkers in 1he house 

Interval Prescribing 

e Interval prescribing 

• New p;itlents or p;,tients with a history of 

addiction may do better with smaller quantities 
of medication 
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Contingency Prescribing 

e Contingency prescribing 

e Prescribing the next script is contingent on .. 

$ Bringing bottles in for 'pill counts' 

a A1tendahoo mandatory at appointment 

• No \aiephone reports: if you're too sicktcatterid- S,etbw flag 

"How Do You Provide Care While 
Preventing Misuse .and/or Diversion 

.of Opioid Medications?" 

Goals of Treating Chronic Pain 

e Decrease pain 

e Increase function 

e Use medications that do not have 
unacceptable side effects 
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The lnterface of Pain and Addiction 

Hippocratic Oath 

"I will prescribe a regimen for thegood of 
my patients according to my ability and my 

Judgment and never do harm to anyone" 

Case Study: Mr. G 

9 Mr. G is a 40-year-old male who presents 
with documented failed back syndrome 
and myofascial pain syndrome secondary 

to auto accident 

e Reviewing past medical records documented 
all non-opioid treatments ha VB failed tn 

improve Mr. G's quality of life 

Case Study: Mr. G 

e He presents with: 

II Chronic pain 
G Depression 

• Alcohol dependency was presenfbefore and continues 
afterthe accident 

II Hydfocodone and heroin (IVuse)was bough! off the 
street to self~medk:ate hiS pat'l 

• Cocaine {snorting}ls naw being used to deal with 
stress :secondary to farnily ard economic problems 

e Family history is positive for addiction 
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The Interface of Pain and Addiction 

Barrier to Opioid Pain 
Management? 

• Can a pain patient who presents with an active 
addiction be treated if indicated with opioids? 

e Fear of the regulatory agencies 

a If a doctor treats a chronic pain patient wi1h opioids and 
that patient alsu has tl1e disease of addiction, will he or 
she be a target of the regulatory agencies? 

41 Can I treat Mr. G's pain with oploids? 

Alcoholics Anonymous (AA) 
12-Step Program 

8 Variation on the 1Qth step 

e. I will take a personal inventory of rny knowledge 
and comfort to treat a patient with a pain 
syndrome and the disease of addiction 

• If I am uncornfbrtable or unsure with Mr. G's clinical 

problems, I should referth<l patientto another doctor 

The Physician's and Patient's 
Contributions to Misprescriblng Opioids -

Four D's and Now the Five D's"" 

8 Physician's contribution e Pa1ient's contribution 

o Dated 
u Failsto·kaepc:urr~ntwith 

prescribing practices or 
knowledge about drug 
abuse patterns 

e Disabled 
e Fails to exercise 

optimal judgment 
because ofimpairment 

e Defiant" 
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The Physician's ahd Patient's 
Contributions to Misprescribing Opioids -

Four D's and Now the Five D's** 

Iii Physician's contribution 

Iii Dishonest 

e Patient's contribution 

• Subverts·mec~a!•practice 
for personal fnandal gain 

El Duped 

e Fails to detect deception. 
Allows himSe!f or herself to 
be manipulated Into 
prescribing at variance.with 
accepted medica.! practice 

& Uses the physician as 
a drug dealer; not for 
medical care 

e falsifies or withholds 
information 

Opioid Treatment of Chronic Pain 

e Treatment of Mr. G is based on his 
o Mutua:tfust and honesty 

Cf .Signing an•optoid agreenBnt 

e •Starting or continuing a ''program" for recovery for the 

disease of addiction 

• Following Universal Precautions in Pain Medicine1 

e Urine drug testing 

a Used, like all other diagnostic tests to improve patient care2 

1
~ i-tA. G~.is"laYtJ J Pi,l(i5j:frip!Un.,e'µ ".IlOG](Jj:260-167 

2~yDL. Hai"! HI.. /'ajnAffficJn• .·:OOS~l):10i-112 

The Opioid Risk Tool (ORT} 

• Five-question dinical interview or pacient 

questionnaire to assess patients at risk prior 
to treatment initiation 

e Specifically developed to screen patients with 
chronic pain who will b~ using opioids as part of 

their treatment plan 

Q Quantifies the level of risk for patient 

e Easy to use format 
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TheORTFortn 

lllegBJ dnig3 

PreBcrlPkitidrugs, 

2. P-fll'$Orlal history o:f S.Ubslance abuse 

A\col"JOI 

Pres:cript>tilldrug; 

