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RAN‘D'36-Iteh1 Health Survey Questionnaire (version 1.0)

1. In general, would you

say .
your health is:

Excellent

Very good

Good

Fair

o e~ =]

Poor

2. Compared to one year agb,
how would your rate your health in general
now? ‘

Much better now than one year ago

Somewhat better now than 6ne year ago

About the same

Somewhat worse now than one year ago

Much worse now than one year ago

fodlslfwlivi~]

The following items are about activities you might do during a typical day. Does your
health. now limit you in these activities? If so, how much?.

(Circle One Number on Each Line)

Yes, Yes, No, Not
Limited a Limited a limited at
Lot Little All -
3. Vigorous activities, such as running, (1] (2] 3
lifting heavy objects, -participating in
strenuous sports
4. Moderate activitiés, such as. moving (1] (2] [3]

a table, pushing a vacuum cieaner,
bowling, or playing golf
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5 Lifting or carrying'groceries ) | (1] - | f21 [3]
6. Climbing several flights of stairs _ [1] (2] [3]
7. Climbing one flight of stairs [1] ’ [2] [3]
E;. Bending, kneeling, or stooping [1] [2] [3]
9, 'Wall‘dng more than a mile [1] [2] [3] '
10. Walking several blocks [1] [2] [3]
11. Walking one block - [11- . [2] [3]
12. Bathing or dressing yourself [1] . ‘ (2] [3]

During the past 4 Weeks, have you had any of the following problems with your

work or other regular daily activities as a result of your physical health?

(Circle One Number on Each Line)

Yes || No
13. Cut down the amount of time you spent on work or other activities 1 2
‘14. Accomplished less than you would like . 1 2
15. Were limited in the kind of Wor_k or_other'activit‘ies 1 Hj
16. Had difficulty performing the work or other actlwtles (for example 1 2 -
it took extra effort)

During the past 4 weeks, have you had any of the following problemis with your
work or other regular daily activities as a result of any emotional problems (such

as feeling depressed or anxious)?

(Circle One Number on Each Line)
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Yes § No
17..Cut down the amount of time you spent on work or other 1 2
activities
18. Accomplished less than you would like 1 i 2
19. Didn't do work or other activities as carefully as usual 1 2

20.ADurihg the past 4 weeks, to what extent has Hyour physical health or emotional
problems interfered with your normal social activities with family, friends, neighbors,
or groups?

(Circle On_e Number)
Not at all 1

Slightly 2

Moderately 3

Quite a bi_1§74

Extremely 5

21. How much bodily pain ha\(e ybu had during the past 4 weeks?
(Circle Oné Number) |

Noné 1

Very mild 2

Mild 3

Moderate 4

Severe 5

Vér_y severe 6

.22. During the past 4 weeks,'how much did pain interfere with your normal WOrk
{including both work outside the home and housework)?

(Circle One Number)
Not at all 1

A little bit 2



Moderately 3
" Quite a bit 4

- Extremely 5

These questions are about how you feel and how things have been with you during

‘the past 4 weeks. For each question, please glve the one answer that comes

closest to the way you have been feeling.

How much of the time during the past 4 weeks . . .

{Circle One Number on 'Each Line)

tired?

A Good .
All of " Most Bit of Some A Little None
the of the the of the of the of the
Time " Time Time Time Time Time
23. Did you feel full 1 2 3 4 5 6
of pep?
24. Have you been.a 1 2 3 4 5 6
very nervous person?
25. Have you felt so 1 2 3 4 5 6
down in the dumps
that nothing could
cheer you up?
26. Have you felt 1 2 3 4 5 6
calm and peaceful?
27. Did you have a 1 2 3 4 5 6
" lot of energy?
28. Have you felt 1 2 3 4 5 6
downhearted and
blue?
29. Did you feel worn 1 2 3 4 5 6
out? .
30. Have you been a 1 2 3 4 5 6
happy person?
31. Did you feel 1 2 3 4 5 6




- 32, DUring the past 4 weeks, how much of the time-has yvour physical heaith or
emotional problems interfered with your social activities (like visiting with friends,
relatives, etc.)? '

(Circle One Number)

All of the time 1.

.Most of the time 2

Some of the time 3

A'little of the time 4

None of the time 5

How TRUE or FALSE is each of the following sfatem_ents for yoﬁ.

(Circle One Numbet on Each Line)

AA

Definitely Mostly || Don't Mostly Definitely
True True Know False False
33. I seem to get sick - 1 2 3 >4 5
a little easier than
other people
34.1am as healthy as 1 2 3 4 5
anybody I.know
35. I expect my health 1 2 3 || 4 5
to get worse
36. My health is 1 >2 3. 4 5
excellent .

Thié questionnaire was developed at RAND as a part of the Medical
Outcomes Study and is provided here with permission from RAND.



‘RAND 36-Item Health Survey 1.0 Scoring Rules

- INTRQDUCTION

The RAND 36 1tun Health Survty [Version 1.0) taps eight heahh concepts:
perpsieal lunclioning, bodkly paln, rok kmitations dug (o physical health peoblerms, ok
Kmitations due to personal or amotionat problons, onwtional well being, sodial
lunctioring, enorgytatgue, &nd genersl haalth percepllons, It also lnchldus; single
ilom that provides an Ingkcation of parcaived change in heaith, Thote 26 aems,
prasertod horo, are identical 10 the MOS SF-36 descritred in Ware and Shetourne
(4992). They wera edaptad from longer strumaents coerpleled by patients
paricipatng in the Madical Cutcomes Study {WOS), Bn cbosarvational study of
vari.g:iom in physkian praciice styles and patient ouloomes in dillgrent sysiems of
health cars dekvery {Hays & Shapire, 1992 Stewan, Sharbourne, Hays, of al., 1992).
A tovised version of :hn.RAND 26-hem Healh Survey f‘-’ufsion 1,1} 1hat 6ters skghdy o
from Yersion 1,0 in teams of lem worri}n is currently in developrment, ' ’

SCORING RULES FOR THE RAND 26-/TEM HEALTH SURVEY {Version 1.0}

We recommend that :eiponsus be scordd 33 deserbod below. A Zomawhal
diforent seoning peocadure lor the WMOS 5F-36 has boen olstibuled by the intemationat
Resource Center for Healh Care Assessmenl flocated in Boston, MA}. Bacause the
scoring method described hare (a sirplar and more strabnnozw-ard procedura) ditlers rom
that of tha MOS SF.36, persons using 1his scoding method should reler to the instnsment as
the RAND 3&-1tem Heahh Survey 1.0, ) ’

Sconng the RAND 36-ftem Healh Sunvty is a two-step process. Firsi,
precoced rumeric vales are recoded per the sco}im kety ghfea in Table 1, Nate thay

LAl itarns arg gcored £o tha! a high scare detings 4 Mo taverable heatth state. In
son, each em s scorod on & G 10 102 r;'tngo 0 1Nal the iowisl and highest
pnsﬁbin scores aca st at 0 and 100, respectively. Sooies tepresent the peicontage

of fotal pocsibe soore achieved. In step 2, ems in [ho same scale are aw:tag'ed
togather 1o creata tha 8 scale scaes, Table 2 Nsts ihe items Rverdged topather o
create gach scalkr tems ihat are latl blank {rrissing daa) are rat taken indo acoount
when mmisling the scade scofes. Hence, scale scores répresent the avorage 104 al
flema in e scale thal iy respondant answardd.

.

Example: ttems 20 and 32 are uséd 10 $00re the maasuse of seeiyd
lunctionng. Each o the two items hag 5 résponss choices  However, 3 hgh score



trasponss cheice 5) onitem 20 irxﬁcales extreme Emitations in social lunclioning,
whilg a high scoro {response choice 5) onilem 32 indicates the absence of kmitations
in s.od‘al lunaiorirsb. To score both tems in the same drection, Tablo 1 shows tha!
rosponses T through 5 for itern 20 should be recoded 1o values of 100, 75, 50, 25, and
0, respeciively. Responsds 1 through S lor Hemé? should be recoded to values of 0,
25, 50, 75, and 100, respectivaly. Table 2 shows that these two recoded ltems shoukd
be avelaged logeiher 10 form the sodal lunctioning scate. Ul the respondem is Missing
one ol ihe two items, the porson s score will be equal 1o that of the nonmissing ifem.

Table 3 presents information on the reliabibty, central tendency and vanability
of the scales scored using Lhis method,
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1. Ware, JE, Jr, and Shetbourne, C.0, “The MOS 36-liem Shart-Form Heahh
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2. Hays, R.D._ & Shapiro, M.F. "An Overview of Generic Heanh-Retated Guality of
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3. Stewan, A.1l., Sherboume, C., Hays, R. D, et al. “Summary and Discussion of
MOS Measures.” In A. L. Stewan & J. E. Ware {ods.}, Maasunng Functioning and
Well-Being: The Medical Outcormne Study Appiroach [pp. 345- 371] Dyrham, NC:

Duke Liniversity P:css 1952
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Table 1
*ST1EP 1 AECODING ITEMS

LTEM HUMBERS _Change orignal response catogory (3)  To recoded vaise of:
1.2.20,22,34 36 100
' 75
50
 Q— N 25
§ e - o
3456789101112 LR - 0
7 50
100
13,14,15,16,17,18,19 [ J———— » 0
' - S s 100
2;‘23.26.27.30‘ PR 109
T F R — - 80
&
40
: 20
¢
24,25,26.29,31 A . o
2 eeremmee > 20
F e -> 40
4 e 0
5- 80
6 - 160
32,33,35 Ty o
2 25
3 50
¥ R—— N 75
[ 100

(3} Prococed response choices as panted in the queslionnaire.



1A

Table 2
STEP 2: AVERAGING ITEMS TO FORM SCALES

* Seale . Numbér of After Hecx;ding Per ':fablc 1,

- terns Averags The Following Ilgms:

Physica! functioning ‘ 10 3456789101112

Role imitations due 1o physical heatth 4 N 1314 1516

Ralp imitatans due to emotional problems 3 17 1'8 19

Enargynatigue 4 2327 29 Kt}

Emotional wall-being 5 2425262830

Social functioning 2 20 32

Pain 5 2 21z

Generat health N 5 © 133343536

Table 3
RELIABILITY, CENTHAL TENDENGY AND VAHIABILITY OF 5CALES IN THE
MEDICAL DUTCOMES STUDY
Seow Hams Alpha Mean 5D
Physical turctioning TH - 083 7061 27.42
Role lunctioning/physical 4 0.4 s297- 10.78
Rolk lunctioning/emotional 3 08l 6578 40,71
" Energyfatigue 4 s 52.1% 22.39

EBmatonal well-being 5 0.5 70.38 .97
SociaHunctioning 2 0.85 78.77 2543
Pain ) 2 o - 7077 2646
Germral hoatth 5 @78 56.99 20
Healh change ' 1 ‘59,14 2312

Npte:  Dalais from baseling of the Medical Qutcomies Study (N = 2471), except for
Heallh change, which was gbialned one-year later.
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Ferrans and Powers
QUALITY OF LIFE INDEX®
GENERIC VERSION - 111

PART 1, For cach ofthe following, please choose the answer that best describes how.satisfied you are with that -
area of your lifc. Please mark your answer by circling the number.- There are no right or WIONg answers.

3 |
Z g 3
v ¥ 5 i |
B 4 g= B =
¢ 2 % 3 2 B
7 5 8 & T 2
A § & ¥ E &
g 2 2 ® E F
> = B B = >
HOW SATISFIED ARE YOU WITH:
1. Your health? I 2 4 5 6
2. Your health care? _ I 2 3 4 5 6
3. The amount of pain that you have? 1 2 3 4 5 6.
4. The amount of energy you have for everyday activities? 1 2 3 4 5 . 6
5. Your ability to take care of youréelf without help? 1 2 3 4 5 6
6. The amount of control you have over your life? 1 2 3 4 5+ 6
7. Your-chances of living as long as you would like? 1 2 3 4 5 6
8 Your family’s health? 1 2 3 4 5 6
9. Your children? ) 1 2 3 4 5 6
10. Your family’s happiness? 1 2 3 -4 5 6
11. Your sex life? 1 2 3 4 5 6
. 12. Your spouse, lover, or partner? 1 2 3 4 5 6
13. Your friends? | 1 2. 3 4 5 6
14. The emotional support you get from your family? 1 2 3 4 5 6
15. The emotional support you get from people other
than your family? : 1 2 3 4 5 6
(Please Go To Next Page)

© C(;pyright 1984 & 1998 Carol Estwing Ferrans-and Marjorie J. Powers

- Page |
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© Copyright 1984& 1998 Carol Estwing Ferrans and Marjorie I. Powers

E .
Z 3 :
T 2 % 5 £
2 8 F ¥ & 3
5 = 2 - 8 2 g
. o A /5] R =
5.8 2 & & &
' PTCE ' 5 2 2 =2 E F
HOW SATISFIED ARE YOU WITH: = p=> 7 b= >
16. Your ability to take care of family responsibilities? I 2 3 4 6
17. How uscful you are to others? 1 2 3 4 5 6
18. The a_tmounf 'of worries in your life? l ) 3 4 5 6
19. Your neighborhood? 1 23 4 5 6
20. Your home, apartment, or placé where you live? 1 2 3 4 5 6
21. Your job (if employed)? ] 2 3 4 5 6
22. Not having a job (if unemployed, retired, or disabled)? H 2 3 4 5 6 -
23. Your education? ‘ | 2 3 4 5 6.
24. How well you can take care of your financial nceds? 1 2 3 4 5 6
. 25. The things you do for fun? | 2 3 4 5 6
26. Your chances for a happy future? 1 2 3 4 5 6
27. Your peace of mind? 1 2 3 4 5 6
28. Your faith in God? 1 2 3 4 5 6
29. Your achievement of personal go_als?' 1 2 3 4 5 6
30. Your happincss in general? 1 2 3. 4 5 6
31. Your life in general? 12 3 .4 5. 6
~'32: Your personal appcarance? 1 2 3 4 5 6
33. Yourself in general? 12 3 4 5 6
* (Please Go To Next Page)

Page 2
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- PART 2. For each of the follo_Wing, please choose the answer that best describes how important that area of ydur
life is to you. Please mark your answer by circling the number. There are no right or wrong answers. .

-

= 2§ F £ 3

£ 5 5 g 2

o s E =z =z B £

' S P2 ® B Z B

HOW IMPORTANT TO YOU _IS_: > p= 7 7 = >
1. Your health? - -1 2 3 4. 5 6
"2, Your healthi care? : _ ! 2 3 4 5 6
3. Having no pain? _ - 2 3 4 5 6
4 Having enough energy for everyday activities? : 1 2 3 4 5 6
5. Taking care of yourself without help? 1 2. 3 4 5 6
6. Having control over your life? . I 2 3 4 -5 6
7: Living as lqng as you wo;ﬂd like? A 2 3 4. 5 6
8. Your family’s health? : o 1 2 3 4 5 6
9. Your children? -1 2 3 4 5 6
10. Your family’s happiness? 1 23 4 5 6
11. Your sex life? '. -1 2 3 4 5 6
12. Your spouse, lover, or partner? ' ) 3 4 5 6
13. Your friends? - 12 3 4 5 6
14. The emotional suppdrt you get from your fa-mil'y? 1 2 3 4 5 6

15. The emotional support you get from people other .

" than your family? . o 1 2 3 4 5 6

7 (Please Go To Next Page)
© Copyright 1984 & 1998 Carol Estwing Ferrans and Marjorie J. Powets

Page 3
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Are you to yourself?

8 -
S-S R
= £ 2 = é
£ 5 5 § % &
5 E 2 oz B E
._ y 5.2 B2 5% Z F
HOW IMPORTANT TO YOU IS: > =2 7 B = >
16." Taking care of family responsibilities? I 2 3 4 . -6
17. Being uscful to others? 1 2 3 4 5 6
18, Havi'ng no worries? I 2 3 4 5 6
.19, Ybur neighborﬁood? 1 2 3 4 5 6
20. Ybur home, apartment, or placé where you live? 1 2 3 4 5 6
21. Your job (if employéd}? 1 2 ‘3 4 5 6
22. Having a job (if unemployed, retired; or disabled)? | 2 3 | 4 " 5. 6
23. Your education? | 1 2 3 4 5 6
24. Being able to take care of your financial nceds? 1 2 3 4 5 6
25. Doing things for fun? I 2 3 4 5 6
26. Having a happy future? ] 2 3 4 5 6 .
27. Peace of mind? 1 7 3 4 5 6
28. Your faith in God? ! 2 3 4 5 6
29. Achieviﬁg_ your personal goals? 1 2 3 4 5 6
30. Your happiness in general? - 123 4 5 6
31 Being satisfied with life? 1 2 3 4 : 5 6-
32, Your pérsonal appearance? 2 3 T4 s 6
3. I 2 3 .4-. 5 6

© Copyright 1984 & 1998 Carol Estwing-Férl“anS and Marjorie J. Powers

Page 4



*  Functional Status Questionnaire ) . . C '
-Functional Status Questionnaire ‘ . :l. .
Overview:

The Functional Status Questionnaire can be used as-a sclf-administered functional assessment for a patient seen in primary
care. It provides information on the patient's physical, psychological, social and role functions. It can be used both to
scréen initially for problems and to monitor the patient over time.

Sections |

(1) physical function i‘n-the activities of‘ daily livilgg

(2)-psych010gicél function

(3) role function -

(4) social fuﬁction

(5) variety of performance measures )
Physical Function (Activities of Daily Living, ;)'r ADL) ‘

Basic ADL: During the past month have you had difficulty with

(1) Taking care of yourself, that is, cating, dressing or bathing?

(2) Moving in or out of a bed or chair?

(3) Walking indoors, such as around your home?

Response ' _ : Points
usually did with no dlfﬁculty | ' ' 4
some difficulty . . 3
much difﬁéulry - _ ’ 2
usually did not do becaus“e of healty i . 1
usually did not do for other reason - | 0

where:

« I will assume that "usually did not do for other reasons" is not a "valid” response, so that the ((maximum response
score) - (minimum response score)) =3;-see scoring example on page 145

Intermedi‘a_te‘ ADL: During the past month havé-you had difficulty with
| (D) Walking several blocks?
(2) Walking one block or climbing one flight of stairs?
(3) Doing work arhound the House, such as cleaning, light yard 'workA of home maintenance?
(4) Doing errands such as grocery shopping?

(5) Driving a car or using public transportation?

ﬁie:///Cl/algoritmo/FunctionaI Status Questionnaire.htm (1 di 7) [30/04/2001 12.50.22]



Fundctional Status Questionnaire . . 1 {

-+ v v, (6) Doing vigourous activities such as running, lifting heavy objects or participating in strenuous sports?

Reésponse . - ' ' {{ - Points
‘usually did with no difficulty 1. 4
some difficulty | | B
much difficulty - ) | 2
.ﬁsﬁélly did not do becausé of héalty ' 1
uéually did not do for other reason - ’ | 0

where:

~ + I will assume that "usually did not do for other reasons" is not a "valid" response, so that the ((maximum response
score) - (minimum response score)) =3; see scoring example on page 145

Psychological Function (Mental Heélth)
During the past month, -
‘(l) Have you been a very nervous person?
(2) Have you felt calm and 'peaceful? |
(3) Have you felt dowhhearted and blue?
(4) Were you a happy _person?

(5) Do you feel so down in the dumps that nothing could cheer yoﬁ up?

|| Response to 1,3 and 5 v Points
all of the time _ ' 1
‘mostofthetime ' - 2
a good bit of the ime L 3
‘some of the time ‘ '- 4
alittle of the time  + : s
none of the time ~ ‘ . -6
Respo’nse to 2 and 4 S ,_ ‘ Points
| all of the time , | . | 6 J
most of the time - : ‘ 5
a good bit of the time o : 4

file:///Cjfalgoritmo/Functional Status Questionnaire.htm (2 di 7.} [30/04/2001 12.50.22]



' Functional Status Questionnaire - E j_(

some bf_th-é"ti'meg"_ 7 o 3
a little of the time e 2
none of the time _ ' N 1
where:

&

((maxnnum response score) - (minimum response scorc)) 5

. The subgroups of questions are scored in reverse. Since Table2 mdlcatcs that 0% is poor and 100% is good 1
have scored as in the ables-above.

| Social/Rele Function
If 'you’were employed during the past month, how was your work pcrformgncc?
(1) Done as much work as others in similar jobs?
(2) Worked for short periods of time or taken frequent res‘ts because of your health?
(3) Worked your regular number of hours?
(4) Done your job as careful-ly and accurately as others with similar jobs?.
(5) Worked at your usual job, but with some changes because of your health?

(6) Feared losing your job because of your health?

‘Response to 2, 5 atiﬂ 6 y foints
all of the time - ' 1
most of the time - 2

~some of the time ' 3
none of the time 4
Réspbnsé to 1,3 and 4 _ Points
all of the time = | . S 4

“most of the time - | 3
some of the time S 2
none of the time _ 1

where:

((maxunum response score) - {minimum response score)) = 3

» The subgroups of questions are scored in reverse. Since Tablc2 mdlcates that 0% is poor and 100% is good, 1

file:///C|falgoritmo/Functional Status Questionnaire.htm (3 di 7) [30/04/2001 12.50.22]



" " Functional Status Questionnaire ‘ ‘ i (

‘have scored as in the ables above.
Social Activity: During the past month have you :
+ « (1) Had difficulty visiting with relatives or friends?

(2) Had difﬁéulty participating in community activities, such as religious services, social activities, or volunteer
work?

.. (3)Had difﬁéulty taking care of other people such as family members? .

i Res}io,nse' o B .. Points
usually did with no difficulty o 4
some difﬁculty_ . — 3
much difﬁculty‘ | | | ‘ 2
usually didn ot do because of health ” 1
usually did not do for other reasons o 0

where:

» I will assume that "usually did not do for other reasons" is not a "valid" response, so that the ((maximum response
score) - (minimum response score)) =3; sce scoring cxample on page 145

Quality of social interaction: During the past month, have you:
(1) Isolated yourself from people around you?. |

(2) Acted affectionate toward others?

(3) Acted vil"rita“ble to,\-vard those around you?

(4) Made unreasonable dema.nds on your family and friends?

(5) Gotten along well with other people?

Responseto 1, 3and 4 | - Points
|| all of the time | ( 1
‘most of the time | : 2
a good bit of the time | 3 N
‘sorr'le of the time. 7 : : : 4
{| alittle of the time : - . 5
none of the time B ‘ ' .6
I.Résponse to2and5 A. 7_ — Points
| all of the time : [ |:

ﬁIe:/:'ICUalgdritmofFunctional Status Questionnaire.htm (4 di 7) [30/04/2001 12:50.22]



Functional Status Questionnaire ' ‘ /l C)

! 1l ]
-most thh"f_':‘t_izrﬁe . o ' 5
a good bit of the time | | | 4
some of‘thé time. =~ | 3
a little of the time . | : 2
“none of the tirrie: ' o _ 1

where:
. * {(maximum response score) - (minimum response score)) = 5

» The subgroups of questions are scored in reverse. Since Table2 indicates that 0% is poor and 100% is good, I
have scored as in the ables above.

Single Item Questions
(1) Which of the following statements describes your work situation during the past month?
» working full-time
» working part-time
* unemployed looking for work
-+ unemployed because of my heéith
» retired because of my health
« retired for some other réason
(2) During the past month, how many days did illness or injury keep you in bed all or most of the time:
» Responses: from 0 to 31 days ’ | o

(3) During the past month, how many days did you cut down on the thingé you usually do for one-half day or more
because of your illness or injury?: ‘

. Rcsponées: from 0 to 31 days
{4) During the past month, how satisfied were you with your scxual relationships?
e vet.'y satisfied

. © e satisfied
* not sure"
» dissatisfied
« very dissatisfied
+'did not have any sexual relationships

(5) How do you feel about your health?

file:///C|/algoritmo/Functional Status Questionnaire.htm {5 di 7) [30/04/2001 12.50.22]



* ' Functional Status Questionnaire . , : 1 C}
S . ver'y‘satisﬁed - : | . - ‘
| » satisfied |
'« not sure
. dissatisﬁed_
. \}ery dissatisfied

(6) During the past month, about how often did you get together with friends or relatives, such-as going out
together, visiting in each other's home, or talking on the telephone?

* every day

* several times a week

= about once a week

» 2 or 3 times a month

= about once a month

* not at all

Scoring

transformed scale score =

= (((SUM of response scores for each grouping) / (number of questions with valid information)) - 1) * (100 / ((maximum
valid response score) - (minimum valid response score)))

where:
* The eqﬁation used for the transformed scale scorc in the original article was corrected in an erratum.
* In the implemenfation I have mz;de it so that there are no unanswered questions, while the original article allows
for unanswered questions.
Interpretation

Based on the diagram in TaBle 2 (page 145), the following are approximations were made from the length of the
lines for the indicated warning zones.

Parameter _ - . - - Warning Zone ' Good

basic activities of daily living - | 0-87 o 88 - 100

intermediate activities of daily living 0-77 = _ 78 - 100

mental health R 0-70 . 71-100

work 'pcrfomaﬁcé (see note) | 0-78 - 79 - 100

social activities | | | 0-78 79 - 100

quality of interactions o | 0 —-69. a - 70-100

file:///Clfalgoritmo/Functional S_t'a'tus Questionnaire.htm (6 di 7) [30/04/2001 12.50.22]



A ’Fu‘ncfiona_l Status Questionnaire j_C/

Note: Work performance not shown in table, so made same was social activities.
Ifthe pers;on scores within the waming zone, theﬁ the patient has a proble'm that needs to be :;n\(éstigated more.
References:
Erratum -J Gen Intern Med. 1986, 1: 427,

Jette AM, Davies AR, et al. The Functional Status Qucstlonnalre Reliability and validity when used in prlmary
care. J Gen Intern Med. 1986; 1: 143 149.
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Pain Intensity Rating Scales

.{A) Numerical Verbal Scale

| |
No Pain Worst Pain
Imaginable

(B) Visual Analog ScaleFigure 1. Pain intensity Scales

W10 vtn Visual Analug Scale (YAS)

] |- [ |- | | |

Nu Paln as Bad
Pain . - as it Ceuld
Possibly Be

B Wong-Baker FACES Pain Hatng bdCate

T @GO

Ma Hur‘t Hurt l.ltt|c Hurt., Lll:l:lc Hurl:_- Even Hl.rt. Wholc l—uri:..-
. Mare More - ‘worst

A. Numerical Verbal Scale. B. Visual Analog Scale. C. FACES Pain Rating Scale.

Adapted with permission from Wong DL, Hockenberry-Eaton M, Wilson D, Winkelstein
ML, Schwartz P: Wong's Essentials of Pediatric Nursing, 6/e, St. Louis, 2001, P. 1301.
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Brief Pain Inventory (Short Form)®

Study ID# Hospital#
Do not write above this line
Date: . / /.
Time:
Name: - . . )
Last ' First Middle Initial

1) Throughout our lives, most of us have had pain from time to
time {such as minor headaches, sprains, and tocthaches).
Have you had pain other than these everyday kinds of pain
today?

1. yes 2. no

2) On the diagram,wshade‘in the areas where you feel pain. Put
an X on the area that hurts the most. s
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2) Please rate yduf painﬁby circling the one number that best
describes your pain at its WORST in the past-24 hours.

0 1 2 3 4 ] 6 7 g8 9 10
No , o ) Pain as bad as
pain ’ ‘ you can imagine




4) Please rate your pain by circling the one number that best
describes your pain at its LEAST in the past 24 hours.

0 1 2 3 4 5 6 7 8 9 10

No Pain as bad as
pain \ . you can imagine

5} Please rate your pain by circling the cne number that best
describes ycur pain_ on the AVERAGE.

o - 1 2 3 4 . 5 6 7 8 9 10

No Pain as bad as

pain you can imagine

6) Please rate your pain by circling the one number that tells
how much pain yocu have RIGHT NOW.

0 1 2 3 1 5 6 7 8 B 10

No Pain as bad as
pain . you can imagine

7) What treatments or medications are you receiving for your
pain?

8) In the past 24 hours, how much RELIEF have pain treatments
or medications provided? Please circle the one percentage
that most shows how much,

N

0% 10% 20% 30% 40% 50% 60% 70% 80% %0% 100%
No Complete
relief : . relief

9) Circle the one number that describes how, during the past 24
hours, PAIN HAS INTERFERED with your:

A. General Activity:

0 1 2 3 4 5 6 7 8 9 . 10

Does not . . Completely

interfere ’ interferes
B. Mood

0 1 2 3 4 5 6 © 7 8 - 10

Does not - Completely

interfere interferes



C. Walking ability

.0 1 2 3 4 5 .6 7 ) 9 10
Does not .. Completely
interfere g interferes

D. Normal work (includes both work outside the home and

housework)
0 1 2 3 4 5 6 7 ] 9 10
Dces not o Completely

interfere _ : . interferes

E. Relations with other pecple

] 1 2 3 4 5 6 7. 8 9 10

Does not - ' Completely

interfere ) interferes
F. Sleep

0 i 2 3 -4 5 6 7 8 i} 10

Does not : Completely

interfere T, . interferes

G Enjoymeﬁt of life

0 1 2 3 4 5 6 7 8 9 10
Does not i Cempletely

interfere : . : interferes

Used with permission, May be duplicated and used in clinical practice.
-Source: Dr. Charles Cleeland, Anderson Cancer Center, Pain Research

Group, 1100 Holcombe, Housten, TX 77030.



1. How well can you perform personal self care
activities including washing, dressing, using the
bathroom, etc?

{ can look aRer myself normally withous exird discomlort

i can fook afer myself normally but have extra discomfior
Seff pare actvities are uncomicortzble and are dene slowly
1 manags most of my personat self cars with some help

i nead a iof of help daily in most aspects of my seif cara

t cannct perform self care astvites .

oo0odood

2. How well can you fift and carry?

{ pan B and sasry hesvy objects withou! extra discomice
{ gan &fi and carry heavy objects but | get extra discomfor
i can ifi and camy heavy cbjects

i can only li% and camy ght to mediuns oljects

{ can only liff very light objects

1 zannct [if or sarry anything at a8

noooeo

3. How well can you walk'(you may chedk more thas one bowi?

There is ho change fram befora my injury

Sympicms prevent me from walking mere than 1 mile
Symplems prevent me from wilking more than 1/2 mile
Symipioms prevent me frem walking more than 1/4 mife
{ walit only shart distances

i use 3 oane, crutches or walker

1 am limited iz use of 3 whealehair

DoDoooDO0

4. What is the most strenuous. lewvel of activity that
you can do for at least 2 minutes?

Very haavy agiivily

Heavy activity

Moderate actvity

Light activity

ary light aciivity

Extremely light 1o no activity

5, How well can you climb one flight of stairs?

oguoaaoo

O Mo difficully {and you can easily perdfonn the activity)
0  Some diffcully (bot you can stili parform e activily)
QO Atot of Siffizalty {out you can still performs the actvity}
O  Cznnet oiimb one flight of stalrs

6. How well ean you sit for a period of time {even
with some pain or discomfort] before you
absolutely have to stand, walk or lay down?

1 can sit without any tme Emitations
§ zan only sit betwean f hourto 2 hours ata time
i can only &t betwesn 20 and B0 minutes at atime
i can only it petwesn 15 and 20 minutes at a time
- 1can only sit for less than 15 minutes a1 a time
i san not s et &l

[noooog

oDogo

7. How well can you stand 'or watk for a period of
time {even with same pain or discomfort) before
you zbsolutely have to sit or lay down?

| zan standfwalk without any time Emitations

| ean andy standfwatk beswesn THourio 2 hours a3 a tims

| zan ondy standiwalk batwesn 20 and 50 Avinutes st & tme
| man ondy siandhwslk befween 15 and 20 minuies st a rime
| 2an cnly standiwalk for less than 18 minules at a time

| zan not stand or walk st a4 .

opppop

8. How well can you reach and prasp something off
a shelf at chest level?

Me diffieulty fand you can easily perform the aofivity}
Some difficatity (but you can still perform the activity)
A ot of Efficeity (but you can st do the activity)
Unable {you cannot do his actvit)

Lo

. How well can you reach and grasp something off 2
shelf overhead?

Mg difficulty (and you cam 2asily perform the astivity)
Some cificuity (but you can siifi perfarm the activity)
A lot of dificulty (but you can siill do the activily)
Unable {you nannot do this activity

gopoao

e

10. How well can you push or pull {eveﬁ with some pain
or discomfort)?

S | ean pushor pull very haawy oojects -

O  tean push or pail heavy abjzeis

O lean pushoor gull light cbiecis

O lizan push or pall very light chjects

O i can net push or pull anything

11. Do you have any difficulty with gripping, grasping;
holding and manipulating objects with your
hands?
Pz difficuity {and you can easily perform the sctivity]
Same difficuity {but you can 518 perform the sctivity)
Aot of difficuity {bart you can still do the actiity)
Linable {you cannat da this aciiviy}

12. Do you have any difficulzy with repetitive motions
such as typing on a computer?

O Mo difiiciity (anc you can easdy perform the acivit

3 Some dificuity [but you can still peform the sotvity}

O A lot of difficuity [but you can still do the acthity?

32 Unakle {yor cannot do this activiiyl
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. Do you have any difficulty with forceful activitles

with your arms and hands?

No difficulty {and you can easily perform the activity)
Some difficulty (but you can still perform the activity}
A jot of difficuity (but you can still do the activity)
Unable (you cannot do this activity)

Do you have any difficulty with kneeling, bending or
squatting?

Ne difficuity {and you can easily parform the activity}
Some difficulty (but you can still perform the activity)
A lot of difficulty (but you can still do the activity)
Unabie (you cannot de this activity)

Do you have any difficulty with sieeping?

| have no trouble sleeping because of my injury

My sleep is stightly disturbed {tess than 1 hour sleepless)
My sleep is mildly disturbed (1-2 hours sleepless)

My sleep is moderately disturbed (2-3 hours sleepless)
Wy sleep is greatly disturbed {3-5 hours sleepless)

My slaep is completety disturbsed {5-7 hours slespless)

. In regards to sexual function {orgasm, ejaculation,

lubrication, arection} changes since and because of
YOUr injury: ’

There bas not been a change because of my injury
There has been a slight change because of my Injury
There has been a moderate change because of my injury
There nas been a major change because of my injuty

No sexual functioning because of my injury

. In regards to your pain at the moment:

[ have ne palh at the moment

My paln is mild at the moment

My pain is moderate at the moment

My pain is severe at the mament

My pain is the worst imaginable at the moment

In regards to your pain mest of the time: .

| have na pain most of the time

My pain is very mild most of the time

My pain is moderate most of tha tirme

My pain is fairly severe most of the time

My pain Is the worst imaginable most of the time

How much do your injury and/or pain interfere with
your ability to travel?

None

Some cr a littie of the time
Alot or mest of the time

All of the time - | can' travel

+

[y Y ey ]

20, How much do your injury and/or pain interfers with
your ability to engage in social activities?

2 None _

3  Some or a litlle of the time

o} Most of the time

3 Al of the time — | can't engage in social activities

21. How much do your injury andior pain interfere with
your ability to engage in recreational activities??

O None .
= Some or a little of the time
2 Adotor most of the ime
O Al of the time — | can't engage in recreational activities
22. How much do your Injury and/or pain interfere with
toncentrating and thinking?
None
Some or a little of the time
A dot or most of the time
All of the time — | can't concentrate or think very clearly
23. How much has your injury andior pain caused
emotionsl distress with depression or anxiety?
3 None .
2 Some or a litile of the fime (mild depressicn or anxiety}
T Alolor most of the time (moderate deprassion or anxisty}
3 Al of the time {severe depression of anxiety}

24, Has there been any change in your ability to
communicate (writing, typing, seeing, hearing,
speaking) since and because of you injury?

No - Mild Moderate | Severe
Change | Change | Change Change
Writing .
Typing
Seeing
Hearing
speaking

25. 1! zero indicates "no pain” and ten indicates "pain as
bad as it can be,” on 2 scale of 0 to 10, what is your
level of pain for the following guestions?

What was your pain levei on average during the past week
(circle the appropriate number)?

NoPain0 123456789 10 Pain as bad as it can be

What was your pain levet at its worst during the past week
(circie the appropriate number)?

NoPaln0 123456789 1C Pain as bad as it can be




Figure 12. Instrumental Activities of Daily Living Scale (IADL)

A. Ability 1o use telephone

1. Operates telephone on own intiative; 1
iooks up and dials numbers. etc. 2. Launders small iteprs: rinses stockings, etc.
3. Dials a few well-known nunibers i 3. All laundry must be done by others.
3. Answers telephone but does not dial 1
4. Does not use telephone ar all. G
B. Shopping E. Mage of Transportation
1. Takes care of all shopping needs 1 1. Travels independently on public
independently tfansportation or drives own car.
1. Shops independently for small purchases 0 2, Arranges own travel via taxi, but does not
3 Needstwobe 1t:compamed on any shopping 0 othenwise use public transportation.
trap. 3. Travels on public transportation when
4. Completely unable to shop. 0 accompanied by another.
4. Travel limited to taxt or antomebile with
. Food Preparation assistance of another.
' 3. Does not tzavel at all.
1. Plans, prepares and serves- 'adequate meals 1
mdependently
2. Prepares adequate meals if supplied with 0 G Responsibility for own medications
ingredients _ ' . Y
3. Heats, serves and prepases meals or prepares 0 1. Is responsible for taking medication in
meals but does not maintain adequate diet. . correct dosages at correct fime.
4. Needs to have meals prepared and 0 2. Takes responsibility 1f inedication 15
served. prepared in advance in separate dosage.
3. Is not capable of dispensing own
D. Housékeeping medication.
1. Maintams house alone or with occastonal 1 H. Ability to Handle Finances
assistance (e.g. “heavy work domestic help™ ) . :
2. Performs hght daily tasks such as dish- 1 1. Manages financial matters independently -
washing, bed making (budgets, writes checks. pays rent, bills goes to
3. Performs light daily tasks but cannot 1 bank), collects and keeps track of mcome.
taintain acceptable level of cleanhiness. 2. Manages day-to-day purchases, bus needs
4. Needs help with all home maurrenance tasks. i help with banking, major purchases, atc.
5. Does not participate oy ay housekeepmg o 3. Incapable if handling money.

tasks.

E Laundry

1. Ddes personal laundry compleraly

—

Lawton MP, Brody EM. Assessment of older people Self-maintaining and instrumental activities of daily

living. Gerontologist. 1969 9:179-86. Permissionito reprint still:ipending’ lf/@ ?_{V\ M




PAIN SCREEN Date_ J__J

Resident Name - Age . Room

- Diagnosis

Physician _ . Nurse

Objective: This interview will help to identify the level of pain education and history of the resident to provide optimal resident comfort in the
_process of easing, conirolling and/or diminishing pain. The following documentation may be mutually established with the help of the resident,
" family members and staff, If the resident is nonverbal, ask a family member or significant other if they can answer any of the questions. If not,

note “not able to obtain from resident or significant other.”

Who Answered the foltowin g questions:

OResident Family Member (na‘me) - Relationship to Resident:
RESIDENT INTERVIEW: '
1. Do vyouhave painnow? OYes [OINo OIIf S/es, PAIN SCORE of using: [JWong-Baker ONumerical OFLACC

2. Do youeverhave pain? [IYes [3No [If Yes, how ofien and where:

Within the last two weeks, have you taken any medications or treatments to control pain? OYes ONo Olfyes, list details:

.

et

.

4,  Are vou able to report your pain to the nurse? OYes- [ONo EI[f.-No, why not:
5. Do you feel that it is normal to have pain? OYes [INo [OIfNo, why not:
6. Do you feel that all pain should be treated? ' OYes - ONo  Oif No, why not:

7. Do you have any cultural or religious beliefs that would influence the management of pain?  OYes [No

OOIf Yes, please explain:

8. How intense does your pain need to be to be treated? [JRate on a Scale of 1—10 Or, explain:

9. How have you treated your pain in the past? (Explain) (medications, other modalities):

10. Have you ever used alcohol to relieve vour pain? OYes [ONo

11. What drugs, legal or illegal, have you used in the past'to relieve your pain? [INone  List drugs:
EA . » L‘

.,

| INTERVIEWER OBSERVATIONS: .
1. . Ifthe resident is not able to describe pain, please check below if there are any current nonverbal signs of pain:

OMoaning/Yelling If.lecking ORestless Movements [Combative OGrimacing  OGuarding  [JRubbing Area
ONo Signs of pain . OOther: .
2. EDUCATION: OResident educated to report pain to the nurse DFamin/signiﬁcant other educated to report signs of

resident’s pain to the nurse  CJFamily/significant other not available at admission-to discuss/educate re: pain management
OTHER OBSERVATIONS: ' - .

L




PAIN ASSESSMENT =~

Résident Name_: . 7 Age Room

Diagnosis

Inttial Instructions: {1y Compleie SECTION 1. If the resident has pain now or has had f)ajn recently, follow the instructions to assess each site of
pain. Use another Pain Assessment Form if there are more than 2 sites of pain.  (2) Complete SECTION 1L

Who Answered the following questions?: (if the resident is nonverbal, ask a family member if they can answer any of the questions. If not, note
“not able to obtain from resident or significant other.”) B

Y

SECTION I-INDICATE THE BEST RESPONSE FOR RESIDENT ASSESSMENT:

i. COMMUNICATION: s resident alert & oriented? OYes ONo | Can resident verbalize pain? OYes ONo
2. PAIN SITE PHYSICAL LOCATION: Instructions: Circle the anatomical location on the anatomy charts in SECTHON I, Number the sites of
pain from 1-2 and answer the questions for that site. More than 2 sites of pain. use an additional form,

Chest Pain _ Headache Pain_

Back Pain: Upper Back_ Lower Back  AMiddle Back____ | HipPain:  RightHip__ LeftHip Boih
Abdominal Pain: Upper Ab___ Lower Ab;w, Middle Ab__ Arm l’éinf Right Avm____ LefiArm___ Both_
Leg Pain: Righr Leg Left Leg Both Knee Pain: ngll'zf Knee lefi Knce‘_ Both___
Elbow Pain: Right Elbow__ Left Elbow Borh%' Shoulder Pain: Right Sh. Lefi Sh. Boih

Incision Pain (specifv):

Wound Pain (specify):

Jomt Pain (specilv):
Other (specifv):

PAIN SITE #1 ASSESSMENT: .
1. PAIN CHARACTERISTICS: ODull Pain OSharp/Stabbing Pain  OPressure  OThrobbing and Radiating Pain EJBurning  OHiching
, OOther {specify}) ‘

BPain upon movement (Spécitv):
OPain upon tonch (specify):

OOther (specify): ) 7
2. PAIN FREQUENCY AND TIME: OPain is daily OPain is less than daily - OAlt Times © Ointermittent / no pattern
Time of dav ] Pain Duration
3. NON-VERBAL OBSERVATIONS: OAnger DAgitation, Fidgeting and Resttess  OComplaining  OSighing and/or breathing heavily
OCrying. Moaning and/or Yeiling ODepressed. Sad and Worried Look  OWincing and Wrinkled Brow
OFrightened, Guarding and Withdrawn Look  OMuscle Rigidity. Resistive, Tense Fingers/Fist
OOther (specity) -

4. PAININTENSITY: Score trom Pain Rating Scale"., OWong-Baker OiNumerical OFLACC  Scale Score:
INSPECTION OF PAIN SITE: (specity findings of swelling. redness, heat, ete.}

n

PAIN SETE #1 ORIGIN AND DIAGNOSIS:

PAIN SITE #2-ASSESSMENT: )

1.  PAIN CHARACTERISTICS: TiDull Pain  CISharp/Stabbing Pain - OPressure  OThrobbing and Radiating Pain . OBurning Oltching
OOther (specify) : .