3 .. AQI<" (marid:xlx i( beJ.wee,; ·1645) 

4_._ Hisitir;'qf Pi:ei3¢l~rflse:xUill abuSf}: 

5.PsrellolOQicril disease 
Attention deficit .dsorder; obsessMe.­

compu!shl'~ disoaer, bipolar, schlzophrenie 

PepffiSsOn 

Scoring Totals: 

Fe:rr1ale Male 

! I I i.( 3 

II z lJ 3 

11 i I I • 

I I 3 fYf 3 
11, t,,f', 
I I , ;,( , 
tr, M--1 
[J-3, fl D 

11 2 l I z 
111 M, 

1I 

Scoring the ORT 

OTofal scoreis calculated by adding the 
point values for each of the. risk factors 

ct Three risk categories 

• Low: 0 - 3 points 

• Moderate: 4 •· 7 points 

• High: 8 points and above 

Validation Study Results 

Law Moderate li!gh 
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Breath Alcohol Concentration (BAC) 

e Equal in alcohol .content 
e 12 oz of beer 

e 5 oz of wine 

Iii 1.5 oz ofliquor (80 proof) 

fit MGiabolized by the livQr by zero ordQr kin@tics. 

Breath Alcohol Concentration (BAC) 

e Male e Female 

@ Rise in BAOdrink Ii Rise in BAC/dnnk 

• o.oro g/dl • 0-025 gldL 

" Fall in SAC]t:wur il Fall lnBAC/hour 

• O.OIQgJqL • 0.0125g/dL 

e Equalto;/2.ofa(irink, e Equallo%ofadrlnk 

Mr. G Wli also submit tc random BAC or UDT testing. 
Results will &a•correlated with hisclinical status 

The Clinical Use of an Agreement for 
Opioid Maintenance Therapy for 

Noncancer/Cancer Pain 
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Creating and Implementing 
Opioid Agreements 

G Opioid agreements 

e Can improve the therapeutic relationship 

Iii Must be based on mutual trust and honesty 

between patient and physician that is initiated 

with the nrst visit 

e Must be part of an environment of care that 
emphasizes truthful , open dialog 

Opioid Agreements 

e Purpose of agreement 

e To taci»tate informed consent 

e Patienteducafion 

,. cornp11ance 

e Establishes the responsibilities oi physician to 

patient and patient to physician 

e 11 delineates the treatment plan to manage pain 

Opioid Agreements 

u. GiVes Informed consent about side effects. and risks 

ol opiDids 

& E,rtablishos bq~ndaries and consequences for opioid 

misuse or diversion 
9 Noncompliance wllh the agree~r:ii can. aid in the diagnoses 

of .the disease of addiction or substance abu_se relapse 
a This would raquira a change in t'le tn:ialmenl plan 

Iii Agreement should be reasonable, readable, and flexible 
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Mr. G Required Evaluation and 
Treatment of Two Medical Problems 

e The pain syndrome 

Q The disease of addiction 

e The pain ooctor should know addiction medicine 

e The addiction medicine doctor should know 

pain medicine 

Conclusion 

Healih care practitioners can prescribe 

scheduled contro lled substance (CS) to give 

their patients the best quality of life possible 

given tne reality of !heir medical condition. 

Future Solutions and Thoughts 

~ Medical schools and post medical school 

training and all.heatth professional schools 

0 Must make addiction medicine and pain 

management part of the core ,curriculum 

€1 Board certification 
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AA Serenity Prayer 

"God, grant me the Serenity to 

accept the thing$ I cannot change; 

Courage to change the things I 

can; and the WISDOM to know 

the difference." 
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