OPain wpon movemernt {specity):

OPain upon torch (speeity)?

OOther {specity): : -

2. PAIN FREQUENCY AND TIME: OPain is daily [Pain is less than daily  OAIl Times Olintermittent / no pattern

Time of day Pain Duration__
3. NON-VERBAL OBSERVATIONS:  OAnger OlAgitation, Fidgeting and Restless ~ OComphining  OSighing and/or breathing heavity
OICrying. Moaning and/or Yelling ODepressed. Sad and Worried Look  TWincing and Wrinkled Brow
OFrightened, Guarding and Withdrawn Look  OMuscle Rigidity, Resistive. Tense Fingers/Fist
OOther (specify) ) ’ :

4. PAININTENSITY: Score from Pain Rating Scale: OWong-Baker DOINumerical DOFLACC  Scale Score:
INSPECTION OF PAIN SITE: (speeify findings of swelling. redness. heat, etc.)

e

PAIN SITE #2 ORIGIN AND DIAGNOSIS:




SECTION 11—
INDICATE LOCATION OF PAIN:

PAIN SITE #1 - PAIN MANAGEMENT HISTORY AND RESIDENT GOALS:
[

2.

What causes or increases the pain?

What medications and other methods have been used to relieve the pain?

How well have these medications and methods worked?

What is the resident’s goal for pain management? ODecrease pain Olmproved mobility Olmproved sleep
QOther: (explain)

2.

3.

4.

PAIN SITE #2 - PAIN MANAGEMENT HISTORY AND RESIDENT GOALS:
1 ' . '

What causes or increases the pain?

i

What medications and other methods have been used to relieve the pain?

How well have these medications and methods worked?

What is the resident’s goal for pain management? CDecrease pain Olmproved mobility lmproved sleep
OO0ther: (explain)

OBSERVATIONS AND/OR COMMENTS:

1.
2.
3.

8.

. Emotions (complacent, agitated or aggressive behavior, etc.)  [INo change OEmotional change (Explain):

Accompanying symptoms associated with pain: (Example: Nausea, Headache)

Appetite:  [No change OLoss of appetite  ClDifficult to sit and eat OOther: {explain)

Sleeping: [ONo change DODifficult to sieep at night  OJOther: (explain)

. Physical Activity: OONo change OIDifficuit to sit-up/get-up/walk ONon-participation in favorite activity

OOther: (explain)

Relationship to others: - [OONo change [TiDecrease in social action OTotally withdrawn from friends, family, etc.
OOther: (explain) :

Concentration: [No change [Loss of concentration [IOther:

Personal Hygiene: OONo change OUnable to wash, dress or perform personal care  [Other:

Note: Information is to be used to formulate the Resident's Pain Treatment Plan. (Care Plan)

RN Signature




Photocopy for usé by clinician

~~ Sample Pain Scale

Sample Pain Scale : ' .

Please circle the number which best describes where you pain level is right now:

0 1 2 3 4 5 6 7 8 9 T 10°
No pain ’ Worst
* possible pain

Sample Pain Diary

Write down you pain level in the diary at the same hour every day.

o~
’

Reference Guide for Clinicians for the Treatment of Chronic Non-Malignant Pain o

1T



#

General Recommendations for
Management of Chronic Non- .
Malignant Pain - o

General Recommendations for Management of
Chronic Non-Malignant Pain

The general recommendations for the management of chronic non-malignant pain
are outlined as follows: ) .

oy

College of Physicians and Surgeons of Ontario,

« Establish a diagnosis and rile out serious causes of .pain.

o Assess degree of distress and functional disability caused by pain (inquire
about activities altered by pain such as work, home, leisure, ADL). Obtain
pain ratings at the outset, and then-at regular intervals to monitor progress.
A suggestion is a follows® -

My present pain is: :

0 1 2 i 4 5
(No pain) (mild) (discomforting) (distressing) (hurrible) (excruciating)

My worst pain today was:

-

0 1 2 3 4 5
(No pgin)  (mild) (discomforting) - (distressing) (horrible} (excrucisting)
My least pain today was: e
0 1 2 3 4 . 5
(Mo pain)  (mild) (discomforting) (dis_tressing) {horrible} (excruciating)_

» Identify aggravating and relieving factors.
!

+ Conducta ment;{l status examination to rule out depression, anxiety and
other conditions' that might contribute to pain.

+ Take alcohol and drug history. In pamcular mqmre about alcohel,
benzodlazepmes prescription opioide, over-the-counter drugs containing
opioids like :Tvlenol #1 and 222s. barbiturates like Fiorinal, and illicit drugs
such as cannabis and cocaine.

t
« Inquire about psvchosocial history

«  (btain recordq from prev:ous physmam in order to av 01d delays and
’ _dupllcate investigations’ . I

i .
r



My present pain is:

0
(No pain)

1
(mild}

2

(discomforting)

My worst pain today was:

0 .
(No pain)

0
{No pain)

1
(mild)

[
(mild)

2
(discomforting)

" My least pain today was:

2

(discomforting)

3 4 5

(distressing) (horrible) {cxc'ruciatiﬁg)

3 4 5
(distressing) (herrible) {excruciating)

3 4 5

(di.st;'essing) (horrible) (excruciating}

1T



Date

f

&

PAIN RATING SCALE

Age Room

Res_lider.lt Name

- GENERAL INSTRUCTIONS: Choose only one appropriate scale based upon the resident’s ability to respond. Identify .~
the scale used and the score for that scale on the bottom of this form. Any score above 0 requires a Pain Assessment.

lm!fa." Instructions: Explain to the resident that each face is-for'a person who feels happy.because hé or she has no pam (hurt) or <ad bncaur:e he or
she has some or a lot of pain. FACE 0 is happy because he or she doesn’t hurt at all. FACE 2 -hurts just a little bit FACE 4 hurts a littte more.
FACE 6 hurts even mofe, FACE 8 hurts a whole lot. FACE 10 hurts as much as vou can imagine. although vou.don’t have to be crying to-feel

this bad. Ask the resident to choose the face that best describes how he or she is feeling.

HURTS HU RT‘? HURTS o HURTS
HURT LITTLE LITTLE EVEN WHOLE
BIT ' MORE : MORE LOT

0 2 4 6 8

NUMERIC §C

3 10-that’best describes the ‘Iéi"e;!ﬂjqf |')'ai-'_|'1:.;

HURTS
WORST

10

INTENSE,

NO MILD PAIN, NAGGING PAIN, MISERABLE,
"PAIN ANNOYING UNCOMFORTABLE, HISTRESSING DREABDFUL.
Pain is present TROUBLESOME Unabte to do HORRIBLE
but does not - Can do most some activities Unable to do
lemit activity. activities with hecause of pair. most zetivities

fest perieds. because of pain.

WORST PAIN

POSSIBLE,
UNBEARABLE
Unable to do any
activities because

of pain.

initial Instr HCHORS ! The FLACC isa bchfn ior pain assesément scale for use with nonv erbal residents who are umblc to provide reports of pain.
Rate the resident in each ot the’ hvn measurement (.dICLOHeS add the scores together, and documeént the total pain score.

I
10 -

FACE 0 I 2
No particular expression of smile. Occasional grimace or frown. withdrawn. | Frequent to constant frown, clenched
disinterested. Jaw. quivering chin.
LEGS ' -0 ' i 2
) Normal Position or relaxed. Uneasy, restless, tense, Kicking, or legs drawn up.
ACTIVITY 0 1 , 2,
Lying quietly, normal position, . Squirming, shifting back Arched, rigid, or jerking.
moves easily. and forth, tense. .
CRY 5 0 1 . 2 v
No crying (awake or asleep). Moans or whimpers, occasional complaint Crying steadily, screams or sobs,
. : frequent cqmplajnts.
CONSOLABILITY 0 1 2
Content, relaxed. Reassured by occasional touching, Difficult to console or comfort.
‘ hugging, or “talking to.” Distractible. .
Scale Used: CIWong-Baker Score: Nurse Signature

ONumerical Score:
OFLACC Score:
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~ Screener and 0p|0|d Assessment for
Patlents with Pain- Revised (SOAPP® -R)

The Screener and Opjoid Assessment for Patients with Pain- Revised (SOAPP®-R) isa
tool for clinicians to help determine how much monitoring a patient on long-term opioid
therapy might reqmre This is an updated and revised version of SOAPP V.1 released in.
2003.

Physicians remain reluctant to prescnbe opioid medication because of concerns about
addiction, misuse, and cther aberrant medication-related behaviors, as well as liability
and censure concerns. Despite recent findings suggesting that most patients are able to
successfully remain on long-term opioid therapy without significant problems, physicians
often express a lack of confidence in their ability to dtStIﬂgUISh patients likely to have few
problems on Iong-term opioid therapy from those requiring more monitoring.

SOAPP®-R is a quick and easy-to-use questionnaire designed to help providers evaluate
the patients’ relatlve risk for developing problems when placed on long-term op10|d
therapy. SOAPP®-R is;

« A brief paper and pencil questionnaire ‘ '

« Developed based on expert consensus regarding |mportant concepts likely to
predict which patients will require more or less monitoring on long-term optond
therapy (content and face valld)

Validated with 500 chronic pain patients

Simple to score

24 items

<10 minutes to complete

ldeal for documenting decisions about the level of monltonng planned for a

particular patient or justifying referrals to speciaity pain clinic.

+ The SOAPP®-R is for clinician use only. The tool is not meant for. commeraal
distribution. -

+  The SOAPP®-R is NOT a lie detector. Patients determined to mlsrepresent
themselves will still do so. Other clinical information should be used with,
SOAPP®-R scores to decide oh a particular patient’s treatment. .

« The SOAPP®-R is NOT intended for all patients. The SOAPP®-R should be
completed by chronic pain patients being considered for opioid therapy.

« ltis important to remember that all chranic pain patients deserve treatment of

. their pain. Providers who are not comfortable treating certain patlents should ’

refer those patlents to a specialist.

. ©2007 Inflexxion®, Inc. All rights reserved. 320:Needham Street, Suite 100, Newton, MA 02464
« Phone (617) 332-6028 « Fax (617) 332-1820 » www.inflexxion.com
‘The Screener and Opioid Assessment for Patients with Pain was developed with
a grant from the National Institutes of Health (#2R44DA015617-02)
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SOAPP®-R

The following are some questions given to patients who are on or being considered for
medication for théir pain. Please answer each question as honestly as possibie. There
are no right or wrong answers.

2A

g .| £ ] &
v - =] O c ’
. 2 3| E-l & |2
‘N ) 0 £ @
Z 7] n Q- >
. _ 0 1 2 3 4
1. How often do you have mood swings?
0 ¢ o] Q s}
2. How often have you feit a need for higher doses
of medication to treat your pain? o o o o o
3. How often have you felt impatient with your
doctors? o e} o o o
4. How often have you felt that things are just too
overwhelming that you can't handie them? o o o o o
5. How often is there tension in the home?
e} o] Q C &}
6. How often have you counted pain pills to see
how many are remaining? o o o o o
7. How often have you been concerned that people
will judge you for taking pain medication? o o o o o
?
8. How often do you feel bored* o o o o o
9. How often have you taken more pain medication
than you were supposed to? 0 o o o o
10. How often have you worried about being left
alone? o o o o o
11. How often have you felt a craving for
medication? o 0 o) o o
12. How often have others expressed concern over _
your use of medication? o o o o o
13. How often have any of your close friends had a
. e} o o} o o}
problem with alcohol or drugs?

©2007 Inflexxion®, Inc. All rights reserved. 320 Needham Street, Suite 100, Newton, MA 02464
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14. How often have others told you that you had a o o o
" bad temper? ‘ -
15. How oftenhave you felt consumed by the need
to get pain medication? o o o
16. How often have you run out of pain medication
early? o o 0
17. How often have others kept you from getting
what you deserve? o o c
18. How ofteh, in your lifetime, have you had legal
problems or been arrested? o o o)
19.'How often have you attended an AA or NA
meeting? ‘ o o o
20. How often have you been in an argument that
was $0 out of control that someone got hurt? o O o
21. How often have you been sexually abused? ;O o o
22. How often have others suggésted that you have
a drug or alcohol problem? o o o
~23. How often have you had to borrow pain
‘medications from your family or friends? e o o
24. How often have you been treated for an alcohol
or drug problem? o o o

¢

Please mciude any addltronai mformatlon you wish about the above answers.
Thank you.
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= Phone {617) 332-6028 - Fax (617} 332:1820 - www.inflexxion.com
The Screener and Opioid Assessment for Patients with Pain was developed with
a grant from the National Institutes of Health (#2R44DA015617-02)




| Scoring Instructions for the SOAPP®-R®

All 24 questions contained in the SOAPP®-R have been émpirically identified as
~ predicting aberrant medication- related behavior six months after initial testing.

“To score the SOAPP, add-the ratings of all the questlons A score of 18 or hlgher is
considered positive.

Sum of Questions SOAPP®-R
: Indication
_>»o0r=18 ‘ +
< 18 . . .

What does the Cutoff Score Mean?
For any screening test; the results depend on what cutoff score is chosen. A score that
is good at detecting patients at-risk will necessarily include a number of patients that are.
not really at risk. A score that is good at identifying those at low risk will, in turn, miss a
number of patients at risk. A screening measure like the SOAPP®-R generally
endeavors to minimize the chances of missing high-risk patients. This means that .
patients who are truly at low risk'may still get a score above the cutoff. The table below
presents several statistics that describe how effective the SOAPP®-R is at different
cutoff values. These values suggest that the SOAPP®-R is a sensitive test. This
confirms that the SOAPP®-R is better at identifying who is at high risk than identifying
~who is at low risk. Clinically, a score of 18 or higher will identify 81% .of those who
actually turn out to be at high risk.- The Negative Predictive Values for a cutoff score of
18 is .87, which means that most people who have a negative SOAPP®-R are likely at
low-risk. Finally, the Positive likelihood ratio suggests that a positive SOAPP®-R score
(at a cutoff of 18) is nearly 4 times (3.80 times) as likely to come from's_omeone who is
actually at high risk {note that, of these statistics, the likelihood ratio is least affected by '
prevalence rates). All this implies that by using a cutoff score of 18 will ensure that the
provider is least likely to miss someone who is really at high risk. However, one should
remember that a low SOAPP®-R score suggests the patient is very likely at low-risk,
while a high SOAPP®-R score will contain a largér percentage of false positives (about
30%}); at the same time retaining a large percentage of true positives. This could be
improved, so that a positive score has a lower false positive rate, but only at the risk of
missing more of those who actually do show aberrant behavior.

‘SOAPP_@»—R Cutoff | Sensitivity '| Specificity | Positive = |‘Negative -| Positive . | Negative"~
Score, e BT o | Predictive | Predictive |- Likelihood: | "Likelihood: |
‘~ - o e ] Value ‘Value .| Ratio« - . .| Ratién:.. = -
Score 17.or above . .83 . .65 .56 .88 2.38 .26
Score 18 or above .81 .68 . 57 87 3.80 - .29 .

‘| Score 19 or above 77 .75 .62 .86 3.03 .31

©2007 inflexxion®, Inc. All rights reserved. 320 Needham Street, Suite 100, Newton, MA 02464
» Phone (617) 332-6028 = Fax (617) 332-1820 » www.inflexxion.com .
The Screener and Opioid Assessment for Patients with Pain was developed with
a grant from the National Institutes of Health (#2R44DA015617-02)

nflexxnon




How does the SOAPP®-R help determine appropriate treatment?

The SOAPP®-R should only be one step in the assessment process to determine which
patients are high-risk for opioid misuse. The following discussion examines the
assessment and treatment options for chronic pain patients who are at risk (hlgh risk or
medium risk) and those who are likely not at risk.

Who is at a high risk for opioid misuse? (SOAPP®-R score = 22 or greater”)
Patients in this category are judged to be at a high risk for. opioid misuse. These
patlents have indicated a history of behaviors or beliefs that are thought to place them at
a higher risk for opioid.misuse. Some examples of these behaviors .or beliefs include a
current or recent history of alcohol or drug abuse, being discharged from another ‘
physician’ care because of his/her behavior, and regular noncompliance with physicians’
orders. These patients may have misused other prescription medications in the past. it -
is a good idea to review the SOAPP®-R questions with the patient, especially those
items the patient endorsed. This will help flesh out the clinical picture, so the provider
can-be in the best position to design an effective, workable treatment plan. '

Careful and thoughtful planning will be necessary for patients in this category.
Some patients in this category are probably best suited for other therapies or need to
exhaust other interventions prior to entering a treatment plan that includes chronic opioid
therapy. -Others may need to have psychological or psychiatric treatment prior to or
‘concomitant with any treatment involving opioids. Patients in this category who receive
opioid therapy should be required to follow a strict protocol, such as reguiar urine drug
screens, opicid compliance checklists and counseling.

Specific treatment consuderatlons for patients in this high-risk category: .
¢ Past medical records should be obtained and contact wnh previous and current
" providers should be maintained.

» Patients should also be told that they would be expected to initially give a urine
samplé for atoxicology screen during every clinic visit. They should also initially. be
given medication for limited periods of time (e.g., every 2-weeks). .

« . ldeally, family members should be interviewed and involvement with an addiction
medicine specialist and/or mental health professional should be sought.

» Less abusable formulations should be considered (e.g., long-acting versus short-
acting opioids, transdermal versus oral preparation, tamper-resistant medications).

« Early signs of aberrant behavior and a violation of the opioid agreement should resuit
in a change in treatment plan. Depending on the degree of violation, one might
consider more restricted monitoring, or, if resources are limited, referring the patient
to a program'where opioids can be prescribed under stricter conditions. If violations
or aberrant behaviors pérsist, it may be necessary to discontinue opioid therapy. .

* * Note these are general ranges.” Clinicians should also complement SOAPP scores with
other clinical data such as urine screens and psychological evaluations.
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Who is at a moderate risk for opioid misuse? (SOAPP®-R score ='10 to 21%)

Patients in this category are judged to be at a medium or moderate risk for opioid
misuse. These patients have indicated a history of behaviors or beliefs that are thought
to place them at some risk for misuse. Some examples of these behaviors or beliefs are
family history of drug abuse, history of psychological issues such as depression or
anxiety, a strong belief that medications are the only treatments that will reduce pain and
a history of noncompliance with other prescription medications. It is a good idea to
review the SOAPP®E-R items the patient endorsed with the patient present.

Some of these patients are probably best treated by concomitant psychological
interventions in which they can learn to increase their pain-coping skills, decrease
depression and anxiety, and have more frequent monitoring of their compliance. They
may need to be closely monitored until proven reliable by not running out of their
medications early and having appropriate urine drug screens.

Additional treatment considerations for patients in this category:

e Periodic urine screens are recommended.

« After a period in which no signs of aberrant behavior are observed, less frequent
clinic visits may be indicated. !f there are any violations of the opioid agreement,
then regular urine screens and frequent clinic visits would be recommended.

+ After two or more violations of the opioid agreement, an assessment by an addiction

"~ medicine specialist and/or mental health professional should be mandated.

» After repeat violations referral to a substance abuse program would be
recommended. A recurrent history of violations would also be grounds for tapering
and discontinuing opiocid therapy

* Note these are general ranges. Clinicians should also complement SOAPP scores with
other clinical data such as urine screens and psychological evaluations.

‘Who is at a low risk for opioid misuse? (SOAPP®-R score < 97)

Patients in this category are judged to be at a low risk for opioid misuse. These
patients have likély tried and been compliant with many other types of therapies. They
should be able to handle their medication safely with minimal monitoring. They are apt
to be responsible in their use of alcohol, not smoke cigarettes, and have no history of
previous difficulties with alcohol, prescription drugs, or illegal substances. This patient

. probably reports few symptoms of affective distress, such as depression or anxiety.

As noted previously, the SOAPP®-R is not a lie detector. The provider should be
alert to inconsistencies in the patient report or a collateral report. Any sense that the
patient’s story “doesn’t add up” should lead the provider to take a more cautious
approach until experience suggests that the person is reliable.

Patients in this category would be likely to have no violations of the opioid
treatment agreement. These patients are least likely to develop a substance abuse
disorder. Additionally, they may not require special monitoring or concomitant
psychological treatment.

Additional treatment considerations for patients in this category:
« Review of SOAPP®-R questions is not necessary, unless the provider is aware of
inconsistencies or other anomaly in patient history/report. -

©2007 Inflexxion®, Inc. All rights reserved. 320 Needham Street, Suite 100, Newlon, MA 02464
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+ Frequent urine screens are not indicated.

Less worry is needed about the type of opioid to be prescribed and the frequency of
clinic visits. _

Efficacy of opioid therapy should be re-assessed every six months, and urine
toxicology screens and update of the opioid therapy agreement would be

recommended annualiy.

* Note these are general ranges. Clinicians should alse complement SOAPP scores with
other clinical data such as urine screens and psychological evaluations.

©2007 Inflexxion®, Inc. All rights reserved. 320 Needham Street, Suite 100, Newton, MA 02464
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Current Opioid Misuse Measure (COMM)

The Current Opioid Misuse Measure (COMM) is a brief patient self-assessment to monitor chronic
" - pain patients on opioid therapy. The COMM was developed with guidance from a group of pain and

addiction experts and input from pain management clinicians in the field. Experts and providers
identified six key issues to determine if patients already on long-term opicid treatment are exhlbmng
aberrant medication-related behaviors:

- - Signs & Symptoms of Intoxication

- Emotionaf Volatlility

- Evidence of Poor Response fo Medications

- Addiction '

- Healthcare Use Patterns

- Problematic Medication Behavior

The COMM will help clinicians identify whether a patient, currently on long-term opiocid therapy, may
be exhibiting aberrant behaviors associated with misuse of opioid medications. In contrast, the
Screener and Opioid Assessment for Patients with Pain (SOAPP) is'intended to predict which
patients, being considered for long-term opioid therapy, may exhibit aberrant medications behaviors
in the future. Since the COMM examines concurrent misuse, it is ideal for helping clinicians monitor
patients’ aberrant medication-related behaviors over the course of treatment. The COMM is:

A quick and easy to administer patient-self assessment

17 items

Simple to score

Completed in less than 10 minutes :

Validated with a group of approximately 500 chronic pain patients on opioid therapy

Ideal for documenting decisions about the level of monitoring planned for a particular

patient-or justifying referrals to specialty pain clinic.

»  The COMM is-for clinician use only. The tool is not meant for commercial distribution.

+  The COMM is NOT a lie detector. Patients determined to misrepresent themselves will
still do so. Other clinical information should be used with COMM scores to decide if and
when modifications to particular patient's treatment plan is needed.

« Itis important to remember that all chronic pain patients deserve treatment of their pain.

Providers who are not comfortable treating certain patlents should refer those patients to

a spemallst

® 8 a s & @
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COMM |

Please answer each question as honestly as possible. Keep in mind that we are 6nly asking about
the past 30 days. There are no right or wrong answers. If you are unsure about how to answer the
question, please give the best answer you can.

'1 In the past 30 days, how often have .‘ -
you had trouble with thinking clearly or 0 o 0 0 O
-had memory problems? '

2. In the past 30 days, how often do
people complain that you are not : .
| completing necessary tasks? (i.e., doing 0 O - 0 - 0 0
things that need to be done, such as '
going to class, work or appointments)

‘3. In the past 30 days, how often have
you had to go to someone other than your :
prescribing physician to get suffi cient pain

relief from medications? (i.e., another © © © © .
- -| doctor, the Emergency Room, frlends
street sources)

4. In the past 30 days, how often have :
you taken your medlcatlo‘ns differently - 0 0 0 0 ' 0
from how they are prescribed?

5. In-the past 30 days, how often have

you seriously thought about hurﬁng 0 O O o e
yourself? ‘ .

6. In the past 30 days, how much. of your . ,

time was spent thinking about opioid 0 o 0 0 o

medications (having enough, taking them,
dosing schedule, efc.)?

7.In the past 30 days, how often have .O o o O . o
you been in an argument?

8. In the past 30 days, how often have ‘ _ ,
you had trouble controiling your anger O 0 O 8] O
{e.g., road rage, screaming, etc.)? '
9. In the past 30 days, how often have :
| you needed to take pain medications 0 c 0 o 0
belonging to somecne else? :
©2007 Inflexxion®, Inc. All rights reserved. 320 Needham Street, Swte 100 Newton MA 02464 °
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10. In the past 30 days, how often have ‘ _
you been worried about how you're- 0 o O o o
handling your medications? - :
11. In the past 30 days, how often have )
others been worried about how you're o - o . O -0 -0
handling your medications? ‘
-12. In the past 30 days, how often have
you had to make an emergency phone : iy )

call or show up at the clinic without an © © © © ©
appointment?

13. In the past 30 days, how often have '
you gotten angry with people? 0 © © © . O

14. In the past 30 days, how often have
you had to take more of your medication 0O 0 0. -0 0]
than prescribed? L

15. In the past 30 days, how often have _
you borrowed pain medication from - O 0o 0 o - .0
someone else? :
16. In the past 30 days, how often have
you used your pain medicine for -
symptoms other than for pain (e.g., to O 0 0] @] 0
-help you sleep, improve your mood,-or
relieve stress)?

17. In the past 30 days, how often have
you had to visit the Emergency Room? O O . 0 - 0 Q

3
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Scoring Instructions for the COMM

To score the COMM, simply add the rating of all the questions. A score of 9 or higher is considered
a positive

Sum of Questions COMM Indication

>or=9 +
<9 .

As for any scale, the results depend on what cutoff score is chosen. A score that is sensitive in
detecting patients who are abusing or misusing their opioid medication will necessarily include a
number of patients that are not reaily abusing or misusing their medication. The COMM was
intended to over-identify misuse, rather than to mislabel someone as responsible when they are not.
This is why a low cut-off score was accepted. We believe that it is-more important to identify patients
who have only a possibility of misusing their medications than to fail to identify those who are
actually abusing their medication. Thus, it is possible that the COMM will result in faise positives —
patients identified as misusing their medication when they were not.

The table below presents several statistics that describe how effective the COMM is at different
cutoff values. These values suggest that the COMM is a sensitive test. This confirms that the
COMM is better at identifying who is misusing their medication than identifying who is not misusing.
Clinically, a score of 9 or higher will identify 77% of those who actually turn out to be at high risk.
The Negative Predictive Values for a cutoff score of 9 is .95, which means that most people who
have a negative COMM are likely not misusing their medication. Finally, the Positive likelihood ratio
suggests that a positive COMM score (at a cutoff of 9) is nearly 3 times (3.48 times) as likely to
come from someone who is actually misusing their medication (note that, of these statistics, the
likelihood ratio is least affected by prevalence rates). All this implies that by using a cutoff score of 9
will ensure that the provider is least likely to miss someone who is really misusing their prescription
opioids. However, one should remember that a low COMM score suggests the patient is really at
low-risk, while a high COMM score will contain a larger percentage of false positives (about 34%),
while at the same time retaining a large percentage of true positives. This could be improved, s
that a positive score has a lower false positive rate, but only at the risk of missing more of those who
actually do show aberrant behavior. '

COMM Cutoff Score | Sensitivity | Specificity | Positive Negative | Positive Negative
: . Predictive | Predictive | Likelihood | Likelihood
i _ "l -Value Value .| Ratio- Ration
Score § or above 7 .66 .66 95 3.48. .08

nfliexxion*

« www.inflexxion.com

©2007 Inflexxion®, Inc. All rights reserved. 320 Needham Street, Suite 100, Newton, MA 02464
» Phone (617) 332-6028 -« Fax {617) 332-1820
The Screener and Opicid Assessment for Patients with Pain was developed with

a grant from the National (nstitutes of Health (#2R44DA015617-02) and an educational grant from Endo Pharmaceuticals.



Date

ZC,

Patient Name

OPIOID RISK TOOL

1. Family History of Substance Abuse Alcohol

Ilegal Drugs
Prescription Drugs

2. Personal History of Substance Abuse  Alcohol

53. Age (Mark box if 16 — 45)

Tllegal Drugs
Prescription Drugs

4. History of Preadolescent Sexual Abuse

3. Psycho]ogical Disease

TOTAL

Total Score Risk Category.

Attention Deficit
Disorder

Mark ¢ach .
box that applies
[ ]
[ ]
L]
[ ]
I 1
[ ]
[
[ 1
[ ]

Obsessive Cdmpulsiv’e

Disorder
Bipolar
Schizophrenia

Depression

Low Risk 0~ 3

(

q

Item Score
If Female

|
5
4

o bW

Moderate Risk 4 —7

Item Score
If Male

3
3
4

[ R SN R

High Risk > 8
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Box V:g. The CAGE-A_ID' Questionnaire:
Adapted from the CAGE alcoho]-scrgehing tool to include drugs.

In '-fhé past have you ever:

L. Tf_ied to Cut down or Chan ge your pattern of drinking or

. drug abuée?

2. Been Annoyed or Angry by othefs’ concern about your
drinkingl or drug use? |

3. Felt Guilty about the consequences of your drinking

or dfug use?

4. Had a drink or used a drug in the morning (Eye-opener) to

decrease hangover or withdrawal symptoms?

Implications for prescribing:

. >One positive response to any question suggests caution.

. T';Jvo or more positive responses may have a scnsiti-vity of 60%-95% and speci_fici_ty of 40%-95% for
diagnosing alcohol or drug proﬁléms‘. Strongly suggest assessment by an addiction specialist before
opioids are'pfescribed

* CAGE scréen may have legé predictive value in the eldérly, college students, women and certain ethnic

gr-oups.



Box V:3. TICS: A Two-Item Conipint Scr__een: -

" 1).In the last year, have you ever drunk or used drugs more than you meant to?
2) Have you felt you wanted or needed to cut down on your drinking or drug use in the

last year?

In primary care patients, at least one affirmative answer to these two questions yielded

nearly 80 percent sensitivity and specificity.

Zt
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Box V:4. The Drug Abuse Screening Test (DAST):

The following quéstions concern information about your involvement and abuse of drugs.
Drug abuse refers to:

(1} The use of prescribed or "over-the-counter” drugs in excess of the direclions.

(2) Any non-medical use of drugs.

The questions DO NOT include alcoholic beverages.

The questions refer to the past 12 months. Carefully read each statement and decide
whether your answer is yes or no. Please give the best answer or the answer that is right

most of the time. Click on the box for Yes or No.

1. Have you used drugs other than those required for medical 1o _Yes
reasons? : - - : e
l. . , ‘ , £ No

12. Have you abused prescription drugs?

13, Do you abuse more than one drug at a time? S ‘

- L e - - - N - . e e ew e e i Tl

'4. Can you get through the week without using drugs? -
| 5 o

5. Are you always able to stop using drugs when you want to? 1

o - . .- - P - -

6. Have you had "blackouts"” or "flashbucks” as a result of drug use? -

=
3

7. Do you ever feel bad or guilty about your drug use? I = ;

18. Does your spouse {or parents) ever complain about your

jinvolvement with drugs? 162
I . | No




i
I

|9 Has drug abuse created problems between you and your spouse f =<;Yes :
or your pdrents‘7 ; : . j {
! , ’ fi& Yes .
10. Have you lost friends because of your use of drugs? i -

9 - [ E

E:%Yes , ;

11 Have you neglected your famil y because of your use of drugs? ‘

E‘ Yes |

12 Have you been in trouble at work because of your use of drugs?; e ;
i No,

| . : ‘ K= lY‘es‘ g
“413. Have you lost a job because of drug abuse? ' === R
' EE;::_NO '
i : : : B Yes |
114. Have you gotten into fights when under the influence of drugs? || ‘

& No ?
y | - & s -
15, Have you engaged in illegal activities in order to obtain drugs? !-m }
i oy . . !E Yes
116. Have you been arrested for possession of illegal drugs? : _
. T o o o e
17. Have you ever experienced withdrawal symptoms (felt sick) ~ {i=_1Yes =
;when you stopped takmg drugs'7 | i INO !
o P T . \,“._ e e e e e | T:;A\w.,rwm’— ,«m,p,l
118. Have you had medical problems as a result of your drug use o Yes !
f(eg memory loss, hepatltts COﬂVUISIOﬂS bleedmg, etc. )? il No ;
- - .- woe PP . - e o M
. ‘ e :Yes !
{19. Have you gone to anyone for help fora drug problem? ;E | i
20. Have you been involved in a treatment program especially :E Yes :
frelated to drug use? 3 No {
LT - L. . = - . - . - e e i = ame L4 —— P

LF
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Box V:5. RAFFT:

Do you drink/drug to relax, feel better about yourself or fit in?
Do you ever drink/drug while you are by yourself, alone?
Do any of your closest friends drink/drug?

Does a close family member have a problem with alcohol/drugs?

Have you ever gotten into trouble from drinking/drugging?

Three affirmative responses constitute a positive score. This test detected a larger number
of false positives in an adult sample than in adolescents.



Box V:6. Severity of Opiate Dependence Scale (SODQ):

NAME - _AGE SEX

First of all, we would like you to recall a month when you were using opiates heavily in a
way that, for you, was fairly typical of a heavy use period. Please fill in the month and
the year.

MONTH YEAR

Answer every question by circling one response only
1. On waking, and before my first dose of opiates:
a. My body feels stiff:

NEVER OR SOMETIMES OFTEN ALWAYS OR
ALMOST NEVER NEARLY ALWAYS

b. I get stomach cramps:

NEVER OR SOMETIMES OFTEN ALWAYS OR
ALMOST NEVER NEARLY ALWAYS

c. I feel sick:

NEVER OR SOMETIMES OFTEN ALWAYS OR
ALMOST NEVER NEARLY ALWAYS

d. I notice my heart pounding:

NEVER OR SOMETIMES OFTEN ALWAYS OR
ALMOST NEVER NEARLY ALWAYS

e. [ have hot and cold flushes:

NEVER OR SOMETIMES OFTEN ALWAYS OR
ALMOST NEVER NEARLY ALWAYS

f. I feel miserable or depressed:

NEVER OR SOMETIMES OFTEN ALWAYS OR
ALMOST NEVER NEARLY ALWAYS

g. I feel tense or panicky:

NEVER OR SOMETIMES OFTEN ALWAYS OR
ALMOST NEVER NEARLY ALWAYS

h. I feel irritable or angry:

NEVER OR SOMETIMES OFTEN ALWAYS OR
ALMOST NEVER NEARLY ALWAYS

i. I feel restless or unable to relax:

NEVER OR SOMETIMES OFTEN ALWAYS OR
ALMOST NEVER NEARLY ALWAYS

j- I have a strong craving:

NEVER OR SOMETIMES OFTEN ALWAYS OR
. ALMOST NEVER NEARLY ALWAYS

2. Please complete all sections (a-f) of this question:
a. I try to save some opiates to use on waking:
NEVER OR SOMETIMES OFTEN ALWAYS OR



2 H

ALMOST NEVER NEARLY ALWAYS

b. I like to take my first dose of opiates within two hours of waking up:
NEVER OR SOMETIMES OFTEN ALWAYS OR

ALMOST NEVER NEARLY ALWAYS

c. In the momning, I use opiates to stop myself feeling sick:

NEVER OR SOMETIMES OFTEN ALWAYS OR

ALMOST NEVER NEARLY ALWAYS

d. The first thing I feel like doing when [ wake up is to take some opiates:
NEVER OR SOMETIMES OFTEN ALWAYS OR

ALMOST NEVER NEARLY ALWAYS

e. When I wake up I take opiates to stop myself achmg or feeling stiff:
NEVER OR SOMETIMES OFTEN ALWAYS OR

ALMOST NEVER NEARLY ALWAYS

f. The first thing I do after waking up is to take some opiates:

NEVER OR SOMETIMES OFTEN ALWAYS OR

ALMOST NEVER NEARLY ALWAYS

3. Please think of your opiate use during a typical period of drug taking for these
Questions:

a. Did you think your opiate use was out of control?

NEVER OR SOMETIMES OFTEN ALWAYS OR

ALMOST NEVER NEARLY ALWAYS

b. Did the prospect of missing a fix (or dose) make you very anxious or worrled"
NEVER OR SOMETIMES OFTEN ALWAYS OR

ALMOST NEVER NEARLY ALWAYS

c. Did you worry about your opiate use?

NEVER OR SOMETIMES OFTEN ALWAYS OR

ALMOST NEVER NEARLY ALWAYS

d. Did you wish you could stop?

NEVER OR SOMETIMES OFTEN ALWAYS OR

ALMOST NEVER NEARLY ALWAYS

e. How difficult would you find it to stop or go without?
IMPOSSIBLE VERY QUITE NOT DIFFICULT

Scoring
Answers to each question are rated on a four-point scale. A score indicative of
dependence has not yet been developed.
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Box V:7. Prescription Drug Use Questionnaire (PDUQ) :

Evaluation of the Pain Condition:
1. Does the patient have more than one painful condition (i.e., chronic back pain
complicated by acute migraines or frequent dental work)?

2. Is the patient disabled by pain (i.e., unable to complete social or vocational activities of
daily living)?

3. Is the patient receiving disability (i.e., SSI, worker comp.)?

4. Is the patiént involved in litigation around the pain—precipitdting incident?

5. Has the patient explored and/or tried nonopioid or nonpharmacological pain
management techniques (i.e., physical therapy, TENS unit, relaxation, biofeedback) to

manage pain?

6. Does the patient believe that his/her pain has been adequately treated over the past 6
months?

7. Does the patient express angerfmistrust of past health care providers?

8. Does the patient believe that he/she is addicted to opioid analgesics?

9. Does the referring physician believe that the patient is addicted to opioid analgesics?
Opioid Use Patterns:

9a. How long has the patient been on continuous opioids?

10. Does the patient have more than one prescription provider (including dentists, ER
physicians)?

11.Is there a pattem of the patient increasing prescribed analgesnc does or frequency?
" 12.Is there a pdttem of the patient calling in for early prescnpnon refills?

13. Does the patient report using analgesics for symptoms other than those prescribed for
(i.e., insomnia, anxiety, depression)?

14. Does the patient save/hoard unused medication or have partially unused bottles of
medication at home?



15. Does the patient report supplementing analgesics with alcohol or other psychoactive

- drugs (i.e., Soma, benzodiazepines)?

15a. If yes, please list:

16. Has the patient ever fofged a preséription?

17. Is there a pattern of the patient reporting losing his/her medication?

18. Does the patient have preferences for specific analgesics and/or routes of
administration (i.e, IV, IM routes over oral)?

19. Is there a pattern of the patient making emergency room visits for analgesics?
20. Has the patient ever obtained analgesic from nonmedical (street) sources?

21. Has any M.D./D.D.S. limited care, expressed concern, or refused to prescribe 0pi01d
analgesics because of patient's opioid use patterns?

Social/Family Factors:
22. Have family members expressed concern that the patient is addicted?
23. Are family members concerned about opioid analgesic side effects or tolerance?

24. Is there a pattern of family interaction that sustains the patient’s opioid analgesic use?
(i.e., family member overly concerned re: pain or withdrawal}

25. Is there a pattern of family interaction that sustains the patient’s illness behavior or -
pain symptoms? (i.e, family member assuming caretaker role)

26. Does the spouse/significant other have a history of alcoholism/drug abuse/drug
misuse?

27. Has a family member or friend ever obtained analgesic for the patient?
28. Has the patient ever taken analgesics prescribed for a friend or family member?

29. Does a family member or friend have access (either legal or 1]lega1) to opioid
analgesics (i.e., a family member in the medical profession)

Family History:

30. Is there a positive history of addiction (to any drug including alcohol) in the patient's
mother, father, sibling or blood relative?



31. Is there a positive famlly history of chromc pain in the patient's mother, father, sibling
or blood relative?

Patient History of Substance Abuse:

32. Did intoxication play a role in pain-precipitating incident?

33. Has the patient ever been diagnosed with addiction to any drug or alcohol?
34. Does the patient have a drug or alcohol treatment History?

35. Has opioid analgesic detoxiﬁcatiﬁn been previously attcmPted?

Psychiatric History:

36. Has the patient ever been diagnosed with a psychiatric disorder?
37. Did psychiatric symptoms precede onset of pain?

38. Is there a large psychological component to the pain condition, other than those
related to addiction (i.e., multiple psychological stressors)

39. Is there evidence of a somatoform disorder?

40. Does the patient report a history of sexual or physical abuse?

41. Does the patieﬁt currently rﬁeet DSM-1V criteria for any Axis I, Il or [II conditions?
41a. If 50, please list diagnoses:

42. Please list all pain-producing medical conditions:

23
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Box V:9. SOAPP Version 1.0:

Name: Date:

The following are some questions given to all patients at the Pain Management
Center who are on or being considered for opioids for their pain. Please answer
each question as honestly as possible. This information is for our records and will
remain confidential. Your answers alone will not determine your treatment. Thank
you.

'Please answer the questions below using the following scale:

0 = Never, 1 = Seldom, 2 = Sometimes, 3 = Often, 4 = Very Often

1. How often do you feel that your pain is “out of control?” 0123 4

2. How often do you have mood swings?01234

3. How often do you do things that you later regret? 0123 4

4, How often has your family been supportive and encouraging? 0 1 2 34

5. How often have others told you that you have a bad temper? 0 123 4

6. Compared with other people, how often have you been in « car accident? 01 2 3 4
7. How often do you smoke a cigarette within an hour after you wake up? 01234
8. How often have felt a need for higher doses of medication to treat your pain?
01234

9. How often do you take more medication than you are supposed 1070123 4

10. How often have any of your family members, including parents and grandparents,

had a problem with alcohol or drugs? 0123 4

11.  How often have any of your close friends had a problem with alcohol or drugs? 0
1234

12.  How often have others suggested that you have a drug or alcohol problem? 0 1 23

13.  How often have you attended an AA or NA meeting? 0 1 23 4



14.

How often have you had a problem getting along with the doctors who prescribed

your medicines? 01234

15.

1234

16.
234

17.
18.
19.
20.

21.

How often have you taken medication other than the way that it was prescribed? 0
How often have you been seen by a psychiatrist or a mental health counselor? 0 1

How often have you been treated for an alcohol or drug prob]em? 01234

How often have your medications been lost or stolen? 0 123 4

How often have others expressed concern over your use of medication? 0 1 2 3 4
How often have you felt a craving for medication? 0123 4

How often has more than one doctor prescribed pain medication for you at the

sametime?0 1234

22,
34

23.

How often have you been asked to give a urine screen for substance abuse? 0 1 2

How often have you used illegal drugs (for example, marijuana, cocaine, etc.) in

the past five years701 23 4

24.
34

How often, in your lifetime, have you had legal problems or been arrested? 0 1 2

Of the 24 questions contained in the SOAPP version 1.0, 16 have been identified as
empirically predicting aberrant behavior six months after initial testing.

To score the SOAPP, ratings of the following questiolns are added:

2,6,7,10,11, 12, 13, 14, 15, 17, 18, 19, 20, 22, 23, 24

A score of 7 or higher is considered positive.

Information-on the SOAPP is available at hitp://www_painedu.org/soap-development.asp.
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Box V:10. Screening Instrument For Substance Abuse Potential (SISAP):

1. If you drink alcohol, how many drinks do you havé on a typical day?
2. How many drinks do you have in a typical week?

3. Have you used marijuana or hashish in the past year?

4. Have you ever smoked cigarettes?

5. What is your age?

Interpretation of SISAP results.

Use caution when prescribing opioids for the following patients:

1. Men who consume five or more drinks per day or 17 or more drinks per weck.

2. Women who consume four or more drinks per day or 13 or more drinks per week
3. A patient who admits to marijuana or hashish use in the past year.

4. A patient under 40 who smokes.



Box V:11I. Protocol to As’ééés Patients for Risk of Opioid Abuse:

" Initial Clinic Visit:

Administer screen determined by clinician expertise,

time available and clinic resources.

!

Brief:

ORT
SOAPP

TICS
SISAP

CAGE-AID

Opioid Specific:

" ORT

SOAPP
PDUQ
SISAP

\J

‘ ASI (useful for making treatment-related decisions)
\L SCID (a thorough assessment)

PDUQ (particularly useful tool for opioid-treated patients)
SODQ (to-check for presence and severity of opiate dependence)

Answers to substance-related questions on briefer instruments indicate
" need for in-depth assessment:

2

Ongoing Assessment:

Watch for aberrant behaviors.
Document.

Address behavior with patient.
Watch for development of pattern.
Maintain or adjust treatment..

* & o & o

Titrate medication to analgesic dose.

2L



ain Management Without Psychological Dependence: A Guide lor .. htip://kap.sumbsa.gov/products/brochuresitext/saib_(040) I.hlm#pL\){}i...

What To Do if Opioid Abuse or Dependence Is Suspected

People diagnosed with either substance abuse or dependence can be effectively treated for pain—even
with opicids —provided their substance use disorder is addressed (Passik and Kirsh 2004). Healthcare
providers who are treating patients for pain who are known to be or suspected of being psychologically
dependent on opioids or other drugs should follow these guidelines to promote effective pain
management treatment:

« Immediately address the substance use problem (Passik and Kirsh 2004, 2005; Weaver and
Schnoil 2002).

. » Increase monitoring. Initiate more trequent visits, and limit the amount of medication available at
one time (Coluzzi and Pappagallo 2005; Jones et al. 2003; Lussier and Pappagallo 2004; Passik
and Kirsh 2004; Savage 2002; Weaver and Schnoll 2002). Random urine drug tests detect the
presence of illicit drugs or substances not prescribed for pain management and verify that the
patient is taking the prescribed opioid instead of selling it (Coluzzi and Pappagallo 2005; Lussier
and Pappagallo 2004; Passik and Kirsh 2004; Weaver and Schnoll 2002).

» Include treatment for substance dependence in the pain management plan. Refer to a
certified substance abuse treatment provider, initiate appropriate medication-assisted treatment.
and/or encourage participation in 12-Step programs (Compton and Athanasos 2003; Passik and
Kirsh 2004; Savage 2002; Weaver and Schnoll 2002). With the patient’s permission, consult and
coordinate with the designated substance abuse treatment provider on an ongoing basis (Compton
and Athanasos 2003; Jones et al. 2003; Lussier and Pappagallo 2004; Savage 2002; Weaver and
Schnoll 2002).

» Discontinue opioid treatment when warranted. Providing opioid analgesia to patients who are
psychologically dependent does not necessarily worsen their dependence, nor will withholding
opioids increase their likelihood of recovery (Alford et al. 2006; Compton and Athanasos 2003).
However, unrelieved pain can trigger relapse (Alford et al. 2006; Compton and Athanasos 2003;
Gourlay et al. 2005). Opioid therapy should be discontinued if more serious problems occur, such
as prescription forgery, diversion of opioids, or continued inappropriate opioid use (Coluzzi and -
Pappagallo 2005; Lusster and Pappagallo 2004; Weaver and Schnoll 2002). If discontinuation is
called for, the opioid dosage should be tapered to avoid withdrawal symptoms and other forms of
nonopioid pain treatment should be offered (Weaver and Schnoll 2002).
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How To Talk to Patients With Pain About Substance Use Problems

—_—

Be nonjudgmental — patients are more likely to be forthcoming.

ZN

e Start with sweeping questions (e.g., “How helpful have your medications been for you?”) rather

e

than begin with questions about medication misuse.

Avoid yes/no questions that do not allow patients to express their feelings.

Ask questions about warning signs (e.g., “Have you ever taken your pain medication for other
reasons?”).

Listen to what patients says about how and why they take their medications.

Inquire about their willingness to try alternative, nonopioid forms of pain therapy.

Use existing tools such as the screening instruments discussed above, -

Source: Passik and Kirsh 2005.



Table 7 Alcohol and pain: important considerations

Use of alcohol can increase in response to distress related to chronic pain
Problems with alcohal intoxication including carelessness with other medi-
. cation and accidents

» Alcohol related physical comerbidity

* |Interactions between alcohol and other drugs

« Risk of respiratory depression (high risk when alcohol, opicids and benzo-
diazepines used chaotically)

e Use of alcohol correlates with depression and anxiety compounding dis-
tress from pain

« Alcohol reduces quality of sleep compounding distress from pain

10



Table 3

Aberrant drug related behaviour

More predictive features

Less predictive features

Selling prescription drugs

Prescription forgery

Steal_ing or bon’c;wing drugs from others
Injecting oral formulations .

Obtaining prescription drugs from non
medical sources

Concurrent abuse of alcohol or illicit drugs
Multiple non sanctioned dose escalations
Multiple episodes of prescripiion loss
Repeatedly seeking prescriptions from other
physicians or emergency depariments
without informing the pres;:ﬂber or after
warnings td desist

Evidence of detén'oration in function, at work,
~in the family, or socially that appear to ben
drug related -
,Repeated resistance to therapy changes
despite clear evidence of adverse phy3|cal or

psychological effects from the drug

C-‘

Aggressive complaining about the need for
more drug

Drug hoarding during penods of reduced
symptoms

Requesting specific drugs

Openly at_:quiring similar. drugs from other
medical sources

Unsanctioned dose escalation

Unapproved use 61‘ the drug to treat other

symptoms

Y
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Table 2

PATIENTS IDEALLY REFERRED TO A MULTIDISCIPLINARY PAIN MANAGEMENT
CENTRE BEFORE OPIOIDS COMMENCED

1. History of previous drug addiction

2. Previous opiate use resulting in problems
3‘. Psychologically unstable

4. Young patients with obscure pathology

5. Complex compensable patients

G,



Table 6 Features of presentation that may alert practitioner to the possibility of
substance misuse ’

e Cutaneous signs of drug abuse - skin tracks and related scars on the
neck, axilla, groin, neck, forearm, wrist, foot and ankle. Such marks are
usually multiple, nyper-pigmented and linear. New lesions may be inflamed.
Shows signs of "pop” scars from subcutaneous injections.

« Being assertive, aggressive or emotionally labile
s Current intoxication/withdrawal
« May show unusual knowledge of controlled substances.

« Gives medical history with textbook symptoms or gives evasive or vague
answers to questicns regarding medical history.

e Reluctant or unwilling to provide reference information. May have no
General Practitioner.

o Wil often request a specific controlled drug and is reluctant to try a
different drug.

» Generally has no interest in diagnosis - fails to keep appointments
for further diagnostic tests or refuses to see ancther practiticner for
consultation;
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Assistive Tool for Determining Type of Pain

Type of Pain

Somatic Pain Visceral Pain Neuropathic Pain

Location Localized Generalized Radiating or specific
Patient Pin prick, or stabbing, or Ache, or pressure, or Burning, or prickling, or
Description sharp sharp tingling, or electric
: shock-tike,; or lancinating
Mechanism A-delta fiber -activity. C Fiber activity. Dermatomal ***
of Pain Located in the periphery” involved deeper (peripheral), or
o innervation” o non-dermatomal (central)
Clinical . . . . )
Examples @ Supe_rﬂ_cla[ . Et_arlosteum, + Tngemma\
laceration L joints, muscles - Avulsion
+ Superficial burns « Colic and neuralgia
Intramuscular muscie spasm = Post-traumatic
injections, © . pain®’ . neuralgia
venous access .+ Sickle cell « Peripheral
v « Otitis media . + Appendicitis neurcpathy
« Stomatitis .+ Kidney stone {diabetes, human
- Extensive. immunodeficiency
abrasion R ‘ virus [HIV])
’ - Limb amputation
- Herpetic
neutalgia
Most . , ’ ‘ ‘ N
Responsive Acetaminophen Comcqsterowds ¢ Anticonvulsants
Treatments + Cold packs Intraspinal Cartigosteroids
- Corticosteroids local Neura! blockade
» Local anesthstic anesthetic NSAIDs
either topically agents s via any
or by infiltration ¢+ NSAIDs route
«+ Non-steroidal v via Trigyclic
anti-inflammatory any route ah{_‘ti_depressants

drugs (NSAIDs}
+ s
+ Tactile
stimulation

“Most post-operative patients expé-rience A-delta and C fiber péin and respond best to narcotic of any route and
NSAIDs. ’ ‘ o .

=Colic and muscle spasms may be less responsive 16 wpioids. Respend best (o antispasmodics, NSAIDs,
benzodiazepines. baclofen. L

**Segmental distribution follows a dermatome chart. This traces the pathway of sensation to s nerve root.

2p



Role of Opioid Analgesics’in the Treatment of )
Chronic Non-Malignant Pain -

Somatoform

Examples of Severe Diabetic Chronic Tension, migraine
Type of Pain Degenerative neuropathy, pancreatitis pain disorder,
changes (multi- | causalgia, central Crohn's depression,
level or joint) pain (stroke, spinal conversion
] cord injury) disorder
First Line WHO analgesic .| Tricyelic Smooth muscle Anxiolytics or Prophylactic Treatment
Medications ladder; antidepressants, relaxants, anti- - Beta blockers, calcium
. Acetaminophen | Anticonvulsants Antacids, H, depressantsin | channel blockers,
NSAIDs: e.g. carbamazepine | blockers presence of serotenin recepfor
Membrane clinically antagonists, tricyclic
stabilizers e.qg. significant anti-depressants, anti-
lidocaine . "anxiety or epileptics
. depression
' : Acute Treatment -
NSAIDs, DHE,
sumatriptan, ketarclac,
chlorpromazine,
dexamethasone
Effectiveness Often of value | Limited but May be of value | Limited value Tension: Rarely
of opioids in definite value in indicated. Migraine:
therapy selected cases Limited vaiue
Caveats Document Opioids less Use combination meds
significant effective in {eg. Tylenol #3)
organic neuropathic pain. intermittently for short
patholegy Higher doses may periods. May cause
before long- be required but rebound headache.
term dosing limited by
prescribing side effects.

Before prescribing opioids, physicians need to define and prioritize targets for
treatment, bearing in mind that most chronic pain syndromes have a mix of
mechanisms, and psychiatric co-morbidity is common. For example, in a depressed
patient with diabetic neuropathy, treatment should be targeted towards’depression,
insomnia, and neuropathic pain. Tricyclic antidepressants would be the:treatment of
choice, because they are effective for all three targets.

Reference Guide for Clinicians for the Treatment of Chronic Non-Malignant Pain







7 Example of Agreement for Long-term Opioid Use:'

The purpose of this agreement is to protect your access to controlled substances and to protect
our .ability to prescribe for you.

The long-term use of such substances as opioids (narcotic analgesics), benzodiazepine
tranquilizers and barbiturate sedatives is controversial because of uncertainty regarding the
extent to which they provide long=term benefit. There is also the risk of an addictive disorder
developing or of relapse occurring in a person with a prior addiction. The extent of this risk is
not certain.

. Because these drugs have potential for abuse or diversion, strict accountability is necessary when
use is prolonged. For this reason the following policies are agreed to by you, the patient, as
consideration for, and a condition of, the willingness of the physician whose signature appears
below to consider the initial and/or continued prescription of controlled substances to treat your
chronic pain.

1. Unless spec:lflc authorization is obtained for an exception, all controlled substances
must come ONLY from the physicians or nurse practitioners at'___.- Clinic.
You will not attempt to get pain medication from any other healthcare provider

-without telling them that you are taking pain medication prescribed by this clinic.
You understand it is against the law to do so. If your primary care physician is
willing to prescribe your medications, this clinic will have to approve the
arrangeéments to make sure there is no duplication. You will discontinue all
previously used pain medications unless told to continue them,

"2, All controlled substances must be obtained at the same pharmacy where possible.
Should the need arise to change pharmacies, our office must be informed. The
pharmacy that you have selected is:

Phone:

3. You are expected to inform our office of any new medications or medical conditions
and of any adverse effects you experience from any of the medications that you take.

4. The prescribing physician has permission to discuss all diagnostic and treatment
details with dispensing pharmacists or other professionals who provide your health
care for purposes of maintaining accountability. You agree to waive any applicable
privilege or right of privacy or confidentiality with respect to the prescribing of your

. ' Example is from the author’s pain elinic; edapted from: Long-term controlled substances therapy for
chronic pain: sample agréement. A consent form from the American Academy of Pain Medicine (AAPM).
Available at the AAPM Web site: http://www.painmed.org. .



10.

11.

12

13.

A

pain medication, and you authorize the clinic and your pharmacy to cooperate fully
with any city, state, or federal law enforcement agency, including the state

‘Department of Professional and Occupational Licensing, in the investigation of any

possible misuse, sale or other diversion of your pain medication. You authorize the
clinic to provide a copy of this agreement to your pharmacy.

You may not share, sell or otherwise permit others to have access to these -
medications.

These drugs should not be stopped abruptly as an abstmence syndrome will likely
develop..

Unannounced urine or serum toxicology screens may be requested, and your
cooperation is required. ‘Presence of unauthorized substances may prompt adjustment

-in your treatment-and monitoring.

Prescriptions and bottles of these medications may be sought by other individuals
with chemical dependency and should be closely safeguarded. It is expected that you
will take the highest possible degree of care with your medications and prescriptions.

“They should not be left-where others might see or otherwise have access to them.

Original containers of medications may be required for you to bring to office visits.

Since the drugs may be hazardous or lethal to a person who is not tolerant to their
effects, especially a child, you must keep them out of reach of such people.

Medications méy not be replaced if they are lost, get wet, are destroyed, are left on an
airplane, etc.- A reassessment of your treatment will occur and may result in an
alternative therapy..

Refills will be given only on the decision of the provider. All refills réquire three (3)
business days advance notice (per prescription refill policy). Early refills will not be
given unless the provider feels there is justification.

Renewals are contingént on keeping scheduled appointments. All prescriptions will
be given on weekdays (specifically Monday through Friday, from 9:00 a.m. — 4:00
p-m.). Prescriptions will NOT be given at any other times unless extreme

' cxtraordmary circumstances apply.

14,

If thé res‘ponsible legai authorities have questions concerning your treatment; as might
occur, for'example, if you were obtaining medications at several pharmacies, all
confidentiality is waived and these authorities may be given full access to our records
of controlled-substance administration (as stated in item #4).
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15. It is understood that failure to adhere to these policies may result in cessation of
therapy with controlled-substance prescnbm g by this phy51c:1an or referral for further
specialty assessment.

' 16. It should be understood that any. medlcdl treatment is initially a mal and that
contmued prescnbmg is contingent on evidence of benefit.

17. The risks and pote‘ntia_l benefits of these therapies are explained elsewhere [and you
acknowledge that you have received such explanation]. ' :

18. You affirm that you have full right and power to sign and be bound by this
agreement, and that you have read, understood and accepted all of its terms.

19. You are advised not to drive while using any medication we prescribe without an
appropriate drivers test indicating it is safe for you to drive.

If any of the above conditions are violated, the provider' may chose to wean me off opioid
medication and the painful condition will be managed without the use of opioids.” Further
opioids may not be prescribed for any chronic,painful condition that may develop. Violations of
the above stated terms might also result in my being discharged from the clinic (with appropriate

written notice and warning) without receiving weaning medications or treatment from ‘:.____.
\Cl .
inic.

Physician signature

Patient signature

Date

Patient name (printed)
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Example of Informed Consent for Chronic Oplmd Therapy:

The Providers at-_ Chmc are prescribing 0p101d medlcme sometimes called narcotic
analgesics, to me for a chagnosw of:

This decision was made_because my condition is serious or other treatments have not helped my
pain. ‘

I am aware that the use of such medicine has certain risks associated with it, including, but not
‘limited to: sleepiness or drowsiness, constipation, nausea, itching,” vomiting, dizziness, allergic
reaction, slowing of breathing rate, slowing of reﬂexes or reaction time and p0351b111ty that the
medicine will not provide complete pain relief.

I am aware about the possible risks and benefits of other types of treatments. that do not involve
the use of Opioids. The other treatments discussed included:

I'will tell my doctor about all other medicines and treatments that I am receiving.

I will not be involved in any activity that may be dangerous to me or someone else if I feel
drowsy or am not thinking clearly. I am aware that even if I do not notice it, my reflexes and
reaction time might still be slowed. Such activities include but are.not.limited to: using heavy
equipment or a motor vehicle, working in unprotected heights or being responsible for another
individual who is unable to care for himself or herself. I have been advised not to drive while
using any medication prescribed without an appropriate driver’s test indicating it is safe to drive.

['am aware that dddlCthTl is defined as the use of a medication even if it causes harm, havmg
cravings for a drug, feeling the need to use a drug and 2 decreased quality of life. I am-aware
that. the chance of becoming addicted to my pain medicine i§ very low. I am aware that the
development of addiction has been reported rarely in medical journals- and is much more
common in a person who has a family or personal history of addiction. I agree to tell my doctor
my complete and. honest personal drug history and that of my family to the best of my
knowledge. :

I understand that physical dependence is a normal, expected result of using these medicines for a
long time. I understand that physical dependence is not the same as addiction.” I am aware
physical dependence means that if my pain medicine use is markedly decreased, stopped; or
reversed by some of the agents mentioned above, I will experience a withdrawal syndrome. This °
means I may have any or all of the following: Tunny nose, yawning, large pupils, goose bumps,
abdominal pain and cramping, diarrhea, irritability, aches throughout my body and a flu- llke
feeling. | am aware that opioid withdrawal is uncomfortable but not hfe t‘nreatenmg
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I am aware that tolerance to analgesia means that I may require more medicine to get'the same
amount-of pain relief. I am aware that tolerance to analgesia does not seem to be a big problem
for most patients with chronic pain; however, it has been seen and may occur to me. If it occurs,
increasing doses may not always help and may cause unacceptable side effects. Tolerance or
failure to respond well to opioids may cause my doctor to choose another form of treatment.

(Males ONLY) I am aware that chronic opioid use has been associated with low testosterone
levels in males. This may affect my mood, stamina, sexual desire and physical and sexual
performance. I understand that my doctor may check my blood to see if my testosterone level is
normal. .

(Females ONLY) If I'plan to become pregnant or believe that I have become pregnant while
" taking this pain medicine, 1 will immediately call' my obstetric doctor and this office to inform
them. I am aware that, should I carry a baby to delivery while taking these medicines, the baby
will be physically dependent upon opioids. 1 am aware that the use of ‘opioids is not generally
~ associated with a risk of birth defects. However, birth defects can occur whether or not the
mother is on medicines and there is always the possibility that my child will have a birth defect
while | am taking an opioid.

I have read this form or have had it read to me. | understand all of it. I have had a chance to
have all-of my questions regarding this treatment answered to my satisfaction. By'signing this
form voluntarily, I give my consent for the treatment of my pain with opioid pain medicines.

Physician signature

Patient signature

Date

Patient name (printed)
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Consent for Chronic Opioid Therapy -

A consent form from the American Academy of Pain Medicine

Dr. ‘ is prescribing opioid medicine, sometimes called narcotic analgesics, to me
for a diagnosis of '

This decision was made because my condition is serious or other treatments have not helped my pain.

T am aware that the use of such medicine has certain risks associated with it, including, but not limited to:
sleepiness or drowsiness, constipation, nausea, itching, vomiting, dizziness, allergic reaction, slowing of
breathing rate, slowing of reflexes or reaction time, physical dependence, tolerance to analgesia, addiction
and possibility that the medicine will not provide complete pain relief.

I am aware about the possible risks and benefits of other types of treatments that do not involve the use
of opiocids. The other treatments discussed included:

I will tell my doctor about all other medicines and treatments that T am receiving.

I will not be involved in any activity that may be dangerous to me or someone else if I feel drowsy or am
not thinking clearly. [ am aware that even if I do not notice it, my reflexes and reaction time might still be
slowed. Such activities include, but are not limited to: using heavy equipment ot a motor.vehicle, working
in unprotected heights or being responsible for another individual who is unable to care for himself or
herself. :

I am aware that certain other medicines such as nalbuphine (Nubain ™), pentazocine (Talwin™),
buprenorphine (Buprenex™), and butorphanol (Stadol™), may reverse the action of the medicine I am
using for pain control. ‘Taking any of these other medicines while I am taking my pain medicines can cause
symptoms like a bad flu, called a withdrawal syndrome. I agree not to take any of these medicines and to

_tell any other doctors that [ am taking an opioid as my pain medicine dﬂd cannot take any of the medicines
listed above.

I am aware that addiction is defined as the use of a-medicine even if it causes harm, having cravings for a
drug, feeling the need to use a drug and a decreased quality of life. I am aware that the chance of becoming
addicted to my pain medicine is very low. I am aware that the development of addiction has been reported
rarely in medical journals and is much more common in a person who has a family or personal history of .
addiction. I agree to tell my doctor my complete and honest personal drug h1story and that of my famlly to
the best of my knowledge

© 1999 American Academy of Pain Medicine



I understand that physical dependence is a normal, expected result of using these medicines for a long time.
[ understand that physical dependence is not the same as addiction. I am aware physical dependence means
that if my pain medicine use is markedly decreased, stopped or reversed by some of the agents mentioned
above, I will experience a withdrawal syndrome. This means I may have any or all of the following: runny
nose, yawning, large pupils, goose bumps, abdominal pain and cramping, diarrhea; irritability, aches
throughout my body and a flu-like feeling. I am aware that opioid withdrawal is uncomfortable but not life
threatening.

] am aware that tolerance to analgesia means that [ may require more medicine to get the same amount of
pain relief. I am aware that tolerance to analgesia does not seem to be a big problem for most patients with
chronic pain, however, it has been seen and may occur to me. If it occurs, increasing doses may not always
help and may cause unacceptable side effects. Tolerance or failure to respond well to opioids may cause
my doctor to choose another form of treatment.

(Males only) T am aware that chronic opioid use has been associated with low testosterone levels in males.
This may affect my mood, stamina, sexual desire and physical and sexual performance. | understand that
my doctor may check my blood to see if my testosterone level is normal,

(Females Only) If1 plan to become pregnant or belic ve that I have become pregnant while taking this pain
medicine, I will immediately call my obstetric doctor and this office to inform them. I am aware that,

should I carry a baby to delivery while taking these medicines, the baby will be physically dependent upon
opioids. | am aware that the use of opioids is not generally associated with a risk of birth defects. However,
birth defects can occur whether or not the mother is on medicines and there is always the possibility that

my child will have a birth defect while 1 am taking an opioid.

I have read this form or have it read to me. I understand all of it. T have had a chance to have all of my
questions regarding this treatment answered to my satisfaction. By signing this form voluntarily, I give my
consent for the treatment of my pain with opioid pain medicines.

Patient signature . Date

Witness to above

Approved by the AAPM Executive Committee on January 14; 1999.

W OF Py 4 4700 W. Lake Avenue
Ly W % Glenview, IL 60025-1485
3 s % 8471375-4731
g éj:g;;;;‘;:g;m Fax 877/734-8750
% stemg e E-mail aapm(@ametec.com

mprrl - Web site www.painmed.org

© 1999 American Academy of Pain Medicine
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means that if my opioid use is markedly decreased, stopped, or reversed, | will experience a withdrawal
syndrome. This means | may have any or all of the following: runny nose, yawning, large pupils, goose
bumps, abdominal pain and cramping, diarrhea, vomiting, irritability, aches throughout my body and a flu-
like feeling. | am aware that opioid withdrawal can be very uncomfortable, but is not normally life
threatening.

14. For female patients, if | plan to become pregnant or believe that | have become pregnant while
taking this medication, | am aware that, should | carry the baby to delivery while taking these medications,
the baby will be physically dependent upon opioids. | will immediately cail my obstetrician and this office
to inform them of my pregnancy. | am also aware that opioids may cause a birth defect, even though it is
extremely rare.

15. | am aware that many opioid users develop a tolerance to opicids. This means that | will have to be
increasing the dosages of the opioids to get the same amount of pain relief because my receptors are not
as sensitive to the opioid. If tolerance occurs, increasing doses may not always help and may cause
unacceptable side effects. Tolerance or failure to respond well to opioids may cause my doctor to stop
their use and this will lead to the withdrawal symptoms stated above.

16. | understand that the opioids that my physician is prescribing are controlled substances and that it is
a felony for me to share, sell, or otherwise permit others, including my spouse or family members, to have
access to any contrelled substances that | have been prescribed. ! understand that anyone found in
possession of my prescribed opioids is guilty of a crime and can be fined or imprisoned.

17. All controlled substances must come from the physician whose signature appears below or during
his/fher absence, by the covering physician, unless specific authorization is obtained for an exception.

18. 1 understand that | must tell the physician whaose signature appears below or during hisfher
absence, the physician who is covering for him or her, all drugs that | am taking, have purchased, or have
obtained, even over-the-counter medications. Failure to do so may result in drug interactions or
overdoses that could result in harm to me, including death.

18. 1 will not seek prescriptions for controlled substances from any other physician, health care provider
or dentist. | understand it is unlawful to be prescribed the same controlled medication by more than one
physician at a time without each physician's knowledge.

20. | also understand that it is unlawful to obtain or to attempt to obtain a prescription for a controlled
substance by knowingly misrepresenting facts to a physician or his/her staff or knowingly withholding
facts from a physician or his/her staff {including failure to inform the physician or his/her staff of all
controlled substances that | have been prescribed).

21. All controlled substances must be obtained at the same pharmacy where possible. Should the need
arise to change pharmacies, our office must be informed. The pharmacy that | have selected is:
. Phone:

22. Early refills will not be given. Renewals are based upon keeping scheduled appointments. Please
do not make excessive phone calls for prescriptions or early refills and do not phone for refills after hours
or on weekends.

23. Unannounced pill counts and random drug screening may be requested from me and my
cooperation is required. Presence of unauthorized substances in urine or blood toxicology screens may
result in my discharge from the facility.

24. | understand that consuming alcohol in conjunction with opioid use can result in serious problems. |
understand that other legal and illegal drugs can create problems in how the opioids are metabolized and

-this can create potentially serious adverse drug reactions.

25. | will not use, purchase, or otherwise obtain any other legal or illegal drugs except as specifically
authorized by the physician whose signature appears below or during his/her absence, by the covering

4D
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OPIOID CONTRACT

We are committed to doing all we can to treat your chronic pain condition. In some cases, controlled
substances are used as a therapeutic option in the management of chronic pain and related anxiety and
depression, which is strictly regulated by both state and federal agencies. This agreement is a tool to
protect both you and the physician by establishing guidelines, within the laws, for proper controlled
substance use. The words "we" and "our” refer to the facility or the doctor and the words "I", "you", "your",
"me", or "my" refer to you, the patient: The word "opioids” refers to the class of narcotic painkillers like
hydrocodone or oxycodone with brand names like Percocet, Lortab, OxyContin and Vicodin.

1. I understand that chronic opioid therapy has been associated with not only addiction and abuse, but
also multiple medical problems including the suppression of endocrine function resulting in low hormonal
levels in men and women which may affect mood, stamina, sexual desire, and physical and sexual
performance.

2. | understand that constipation, vomiting, headaches, nausea, somnolence {feeling sleepy), pruritus
{intense itchiness), asthenia (a loss of strength), and excessive sweating are additional common side
effects.

3. l acknowledge receipt of a copy of the side effects and dangerous drug interactions contained on the
FDA-required labe! for the opioid that | am prescribed, and | agree that | will read it and if | have
questions, | will get them answered before | start taking the opioids.

4. | understand that if | take other medications to treat the above side effects, that these additional
medications may create even more uncomfortable side effects.

5. lunderstand that the active ingredient in most opioids is molecularly interchangeable with heroin and
is actually "legal heroin."

6. | understand that opioids can cause respirétory depression and this can lead to respiratory failure
and death.

7. lunderstand that opioids are particularly dangerous and life-threatening if taken by children and
others who have not previously taken opioids, and ! agree that | will ensure that | always keep a count of
my drugs and keep them out of the reach of others, adults and children alike, because opioids can be as
lethal as a loaded gun.

8. | understand that if someone obtains opioids prescribed to me and the improper use of these opioids
causes the death or injury of another, that | may have criminal and civil liability.

9. | understand that in most cases long-term opioid therapy is only blocking the pain signals but is not
treating the actual cause of the pain.

10. 1 understand that because the opioid blocks pain signals to my brain, it will likely also block pain
signals from other sources of pain, and this may prevent me from realizing that | am harming other parts
of my body-like muscle tears, muscle sprains and even tooth decay. Not being able to sense harm to
other parts of my body may result in damage to other areas of my body.

11. | have been informed that long-term and/or high doses of pain medication often cause increased
levels of pain known as opioid-induced hyperalgesia (pain medicine causing more pain} where simple
touch will be predicted as pain, and that pain can gradually increase in intensity and also by location,
causing the body to hurt aft over. | understand that opioid-induced hyperalgesia is a normal, expected
result of using these medications for a long period of time.

12. I have been informed and understand that there are alternative treatments for my condition which
do not involve drugs or surgery, but | have decided that | would rather take the opioids.

13. 1 am aware that continued use of opioids will lead to physical dependence. Physical dependence
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physician. ! will not use, purchase, or otherwise obtain any illegal drugs, including marijuana, cocaine, etc.

26. | understand that driving while under the influence of any substance, including a prescribed
controlled substance or any combination of substances (e.g., alcohol and prescription drugs), which
impairs my driving ability, may result in DUI charges, and | agree not to drive until my physician is
comfortable that the opioids will not adversely affect my ability to drive.

27. Medications or written prescriptions may not be replaced if they are Jost, stolen, get wet, are
destroyed, left on an airplane, etc. If my medication has been stolen, it will not be replaced unless explicit
proof is provided with direct evidence from the authorities. A report narrating what I told the authorities is
not encugh.

28. In the event | am arrested or incarcerated related to legal or illegal drugs (including alcohol), refills
on controlled substances will not be given.

29. | understand that failure to adhere to these policies may result in cessation of therapy with
controlled substances prescribed by this physician and other physicians at the facility and that law
enforcement officials may be contacted. .

30. 1 also understand that the prescribing physician has permission to discuss all diagnostic and
treatment details, including medications, with dispensing pharmacists, other professionals who provide
my health care, or appropriate drug and law enforcement agencies for the purpose of maintaining
accountability. .

31. I affirm that | have full right and power to sign and to be bound by this agreement, that | have read it,
and understand and accept all of its terms, A copy of this document has been given to me.

PATIENT'S FULL NAME

Date:

PATIENT'S SIGNATURE

Date:

PHYSICIAN'S SIGNATURE

T orEamenTt v
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Figure 13. Thera];eutic Agreement = Trial of Opi@id Thérapy

{Adapted from Opioid Use in Non-Cancer Pain — WCB British éo]flm_biat)

WorkSafon

This agreement is being undertaken between - .__, {the patient), and Dr.
, (the doctor), to define the rcspon51b111t1es of the patient during a trial oftreatmem of
a chronic pain problem using scheduled opioid therapy.

1. I agree that the purpose of this __ month trial of treatment has been explained to me as has been the purpose, the
side-cffects of the medication'and the risks involved. I understand that drowsiness can be a temporary side effect,
especially during dosage adjustments, and agree not to drive a vehicle nor perform other tasks that could involve
danger to self or others during these times. My doctar will advise me when these activities are safe to perform again.

2. [ understand that using scheduled opioids to treat chronic pain will result in the development of a ;ihysical
dependence on this medication, and that sudden decreases or discontinuation of the medication will lead to symptoms
of opioid withdrawal. | understand that opioid withdrawal is uncomfortable but not physical]y life threatening. -

3. 1 agree not to change the dose or the frequency of taking this medlcatlon without first consultmg the doctor whe
prescribed it, and to follow-up with the doctor, as mstructed for moniforing of treatment.

4. 1agree to keep the prcscnbcd medication in a safe and secure place, and that lost, damaged or stolen medication will
not be replaced until the next regu[arly scheduled visit.

5. T agree not to give, sell, lend or in any way provide my mcdlcauon to any othcr person, nor to obtain medication
from anyone but ene previously agreed upon ligensed pharmac:lst

6.1 agrec hot to seek or obtain, ANY mood-modifying medication, espec:a]ly pam relievers or tranquilizers, from ANY
other physician, without first discussing this with my doctor. If a situation arises in which [ have no alternative but to
obtain my necessary prescription except from another physician, I will advise that physician of this agreement, and
immediately advise my doctor that 1 obtained a prescription from another physician,

7. In patients taking chronic opioid therapy, there is a small but dcﬁmtc risk that OplOld addiction can occur. Almost
always, this occurs in patients with a current or past history of other drug/alcohol abuse. I therefore agree to refrain
from the use of ALL other mood-modifying drugs, including alcohol, unless agreed to by my doctor. The moderate use
of nicotine and caffeine are an exception to this restriction. [ patient agree to submit to timely, random urine, blood or
saliva testing, at my doctor’s request, to verify compliance with this, and to be seen by an addiction specialist if
requested ?‘
8.1 understand that opioids were prescribed to make my pain tolerable but may not cause it to disappear. 1 also
understand that one of the main goals by which the success of this treatment will be judged is by monitoring of my
ability 10 perform varioys functions, including return to work, that were not possible previously. I alse understand that
if significant demonstrable improvement in my functional capabilities does not result from this trial of treatment; my

physician may determine that continued use of the opioid beyond the period of time necessary to wnhdraw me from the

medication is na longer justified.

9. I agree to attend and partlupate fully in any other assessments or pain treatment programs which may be
recommended by the doctor at any time. Furthermore, the patient understands that failure to comply with
recommendatlons or referrals for other interventions (foeused primarily on rehabilitation), including recommendations
for a trial of return to work, may lead the physician to determine that further opiotd use is no longer clinically
warranted.



I understands that ANY deviation from the above agreement may be grounds for the dector to discontinue
opioid therapy at any time, and that the WCB may discontinue providing payment for the oplmd beynnd that
which is necessary to withdraw the patient from the medication. ‘

-

Signed at on 2005

(patient) (witness)

{doctor) (witness)

P



Medical Treatment Guidelines

APPENDIX 3

' SAMPLE OPIOID TREATMENT AREEMENT B

Patient Name:

Opioid (narcotic) treatment for clronic pain is used to

reduce pain and improve what you are able to do each day.

Along with opicid treatinent, other medical are may be
prescribed to help fmprove your ability to do daily
activities. This may include exercise, use of non-narcetic
analgesics, physical therapy. psychological counseling or
other therapies or treatment. Vocational counseling may
be provided 1o assist in yowr reten to work effort.

To the doctor: Keep signed originals in vew file; give a
photacopy to the patient. Renew af léasf every 6 mouths.

1. : . understand that
compliance with the following guidelines is important in
continuing pain treatment with

Dr.

1. Iunderstand that I have the following responsibilities:

a. I will rake medications only at the dose and
frequency prescribed.

b, I will not increase or change medications without
the approval of s doctor.

c. I will actively participate in RTW efforts and in
any program designed te improve fonction
(including social. physical. psychological and
daily or work activities).

d.  Twill not request apioids or any other pain
medicine from physicians other than from this
doctor. This dector will approve or prescribe all
ather mind and meod altering digs.

e. [ wilinform this doctor of all other medications
that I i 1akng.

£ I wiH obiain all medications fron: ene pharmacy.

when possible keown to this doctor with full

consent fo talk with the pharmacist given by

signing this agreement.

I will protect my prescriptiens and medieations.

Only one lost prescription or medication will be

replaced in a single calendar year, I'will keep all

medications from children.

.. lagree to participate in psychiatric or
psychological assessments, i1 necessary.

i, If 1 have an addiction problem:, [ will not use
illegat or street drugs or alcohol. This doctor

n

Date:
may ask me to follow through with a programn to
address this fssue. Such programs may include the
following:

"W 12-step programi and securing a sponsor
* B Individual counseling
B Inpatient or outpatient reaiment
B Other:

v

I nnderstand that in the event of an emergency. this
doctor should be conracted and the problem will be
discussed with the emergency room or other treating .
physician, Tam responsible for signing a consent to
requast record transfer to this doctor. No more than 3
days of medications may be prescribed by the
emergency room or other physician without this
doctor’s approval.

i, Fundesstand that I will conseni to random dmg
sereening. A dnig screenis a laboratory 1251 in which
a sample of my urine or blood ts checked to see what
drgs T have been taking. '

4. Twill keep miy scheduled appeintnents and/or cancel
my appaintient a minkmum of 24 hows prior 1o the
appointment.

5. Iunderstarid that this doctor may stop prescribing
epioids or change the treatment plan if:
a, 1 de not show any huprovement in pain from
opioids or miy physical activity has not lnproved.
b. My behavior is inconsistent with the
responsibilities outlined iz £1 above.
¢, Igive. sell or misuse the opioid medications.
I develop rapid tolerance or loss of improvement
from e treatment,
I obtrin opioids from other than tis doctor.
f.  Irefuse to cooperate when asked to get a drug
SCTegll. )
If an addicrion problein is identified as a resuit of
presciibed freatment or any other addictive
substance.
h. If { oms naable to keeig follow-up appeintuents.

[

g

Patient Signature Date

Physician Signature Date




Photocopy for use by clinician

Treatment Contract

Sample Treatment Contract

R

I understand that 1 am receiving opioid medication from Dr. to
treat my pain condition. I agree to the following conditions under which this
medication is prescribed: ’

» I will not seek opioid medications from another physician. Only
Dr. will prescribe opioid for me.

= | will not take opioid medications in larger amounts or more frequently than
is prescribed by Dr. i

+ 1 will not give or sell my medication.to anyone elsc, including family
members; nor will I accept any opicid medication from anyone else.

»' I will not use over-the-counter opioid medications such as 222's and Tyienol
#1.

+ understand that if my prescription runs out early for any reason {for
example, if I lose the medication or take more than prescribed}, Dr.
' will not prescribe extra medications for me; I will have to wait
- until the next prescription is due.

« .l understand that if I break these conditions, Dr. may
' choose 1o cease writing opioid prescriptions for me.

Patient’ s Signature:

Physician’s Signature:

Date:

College of Physicians and Surgeons of Ontario
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Photocopy for use by clinician -

Information for Patients - Opioid
(Narcotic) Analgesics for Non-

Cancer Pain
FOR: '

FROM: Dr.
DATE:

Making Pain Tolerable

The main reason for using an opioid (narcotic) analgesic for chronic non-cancer pain

. is to make the pain tolerable - not to eliminate it. This treatment is usnally only-
considered after more standard treatménts such as anti-inflammatory drugs have

failed. If you are agreeable, your physician will prescribe an opioid analgesic for

you in gradually increasing doses to minimize side effects. It is extremely important
that you follow the directions exactly. Your physician will be the only one
prescribing this medication to you. If you increase the dose without your
physician’s permission, give the medication to another person or obtain this
medication from another physician without the consent of your primary physician,
the physician may stop prescribing the opioid analgesic for you.

Pain medication is only part of your chronic pain treatment program. Equally
important is a gradual exercise program that will increase your activity level despite
ongoing pain. You and your physician should agree on specific ongoing treatment
goals. .

What is My Risk of Addiction?

There is increasing scientific evidence that strong painkillers can relieve some pain
in selected patients without causing addiction. It is important to be careful, however,
when defining what “addiction™ is. Addiction, or psychological dependence, is a
pattern of drug use in which the patient craves a drug for its ability to produce a
“high” rather than for its pain-relieving properties. This can lead to the selling and
injection of drugs and attempts to obtain drugs from multiple physicians - activities
generally referred to as “drug abuse”. Studjes have shown that if a persen has no
past history of drug abuse and the pain is physical in origin, the risk of addiction is

“extremely low. If you are placed on.an opioid analgesic for a period of weeks,
however, and then are suddenly taken off the medication, it is possible to experience
a short withdrawal reaction. Although this can be prevented by withdrawing the
drug slowly, it does not mean that you have developed a craving for the drug or
developed a drug addiction.

College of Physicians and Surgeons of Ontario



What are the Side Effects?

Although opioid analgesics can produce side effects (drowsiness, confusion, nausea,
constipation), these can be minimized by slowly increasing the dose of the drug and
by using anti-nausea drugs and bowel stimulants. Pain medication as prescribed will

not depress your Tespiration or prevent you from breathing normally.

Remember Your Follow-up

If you seem to benefit from the pain medications, your physician will see you about
-every 4 to 6 weeks for the first few months and about every two to three months
thereafter. During each visit, you and your physician will assess pain relief, any side
effects from the pain medication and your ability to meet your established activity
goals. : :

Other Instructions:

Reference Guide for Clinicians for the Treatment of Chronic Non-Malignant Pain
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See individual product labeling for maximum
dosing of combination products. Avoid concurrent
use of any OTC products containing same
ingredient. See acetaminophen warning, below.

Use only in opioid- tolerant patients who have been

See individual product Iabelmg for maximum
dosing of combination products. Avoid concurrent
use of any oTC produds containing same

Methadone is difficult to titrate due to its half-life
variability. It may take a long time to reach a stable
level in the body. Methadone dose should not be
increased more frequently than every 7 days. Do
not use as PRN or combine with other long-acting
_(LA) opioids.

Adjust dose for renal impatrment.

See individual product labeling for maximum
dosing of combination products. Avoid concurrent
use of any OTC products containing same
ingredient. See acetaminophen warning, below.

Codeine 800mg per 24 hours 30mg q 4-6 hours
Fentanyl
Transdermal 50meg/hour {q 72 hr)
Hydrocodone 120mg per 24 hours 5-10mg q 4-6 hours
_Hydromorphone  30mg per 24 hours 2mg q 4-6 hours
Methadone 40mg per 24 hours . 2.5.5mg BID - TID
T - “Immediate-release;
i ; 10mgq4hours
Morphine | 120mg per 24 hours Sustaned-release.
ASmgqi2hours |
immediate-release’
Smgq4-6hours
Oxycodone 80mg per 24 hours Sustained Release:
. 10mg g 12 hours_
Immediate-release;
5-10mg q 46 hours
Oxymorphone 0Omg per 24 hours Sustained Reloase:
p 10mg g 12 hours

Use with extreme caution due to potential fatal
interaction with alcohol or medications
containing alcohol,

*Meperidine and propoxyphene products should not be prescribed for chronic non-cancer pain pain.




~110mg
*Adapted fram VA 2003 & FDA labeling
tEquianalgesic dosing ratios between methadone and
other opicids are complex, thus requiring siow, cautious
conversion {Ayonrinde 2000)

R



Patient name:
Today's date:

Optionai:

Instructions: - [Fillin the mg per day* for whichever opioids your patient
is taking. The spreadsheet will automatically calculate
the total morphine equivalents per day.

Opioid (oral or transdermal): mg per day™: Morphine equivalents:
codeine . : : 0
fentanyl transdermal (in mcg/hr) 0
hydrocodone 0
hydromorphone 0
methadone

up to 20mg per day 0

. Since doges ator Bélow 40mg per day are beiow the
threshold for pain management consuitation no opioid

21 to 40mg per day conversion calculations are necessary for this dosing

range (assuming no other opioids are being taken).

41 to 60mg per day 0
>60mg per day )]
morphine 0
oxycodone o
-{oxymorphone 0
TOTAL daily morphine equivalent dose (MED) = -0

* Note: Al doses expressed in mg per day with exception of fentanyl transdermal,
which is expressed in mcg per hour

I this.vallie is.less than 120mg Morphine Equivalent Dose (MED), pleass follow PartTor
the AMDG Interagency: Guideline pioid‘Dosing for. Chronic Non-cancer-Pain Referral '
' ' commended before exceeding 420 9:MED:daily. . |

for pain management consultation is:recomme ‘.
See www agencymeddirectors:waigoviguidelines.asp . .1 -

\f this.vaiue is greater than 120mgMED; plea
Guideline on:Opioid: Dosing for Chrof
www.agencymeddifectors.w

e follow Part Il of the AMDG Interagency - -
r Chronic Non-cancer Pain.. See . .~
a.gov/guidelines:asp .

CAUTION: This calculator should NOT be used to determine doses when converting
a patient from one opioid to another. This is especially important for fentanyl and
methadone conversions. For converting patients from one opioid to another, refer to
{website). Equianalgesic dosing ratios are only approximations and do not account for
genetic factors, incomplete cross-tolerance, and pharmacokinetics.

A Refer 4o www.agency meddirectoys . wa.aev/

S he viahy udper corvey o q\oﬁbh\o +he
alrive g?io‘io\ dosing C,q\cu\é\: /

5C,
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PAIN MANAGEMENT: RATING/MEDICATION ADMINISTRATION RECORD

Month:

Year:

. Instructions: Complete this form as you would complete a Medication Administration Record (MAR) document specifying the pain site, pain rating, & post treatment pain rating. (see other side for Pain Scale)

Pain Rating Scale used: W ONG-BAKER SCALE NUMERICAL SCALE ELACC SCALE

Medication Date: Date: Date: Date: Date: . Date: Date;
Scale___ Level Scale___ Level Scale__ Level Scale___ Level Scale___ lLevel Scale  Level Scale__ Level
Pain Site Pain Site Pain Site Pain Site Pain Site Pain Site Pain Site
Time am pm | Time am pm | Time am pm [Time am pm I Time am pm ‘| Time am pm [Time am pm
Initial Initial Initial Initial Initial Initial Initial
RESULTS: RESLULTS: RESULTS: RESULTS: RESULTS: RESULTS: . |RESULTS:
Scale___ Level Scale__ level Scale___ Level Scate___ Level Scale___ Level Scale__ Level__ ' |Scale_ Level
Time am pm |Time am pm |Time am pm | Time am pm |Time am pm |Time am pm |Time am pm
Initial Initial Initial _ Initial Initial_ Initial Initial
Medication Date: Date: Date: Date: Date: Date: Date:
Scale___ Level Scale__ Level Scale___ Level Scale___ Level Scale__ Level Scale___Level | Scale___ Level
‘Pain Site Pain Site Pain Site Pain Site Pain Site Pain Site Pain Site
Time am pm | Time am pm ] Time am pm | Time am pm | Time am pm |Time am pm |[Time am pm
Initial Initial Initial Initial Initial Initial Initial
RESULTS: RESULTS: RESULTS: RESULTS: RESLULTS: RESULTS: RESULTS:
Scale__ Level Scale___ Level Scale__ Level Scale_ Level Scale_ _ lLeve| Scale___ Level Scale__ Level
Time am pm | Time am pm |Time am pm | Time am pm | Time am pm |Time am pm |Time am pm
Initial Initial Initial_ Initial Initial Initial Initial
Medication Date: Date: Date: Date: Date: Date: Date’
e Scale_ lLevel Scale___ Level Scale___ level Scale___ Level Scale__ Level Scale_ Level Scale___ Level
Pain Site Pain Site Pain Site Pain Site__ Pain Site Pain Site Pain Site
Time, am pm |Time am pm | Time am pm ;Time am pm | Time am pm |Time am pm | Time am pm
Initial tnitial Initial Initial Initial Initial Initial
RESULTS: RESULTS: RESULTS: RESULTS: RESULTS: RESULTS: RESULTS:
Scale___ Level Scale___ Level Scale__ Level Scale__ level Scale_ __Level Scale_ Level Scale___ Level
Time am pm _|Time am pm |Time am pm | Time am pm |Time am pm |Time am pm |Time am pm
Initiat Initial Initial Initiat | Initial Initial Initial
Resident Name: Room # Doctor: Side 1 of 2

Diagnosis:




Photocopy for use by clinician
Sample Narcotic Flow Sheet

Sample Narcotic Flow Sheet .

Patient Name:
Chart Number;

Prescribing Physician:

B

College of Physicians and Surgeons of Omtario



Confidential Document P a i‘n SCreén .

Continuous Quality Improv;ement (CQN

DATA COLLECTION FOR ANALYSIS, OUTCOME EVALUATION
AND PERFORMANCE IMPROVEMENT FORM

Pain Management Program: Pain Screen

Pain Screen Standard: A Pain Screen, including a Pain Rating Scale is documented for each new admission.
« Sample:

Dates: .
From to . Sample based upon a % of number of residents.

» Audit Findings:

OAIll sampled new admissions had properly documented Pain Screen and Rating Scale (when
applicable). '

*
.

a % of sampled new admissions who had properly completed Pain Screen and Rating Scale.

Comments:

« Preliminary Analysis: Based upon sample data, compliance with the facility’s pain management/pain
screen policy and procedure has been:

Ofully achieved, no referral. ‘
(partially achieved, referred to CQI Committee for analysis.
OInot achieved, immediately referred to Administrator for analysis and action plan.’

Comments:

» CQI Committee Analysis Findings:

+ Action Plan to improve outcome/performance:




" PROGRESS NOTE . .
Pam Assessment and Documentatlon Tool (PADT"")

I— ‘Patient Stamp Here

Patient Name: : ‘ Record #:

Assessment Date:

.

* - " T T T

Fim

... . . .7 - Current Analgesic Regimen - " . .7 ..

Drug name ' Strength (eg, mg) Freguency Maximum Total Daily Dose

. The PADT is a clinician-directed interview; thqi is, the cliniclan asks the questions, and the clinician records the responses. The Analgesia, . '
Activities of Daily Living, and Adverse Events sections may be completed by the physician, nurse practitioner, physician assistant, or nurse.
The Potential Aberrant Drug-Related Behavior and Assessment sections must be completed by the physician. Ask the patient the ques-
tions below, except as noted. :

¥

"Analgésia ’ Activities of Daily Living © ' ..

If zero indicates "no pain” and ten indicates "pain as Please indicate whether the patient’s functioning with
bad as it can be," on a scale of 0 to {0, what is your “the current pain reliever(s) is Better, the Same, or
level of pain for the following questions!? Worse since the patient’s last asse$sment with the

. . T L. PADT* (Please check the box for Better, Same, or

1. What was your pain level on average during the Worse for each item below.)

. past week? (Please circle the appropriate number)- _
. A , R Better Same Worse
NoPain 0 | 23 456 789 1o amasbad) f = = o0 0o o m s o
C . as ' can be 1. Physical functioning "4~ -~ O ° U-

2. What was your pain level at its worst during the - _
past week! _ 2. Family relationships 0O ] a
NoPain 0 | 2 3 456 7 8 9 |o Fainasbad e

. as it can be : . :
. : 13. Social refationships Q- O .  H
3. What percentagé'o'f- your pain has been relieved . : ) N T T o
during the past week? (VWVrite in a percentage
. ! . A , <BS . , a -0 .a
between 0% and 100%.) 4. Mood -
4. Is the amount of pain relief you are now obtaining | - [_ - . ' o o
from your current pain reliever(s} enough to make 3. Sleep pat'serns |- . oo 8
a real difference in your life? S e
S dYes - O No . .
" | 6. Overall functioning. U a a
.5' A?ueri to cl;\nmla;n Is the patient’s pain relief * If the patient is receiving his or her first PADT assessment,
clinically significant _ - . the clinician should compare the patient’s functional status -
. D(Yes S O'No . -d Uns.ure‘, - - - with other reperts from the last office visit.

{Continued on reverse side)

Copyright Janssen Pharmaceutica Products, LR ©2003 All rights reserved.
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' . PROGRESS NOTE
Pam Assessment and Documentatlon Tool (PADT )

Adverse Events Potential Aberrant Drug-Related Behavior|
T This section must be completed by the p_hy_sj_cjm
Please check any of the following items that you discovered
1. Is patient experiencing any side effects from during your interactions with the patient Please note that
current pain reliever(s)? CYes O No some of these are directly observable {eg, appears
intoxicated), while others may require more active
iistening and/or probing. Use the “"Assessment” section
Ask patient about potential side effects: below to note additional details.
' Q Purposeful over-sedation
None  Mild Moderate Severe 0 Negative mood change
a. Nausea 0 0 0 0 O Appears intoxicated
O Increasingly unkempt or impaired
b.’ Vomiting a Q a d O Involvemént in car or other accident
1 c. Constipation O 0O =) 0 0 Requests frequent early renewals
0O Increased dose without authorization
d. lxching U . d u 0 Reports lost or stolen prescriptions
e. Mental cloudiness O 0 O O 0O Attempts to obtain prescriptions from other
doctors .
f. Sweating =] o o u 0 Changes route of administration
g. Fatigue 0 0 ] 0 O Uses pain medication in response to situational
stressor
h. Drowsiness a . a a 12 Insists on certain medications by name
i. Other 0 O 0 O Contact with street drug culture
O Abusing alcohol or illicit drugs
jo Other Q a Q 0 Hoarding (ie, stockpiling) of medlcatlon
’ O Arrested by police
2. Patient’s overall severity of side effects? . Q Vietim of abuse
0 None U Mild O Moderate O Severe Other

Assessment: (This section must be completed by the physician.) :
Is your overall impression that this patient is benefiting {eg, benefits, such as pain relief, outweigh side effects) from
opioid therapy!  OYes O No A Unsure

Comments:

Specific Analgesic Plan:

0 Continue present regimen Comments:

0l Adjust dose of present analgesic

QO Switch analgesics

0 Add/Adjust concomitant therapy

O Discontinue/taper off opioid therapy

Date: Physician’s signature:

Provided as a service to the medical community by Janssen Pharmaceutica Products, LP. JANSSEN iaiosiinae
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‘The Role of Methadone in the
Management of Chronic Non-
Malignant Pain: Specific
Considerations

Overview

Alt.hough the literature on methadone for non-malignant pain is scanty and based
on case studies, the increasing use of methadone for this purpose requires
recommendations to guide practice. There is extensive literarure on the use of
methadone as a potent analgesic agent for cancer pain and therefore
. recommendations for the use of methadone in the management of chronic non-
malignant pain must be extrapolated from the cancer pain literature.

Methadone is a synthetic opioid analgesic with excellent oral bioavailability, a side
effect profile similar to other opioid analgesics and a duration of action of at least
eight hours with repetitive dosing. These qualities make it an attractive drug for
outpatient pain management. Methadone also has an opioid receptor profile
different from that of morphine and has N-methyl-D-aspartate (NMDA) antagonist
activity that may confer advantages over morphine. However, experience in the
use of methadone for cancer pain has revealed that methadone is far more potent
as an analgesic agent than has been suggested by equianalgesic tables derived from
single dose studies. With repetitive dosing, methadone is approximately ten times
more potent than indicated in these standard tables. The main reason for this is
probably the long elimination half-life of methadone (24-36 hours) which ailows
for much higher drug levels to be reached than could be predicted from single
dose studies. This has obvious clinical 1mp11cat10ns since methadone takes 5-7
days to reach steady state at.any particular dose. Therefore, the use of methadone
as an analgesic agent requires the same pain assessment skills as for any other
opioid drug, but even greater scrutiny in patient monitoring of analgesic and side
effects.

Methadone use in the Management of
Chronic Non-Malignant Pain

In Canada, methadone is available at low cost as an elixir which is usually made
up at a concentration of 1 mg/ml. In opidid-naive patients or patients taking
codeine preparations, methadone 2.5 mg q8h is safe and usually well-tolerated.
For patients already on a major opioid analgesic like oxycodone or morphine, a
reasonable starting dose of methadone is 5 mg g8h with dose increments of 5 mg.
q8h every 5-7 days. A general rule is to provide careful dose titration until -
adequate pain relief is achieved or side effects 1imit further dose escalation.
However, one should look for a graded analgesic response to incremental dosing.
The absence of a graded analgesic response may mean that the patient is not

Reference Guide for Clinicians for the Treatment of Chronic Non—Malignant Pain 3
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:opioid~res;§onsive. Patients should be seen weekly during the titration phase and

every month or two during the maintenance phase.

For patients being switched from relatively large deses of an opioid analgesic { >
200 mg oral morphine or morphine equivalents daily), the table below should be
used to calculate equianalgesic doses. For patients taking more than 500 mg oral
morphine or morphine equivalents daily; the conversion to methadone should be
staged with a third of the anticipated methadone dose being introduced every five
days so that the entire conversion takes fifteen days. The dose of the previous
opioid is decreased by a third every five days in inverse fashion.

Equianalges‘ic:Doses of Common Opioid Analgesics
Relative to Oral Methadone with Repetitive Dosing

;%%gﬂ&:%éﬁé}gﬁ b

er. Os (PO

T ! w0}
A W R

Methadone

2 mg

Morphine ..

30 mg _ _ - 10'mg-

Hydromorphone

8 mg : 2mg

Oxycodone

15 mg

32

Patients and co-habitanis should be warned about potential side effects (especially
drowsiness and respiratory depression) and the possibility that side effects can
continue to evolve for five to seven days after each dose adjustment. The spouse
or significant other should be available at least twice daily to monitor for toxicity.
Since drowsiness commonly precedes respiratory depression, they should be
instructed to call the prescribing physician if drowsiness develops to obtain advice
about further dosing. This obviously requires physician availability 24 hours a
day during the titration phase. Elderly patients (over the age of 65), patients with
severe lung disease and patients who cannot be adequately monitored at home

-should be considered for inpatient initiation of methadone treatment.

Note: The CPSO involvement in the opioid dependence program meniioned is
unreldted to the use of Methadone for analgesic prrposes. If a physician wishes o
obtain a permit to prescribe Methadone for analgesic purposes, he or she needs to
apply to the Office of Controlled Substances in Ouawa (613) 946-5139. -

College of Physicians and Surgeons of Ontario
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URINE DRUG SCREENS

Drugs of Abuse/Opiate Panel

Order number 7233541 ‘ i

ARUP # 0090364-Drugs of Abuse Confirmation Opiates-Medical
CDCO OPI

Codeine

Morphine

Hydrocodone

Oxycodone

Hydromorphone (metabolite of Hydrocodone)

Drugs of Abuse/Medical
Order # 7233540
ARUPH# 0090487
CDAS9A
Marijuana
Cocaine

Opiates

PCP
Amphetamines
Barbituates

Meth

Benzos
Propoxyphene
Alcohol

If the screen comes up positive for opioids it is then automatically sent for the opiate
panel above that gives you the specific opioid

Confirmation for methadone _
ARUP# 0090362
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CHRONIC PAIN MANAGEMENT

No. I-1 Review Date: 2/25/05 Revision Date: March 22,2005

I. Purpose ,
The purpose of this policy is to ensure that chronic pain patients are consistently
treated in accordance with accepted treatment guidelines for managing chronic
- pain. All providers within the Community Clinics are expected to participate in
the management of chronic pé_in patients. A chronic pain patient is defined as a
patient having consistent pain for three or more months.

-

IL. Policy

All appropriate chronic pain patients requiring controlled substances will si gn an
agreement yearly with their primary care provider in order to protect patient access to
controlled substances and to protect the providers’ ability to prescribe. This agreement
will be the foundation of a working relationship between the provider and the patient. If
the patient is deemed to not be appropriate, documentation with rational will be
documented in the medical record.

A consent form will be signed by every patient.

Educational materials will be provided.

IIL. Procedure
A. The attached standardized agreement shall be used throughout the Community
Clinics.
B. The provider and the patient will retain a copy and a copy will be forwarded to the
patient’s designated pharmacy .
C. Pharmacies may be instrumental in identifying breaches of the contract by
working in alliance with the provider.
D. If the contract is broken, the level of breach should determine the action to be
* - taken. These may include: ‘
1. Tightening of the restrictions ie. Fewer pills per prescription with more
frequent visits
2. Referral to pain or addiction specialist
3. Dismissal according to dismissal policy .
E. Providers will be familiar with and utilize appropriate medication protocols. See
attachment B

Review of provider prescribing will be accomplished. If prescribing practices appear to
be a problem, pain management CME may be required.
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Medication Agreement

['understand that the intent of taking medication
is to treat my chronic pain with the goal being to increase my ability to do more. I understand
that the medication is unlikely to completely eliminate pain.

I will take the medications as prescribed. I will not take any sedatives, alcohol, or other pain
medications, including OTC preparations without the prior approval of my doctor.

[ understand that the medication will be prescribed only by and only according
to the agreed-upon schedule. ' ' '

I will not seek or accept any medications for pain other than those prescribed by my doctor.
“Medications for pain” includes prescriptions from other doctors, medications borrowed or
accepted from family or friends, and any illicit or street drugs. I will not share or sell any
medication.

I will get all my prescriptions filled at pharmacy. A copy of this
agreement will be provided to that pharmacy.

Iagree to keep all scheduled appointments. If I am unable to keep an appointment, 1 agree to call
in advance and discuss the reason and reschedule the appointment,

I understand that lost, stolen or damaged medications will not be refilled under any
circumstances. It is my responsibility to protect and secure any medications.

[ understand that no prescriptions will be refilled early and no changes in dosage or medication
will be made over the phone. I will not request phone-refills from on-call provider.

[ agree to provide any requested urine or blood samples for unannounced drug screens.

I'understand that periodic checks will be made to monitor prescriptions written by other
providers and/or filled at other pharmacies. '

I understand that it is my responsibility to arrange for copies of records from prior providers to
be sent to my provider. Pain medications may not be prescribed until such records are received.

[ agree to comply with all aspects of my treatment program which may include physical therapy,
Jbehavioral health, diagnostic testing, or specialist evaluation. Treatment may be discussed

among providers.

['understand that failure to comply with this agreement may result in discontinuation of my
medication and may lead to dismissal from the practice in accordance with the dismissal policy.

Rare emergencies can occur. Any exceptions to this agreement will be at the discretion of the
provider,

I understand the above agreement and have had all my questions answered.




(772172008 RedeN - Nedication Agreementdos R Y

Patient Signature Date Physician Signature  Date
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Recognizing and Managing Side Effects of Opioids

Medications may have many possible side effects. Discussed below are some of the more common
| possible side effects of opioid pain medication. You may experience'some of the foliowing:

CONSTIPATION—Constipation is a frequent side effect of opioids. Often with will respond to over-
the-counter products. For example:

1, Take two Senokot-S® tablets at bediime.

2. Tiyou do not have a bowel movement in the morning, take two Senokot-S® tablets after
breakfast.

3. If you do not have a bowel movement by evening, take three Senokot-S® tablets at bedtime.

4. If you do not have a bowel movement in the morning, take three Senokot-S@® tablets after
breakfast.

5. If there is no bowel movement within 48 hours afier starting this regimen, add
after breakiast, while continuing to take three Senokot-S® in the morning

and in the evening,

« i constipation persists despite the above, takk to your doctor about other options.

» Once you start having bowe] movements, use the two steps prior to your last one as your
daily regimen. For example, if you had a bowel movement after Step 4, use Steps 2and 3
(that is, two Senokot-S® tablets in the moming and three at bedtime) as your daily regimen.

| FATIGUE or DROWSINESS—Fatigue or drowsiness is possible with these medications. Especially
when first starting or increasing your dose or when changing medications. Your body will often adjust
to this effect within a week or two, but use caution when driving or periorming activities until you know

how your body will react. If taking your mediation produces any confusion, stop the medication until
you contact your doctor,

: DEPRESSION—Some people develop symptoms of depressipn while taking opioid medication. Your
§ doctor may manage this by changing medication, adding a medication for depression, or through
counseling. Be sure to inform your doctor if you are feeling sad or “down”.

| RASH, HIVES, or DIFFICULTY BREATHING—Some people have a true allergic reaction to some of
| the opioids. If you experience any of these, inform your doctor immediately or go to the nearest

urgent care or emergency room. Do not take any more of your medication unless your are directed to
do so.

| NAUSEA—Nausea is common with certain of the apioid preparations. Often this improves, goes

away with time, or can be helped with a change to another form of pain medication, but sometimes
anti-nausea medication is needed.

PHYSICAL DEPENDENCE—Physical dependence to an opioid is common. This means that, after
you have taken an opioid for awhile, your body adapts to it and you may experience symptoms of
withdrawal If you stop taking the medication suddenly, Withdrawal symptoms may be avcided by
tapering off a medication slowly to stop it. More medication may be needed over time to continue to
control your pain. Physical dependence is NOT the same thing as addiction. Addiction means
that a person is seeking opioid medications for emotional or physical gratification rather than for pain
relief. Addicts often abuse the frequency or amount of the medication taken even if doing so results
in personal or social harm. Many of the regulations set forth in yaur contract are designed fo prevent
acdicts from abusing the health care system, which could result in a loss of pain medication for
people with true pain management needs. When pain medication is used appropriately for pain refief,
ihe changes of becoming addicted are low.
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Keeping Yourself Safe With Opioids

Read and familiarize yourself with the sheet on common side effects of opioids.
Direct any questions to your doctor or pharmacist.

Unfortunately, some people may take advantage of another's misfortune in order to
profit themselves. These people often look for those who are elderly or who have
pain, knowing that they can find medications that can be abused. These people may
be strangers, but often may be family or friends. For your protection, we recommend

the following:

»

Keep your opioid medication in a locked box away from view. Remove only what
you will need for the day each morning and put the rest back under lock and key.

Never keep your supply in a purse, a cabinet, a bathroom, or on an open shelf. ‘
These are obvious places someone would look.

Keep count of your medication and bring it to every visit with your doctor or pain
provider. Keeping track of your medication will allow you to know if any is
disappearing or being substituted with another medication by someone.

If your medication suddenly stops working or gives you unusual side effects, bring
it in for examination by a pharmacist.

If any of your medication is stolen, report this to the police immediately. Write
down the police case number and report it to the clinic. Do not ignore missing
medication—this invites the opportunity for you to become a victim again.

If you have been told by a doctor that you suffer from memory loss or if you get
confused when you get sick, have a trusted family member or friend set your
medication out for you. It is easy to forget you have taken your medication and .

then take a second dose, which may worsen your condition. The use of a pillbox
may also help.

If you have concerns about family members having access to your medication,
arrange with your pharmacy to only aflow the person you designate to pick up

your medication if you cannot do it personally.

! « Remember, lost, stolen, or destroyed medication cannot be replaced. You
will not receive a new supply, so please protect yourself!

'_u I I

ER—
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" #5= University of Utah
Hospitals & Clinics
DRAFT

Resigning from providing care to patients receiving controlled Substances

No: 1-1Review Date: 02/25/2005 Revision Date: March 22, 2005 Chapter: Narcotics

L. PURPOSE ‘

The University of Utah Hospitals and Clinics — Community Clinics (WUHC-CC) is
committed to providing the highest level of customer service. The purpose of this policy and
procedure is to define those conditions whereby a medical provider may elect to resign from
providing any additional medical care, including but not limited to controlled substances.

IL. DEFINITIONS

A. Abuse of Controlled Substances is defined as any person receiving controlled
medications from more than one provider without the knowledge of the primary
care provider or any person who after receiving controlled substances requests
carly refills regardless of the reason for the refill, including but not limited to,
stolen or lost medications, taking medications contrary to provider instructions.

B. Criminal Acts is defined within the context of this policy as any act which
violates Utah law and interferes with a therapeutic-patient-physician relationship,
including but not limited to altering prescriptions or calling a prescription into a
pharmacy under false pretenses or selling or sharing prescription medications.

C. Transfer of Care is defined as the act of terminating the physician-patient
relationship and establishing a new relationship with a new primary care provider
(PCP) either within the University of Utah or with a PCP not affiliated with the
University of Utah. ‘

D. Dismissal or Resignation or Resign is defined as the act of termination the
physician-patient relationship for cause and informing the patient that they must
seck primary care with a PCP not affiliated with the University of Utah.

HI. POLICY ‘
[t is the policy of the University of Utah Hospitals and Clinics-Community

Clinics to provide a caring and compassionate environment for all staff and patients,

while adhering to the state and federal laws governing the distribution of controlied

substances. Any patient who contributes to the detriment of a caring and compassionate
environment or violates federal or state laws will be allowed three (3) opportunities to
change their behavior before being involuntarily dismissed from the University of Utah

Hospitals and Clinic-Community Clinics, according the procedure below.

It is the policy of the University of Utah Hospitals and Clinics-Community

Clinics to immediately dismiss any patient who intentionally violates federal or state laws

relating to controlled substances.

IV.  PROCEDURE :
A. Immediate Resignation: Whenever there is a violation of federal and
state controlled substance laws including but not limited to any event as described
in Section II (A), the medical provider may resign from care immediately after
following the following steps: '
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Terminating the PAtient-PHysician RElationship for ABUSIVE AND/or Disruptive PAtients

4.

5.

2

Document the incident including names of witnesses

- Send a request for dismissal with documentation to the Center Medical

Director for approval. If approved by the Center Medical Director, then
he/she should send a resignation request with documentation to
Community Clinics Risk Management for final approval and header
change in the electronic health record,

Center Management is responsible for sendmng the resignation letter after
approval of the Center Medical Director and Risk ‘Management.

The PCP and Medical Director will use discretion as to whether to refill
the medications. ' ‘

Center Management will call Case Management of the patient’s health
plan to notify them of the plan to resign. ‘

B. Non- Immediate Dismissal with 30-days notice of intent is appropriate for
most situations which interfere with the physician-patient relationship but do not
rise to the level of immediate dismissal as cutlined in section IV(a)

a. 1*' Incident — Contract Required

¢ Document incident

*  The PCP should have a discussion with the patient focusing on
expectations concerning the use of controlled substances and document
the discussion in the medical record. - (

¢ Patient must enter into a pain management agreement and the PCP
should have a discussion with the patient focusing on the
consequences of violating the agreement and document the discussion '
in the medical record.

» Care may be transferred to any another physician only if there is
complete disintegration of the physician-patient relationship as
determined by the primary care provider and the center medical
director,

* A copy of the pain management contract should be scanned into the
medical record.

L J

b. 2™ Incident

c.

DRAFT

¢ Document incident

® The PCP should have a second discussion with the patient focusing on
the consequences of violating the agreement and document the
discussion in the medical record. Specifically, the patient should be
warned that any further violations would result in a resi gnation letter in
effect dismissing the patient from all University outpatient clinics.

¢ Upon physician request, care may be transferred to any another
phystcian only if there is complete disintegration of the physician-
patient relationship as determined by the primary care provider and the
center medical director.

3™ Incident

¢ Document incident

* Send request for resignation with documentation to Center Medical
Director for approval. If approved by Medical Director, then he/she
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DRAFT

3

sends request to Community Clinic Risk Management for final
approval and resignation letter and header change in Epic.

Center Management is responsible for sending letter after approved of
Medical Director and Risk Management.

The patient should be given thirty days notice with urgent medical care
and medication refills provided during the 30-day period.

Center Management will notify the case management department of
the patient’s health plan of its intent to dismiss the patient.

The patient’s header will be marked as “dismissed” and an explanatory
note provided in the demographics section of the EHR by UUHC-CC
Risk Management, o .

Care may not be transferred to another willing pravider within the
UUHC-CC system.

APPROVAL BODY: UUHC-CC Narcotics Policy Steering Committee
APPROVAL DATE:

POLICY OWNER: UUHC-CC

ORIGIN DATE: February 24, 2005

References and Attachments
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Chronic Pain Pharmacotherapy Pamphlet Potential Information

Medications to be avoided:

Q  Meperidine (principal metabolite is normeperidine which produces significant
adverse effects such as tremulousness, dysphoria, myoclonus, and seizures)

Q  Propoxyphene (provides minimal analgesia, chronic use leads to accumulation of
a toxic metabolite)

0 Mixed opioid agonist-antagonists (e.g.butorphanol, nalbuphine, and pentazocine);
maintain dose ceilings and should not be used in the patient already taking a
pure/full opioid agonist; associated with a relatively high risk of psychotomimetic
adverse effects.

Q Partial opioid agonists (buprenorphine) maintain dose ceilings and should not be
used in the patient already taking a pure/full opioid agonist; associated with a

 relatively high risk of psychotomimetic adverse effects.

Medication Selection Process

Step 1: Mild Pain (1-3 on NRS)

For episodic or fluctuating pain ‘
* Ifinflammation suspected to be a cause: Tbuprofen 400 mg PO every 4
hours as needed (Naproxen 220 mg PO Q8H is an alternative)

* If no inflammation suspected: Acetaminophen 325 mg PO every 4 h ours
as needed

For persistent or chronic pain

* Ifinflammation suspected to be a cause: Ibuprofen 800 mg PO every 8
hours scheduled (Naproxen 500 mg PO Q12H is an alternative)

* If no inflammation suspected: Acetaminophen 650 ~ 1,000 mg PO every 6
hours scheduled

Adjuvant Analgesics

Neuropathic pain or pain requiring an adjuvant analgesic

¢ Desipramine 10- 25 mg PO HS scheduled. Increase dose in 10 to 25 mg
increments every 3 to 5 days as tolerated until satisfactory pain relief
attained.

 For Neuropathic pain or pain requiring an adjuvant analgesic unresponsive
to a TCA consider gabapentin. (Note: attempt to spread doses equally
throughout day; slow taper if excessive adverse effects encountered. 1f
adequate analgesia encountered or if adverse effects dictate, discontinue
further escalation and leave dose at best tolerated level.)

» (Gabapentin titration schedule: '
Day 1 100mg PO HS
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Day 2
Day 3
Day 4
Day 5
Day 6
Day 7
Day 8
Day 9

100mg PO BID

100mg PO TID

100mg PO BID and 200 mg HS

200 mg PO AM and HS, 100 mg Midday
200 mg PO TID day six

200 mg PO BID and 300 mg HS

300 mg PO AM and HS 200 mg Midday
300 mg PO TID

Step 2: Mild to Moderate Pain(4-6 NRS) and Step 3: Moderate to Severe Pain (7-10

NRS)

If inflammation suspected add an NSAID (1f' not already used) as indicated to
opioid and acetaminophen

If neuropathic pain or pain that requires an adjuvant exists use adjuvant approach
described in step 1 above.

Step 2 consider Tramadol in lieu of opioids (Can also be used as an adjuvant at

any step)
Oral Opioids

o Opioid naive patients with episodic or fluctuating pain

Step 2 Opioid: Hydrocodone 5 mg/APAP 500 mg (e.g. Vicodin,
Lortab) 1 to 2 tablets PO every 4 hours as needed (not to exceed 8§

- tablets in 24 hours) Reassess routinely to determine if pain is

appropriately assessed and/or treated.

Step 3 Opioid: Morphine Sulfate 10 mg PO every 3 hours as
needed for pain. If during reassessment the pain is not controlled
with morphine 10 mg per dose, upward titration is reasonable. If
pain remains uncontrolled after 24 hours, increase the routine dose
by 25% to 50% for reports of mild to moderate pain, by 50% to
100% for severe to uncontrolled pain, or by an amount at least
equal to the total dose of PRN medication used during the previous
24 hours.

When mdicated determine if pain is chronic/persistent and pOSSlb]y
better managed with long-acting formulations.

© Opioid naive patients with persistent or chronic pain: Initiate Step 2 or 3
opioid as appropriate on an as needed approach (as above) and monitor use
to determine opioid requirements. Following further assessment, consider

- switching to a long-acting opioid formulation such as extended-release
morphine (e.g. MS Contin, Oramorph SR) as soon as pain stabilized.
Continue to provide breakthrough opioid doses.

o Patients already receiving opioid pharmacotherapy - If the patient regularly
utilizes short-acting opioids on a regular basis and it is appropriate to
contimue with opioid pharmacotherapy, calculate the average 24 hour
opioid dose and then consider utilizing a long-acting opioid alternative to
provide around the clock analgesia where appropriate (e.g. MS Contin,
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Oramorph SR). If using long-acting opioids continue using breakthrough
short-acting doses as well. .

Breakthrough or PRN Analgesia

Provide patients utilizing long-acting opioids with rescue analgesia for
“breakthrough” pain in the event of worsening pain, cpisodic pain, or pain that is
inadequately controlled by the long-acting opioid regimen. A simple approach is
to provide doses that are 5% to 15% of the total 24 hour long-acting opioid dose
in use. Normally these doses are offered to the patient on a PRN every 3 hours.
ALWAYS recalculate the breakthrough opioid dose after changing the long-acting
regimen so that it is always 5% to 15% of this total daily dose.

Opiocid Dose Escalation

Patients requiring more than 2 to 4 daily breakthrough doses on a routine basis
may need to have their long-acting opioid regimen increased. A simple approach
is to determine the total amount of opioid used in an average 24 hour period
(routine + breakthrough} and administer this new total in divided doses as
indicated by the product used.

Changing Opioid
When changing opioids, there may be differences between published
equianalgesic doses of different opioids and the effective ratio for a given patient.
For patients with well-controlled pain use 50% to 75% of the published
equianalgesic dose of the new opioid to compensate for incomplete cross-
tolerance and individual variation. If the patient has moderate to severe pain,
reduce the dose by 25% or less. An important exception is methadone, which
appears to have higher than expected potency during chronic dosing compared
with published equianalgesic doses for acute dosing. Consult a pain specialist
before switching to methadone.

Constipation

Constipation due to opioids is almost a universal problem. Tolerance to
constipation very rarely, if ever, develops. Management should be proactive,
utilizing stimulant laxatives (g, senna, bisacodyl, glycerin, casanthranol, etc) that
are titrated to effect. Stool softeners (eg, docusate sodium) are not usually
effective by themselves, but can provide a useful addition to the stimulant
laxative. Bulk-forming agents (eg, psyllium) should be avoided in the vast

" majority of patients since they require substantial fluid intake and are poorly
tolerated in patients with advanced disease and poor gastrointestinal mobility. For
patients unable or unwilling to use a stimulant laxative, the addition of an osmotic
agent (e.g. nulk of magnesia, lactulose, or sorbitol) may be useful.
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INTRODUCTION

The technologic advancements that enable taboratories to detect

exquisitely low concentrations of drugs in biologic fluids began in
the late 1950s with the development of the immu.nnassay and the
coupling of gas chromatography (GC) and mass spectrometry
{MS). These technologies serve as the backbone of the 2-tiered
testing program that has grown out of the Federal Drug Free
Workplace Act established in the 1980s."* The majority of urine
drug testing (UDT) is still performed in regulated workplace
programs as a means to deter and detect illicit drug use.* Spurred
by insurance and injury compensation coverage, many non-
federal agencies and companies have adopted the Mandatory
Guidelines for Federal Workplace Drug Testing Programs into their
own employee protocol. In these settings, UDT is routinely
performed prior to hiring and in response to any accident.
Additional testing may occur with or without announcement,
depending on the company’s policies.

UDT has expanded beyond the workplace and now is performed
in a number of contexts, such as in sports organizations, schools,
and the criminal justice system, to provide objective data on druy
expostre.™” Depending on the circumstances, consequences for
using illicit substances are quite severe and include incarceration,
termination of employment, suspensions, and fines.*” Clinically,
UDT is regularly performed in drug treatment centers to monitor
abstinence from illicit drugs and to confirm adherence to
maintenance drugs, in emergency departments (EDs) o support
both acute treatment decisions and efforts to prevent future
events (illicit drug use is considered a marker for future trauma),

in pain dlinics, and in primary care settings.*'? This monograph

will tocus primarily on patient-centered UDT used to enhance the

management of chronic pain patients. In this context, UDT can
serve as a useful tool to help verify patient-reported compliance
or demonstrate unreported drug exposure. However, 3 key
elements of UDT must be appreciated to best utilize this tool;
the pharmacologic characteristics of the drugs tested, their
relationship to the sample, and the analyses performed by the
laboratory. The purpose of this monograph is to provide the
knowledge necessary to interpret most UD'T resuits encountered
in the management of patients with pain. &

OPIOID THERAPY
IN PAIN MANAGEMENT

The use of opioids in pain management is a double-edged sword:
while they are absolutely necessary to manage the pain and
improve the function of many patients, their misuse is a
significant national public health problem.*"* Concerns about
addiction, drug abuse, and diversion can be major barriers when
managing chronic pain patients.'>'¢ in one study, physicians were
most reluctant to preseribe opioids due to concerns about drug
abuse (84%) and addiction (75%), followed by side effects {689%)
and tolerance (61%)." In addition, time constraints, skepticism
regarding overall benefit for patients, and high-profile legal
ramifications have deterred many physicians from prescribing
Opioids‘l7‘20.ll

In orderto avercome these barriers to pain management, a
practical approach is needed to monitor patient adherence and
response to prescribed opioids."™ 7132 Qbjective UDT data
accompanied by appropriate surveillance and follow-up can
contribute to paticnt managerent, particularly when there is
uncertainty about the pain dingnosis or the patient’s level of
rigk 619

Scope of Drug Abuse

The 2006 Nutional Survey on Drug Use and Health estimated
that 20.4 million Americans aged 12 years or older (8.3% of
the population) were current {past-maonth) illicit drug users.?
While it fs clear that marijuana was the maost commonly used

illicit drug (14.8 million current users) (Figure 1}, 7.0 million
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persons also used prescription-type psychotherapeutic drugs
nonmedically™—of these, 5.2 million misused analgesics, an
increase from 4.7 million in 2005.* The number of people who
initiated nonmedical prescription analgesic use in 2006 was
similar to the number of new initiates of marijuana use in that

year {Figure 2).2

Source of Opioid Analgesic: Among persons who used analgesics
nonmedically in the past year, 56% reported that they obtained
their most recent drug from a friend or relative for free, 19% from
a single physician, and 4% from a drug dealer or other stranger.®
Less than 19 reported buying the drug on the Internet, although
some sources suggest the volume of online analgesic sales is
underreported 2+

Abuse/Misuse in
Chronic Pain Patients

The majority of patients on long-term opioid therapy for chronic
pain will not develop opicid-use disorders. However, the rates of
opiotd abuse are usually somewhat higher in these patients than
in the general population. In a sample of patients receiving opioid
therapy {rom their primary care physician (PCP}, the frequency
of opioid vse disorders was 4 times higher compared with
general population samples (3.8% vs 0.99%).2 In another
primary care sample of chronic pain patients receiving opioids,
lifetime drug problems were common—with 17% of men and
10% of women reporting drug abuse treatment at least once in
their tifetime. "

Any departure from medical direction in the consumption of pain
medication calls for a clinical intervention. Aberrant drug-related
behaviors {ADRBs) should be documented and addressed with
the patient to help understand his or her motivation for
noncompliance. For example, is he/she suffering from:

@ Undertreated pain?

R Active addiction?

g A comorbid anxiety or depressive disorder?

Rates of psychiatric comorbidity among chronic pain patients
are higher than the general population, but similar to those of
addiction treatment samples.*! Because pain management is
complicated by alcohol and drug use, stress, depression, and

a variety of other comorbid medical and social issues, it is
important to deal with these underlying problems in order to
optimize treatinent. Monitoring measures may necd to be
increased and referrals to specialists made when appropriate,

Patient Risk of Displaying ADRBs
The basis for selecting, excluding, or terminating chronic pain

patients frum opioid treatment is not well-defined %1722 Ag a

* Nonmedival use was defined s use without a preseription of the individual’s own or simply for the experience or fecting the drugs caused.
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result, physicians frequently rely on demographic information,

assumed risk factors, and “gut instinct” to determine whether

a patient will misuse opiotds prescribed to relieve pain.”
Unfortunately, several reports demonstrate the difficulty in
predicting medication misuse and ADRHs based on patient
demographics. as well as medical and behavioral variables 23750
For example, in 2006, 18.5% of unemployed adults were current
illicit drug users, compared with 8.8% of those emplayed full-
time and 9.4% of those employed part-time—however, 74.9% of
current illicit drug users were employed full- or part-time.® In
another study, 453% of chronic pain patients on opioid therapy
in an urban pain management center had confirmed abnormal
UDT results: 20% were found to have used illicit substances,
14% had used additional prescription drugs, and another 10%
had not used the drugs preseribed.” However, patient gender,
pain site, and the number, type, and dosc of prescribed opioids
were poor predictors of abnormal UDT results.?” At an academic

_Positive UDT result for stimulants
.{cocaine ar ampheatamines) '

25 (40.3%)

‘Negative UDT result for |

Q,
_ prescribed opioids 15(24.2%)

Doctor shopping  10(16.1%)

Inconsistent UDT result {nonprescribed)

9(14.5%)
Prescription forgery L 2(3.2%)
Diversion. _ . P o] 1(1.6%)
Total 62 (100%)

[31.6% of total)




pain managemenl program, 62 of 196 patients exhibited ADRs
over 1 year (Tahle 1): 25 had confirmed positive UDT results for
stimulants, 15 had repeated confirmed negative results for
prescribed opioids despite being counseled on slchedilling of their
medication, and 9 had repeated positive results for nonprescribed
opioids,*

Other investigators have also found that both monitoring
behavior and requiring UDT for individuals receiving long-term
opioid therapy captures more patients with inappropriate drug-
taking behavior than either method alone.® A total of 43% of
patients had a “problem,” identified by either a positive UDT
result or an ADRB—219% had positive UDT results alone for
either an illicit drag or a nonprescribed controlled substance,
14% had behavioral issues alone, and only §% had both positive
results and behavioral issues (Figure 3),2

Patient Self-Reporting

Although self-repart may identify some patients with ADRBs,
studies in a number of settings have demonstrated that a
significant percentage of chronic pain patients inaccurately
report nonadherence and illicit drug abuse 811283 Therefore, it
is unwise to rely on the patient’s word alone that drugs are heing
taken as prescribed.? Deception is notoriously difficult to detect,
and physicians are particularly susceptible because they practice
with a “truth bias"—the physician-patient relationship is
traditionally based on the physician accepting the veracity of a
patient’s self-report, %3 Researchers at Cornell University found
that physicians detect a bogus patient only 10% of the time,
even when warned of a visit by an actor with a “pain” condition;
in addition, physicians were liable to mistakenly identify real

patients as ac{ors.™

In a primary care sample of adults receiving daily opioid therapy

for chronic pain, there was a 24% rate of positive UDT results for
¥ p
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700, 000 5o 45038, |1 3 s | 7o
u Depression . .. & 1point |1 point
Total Pdints

0-3 points=low risk; 4-7 points=moderate risk; 28 points=high risk

ADD=attenticn deficit disorder; OCD=chsassive-campulsive disorder

illicit drugs, but significant underreporting—469% of patierits
with positive results denied illicit drug use even when guaranteed
anonymity? In some cases, patients may underreport or deny
nonmedical use of drugs or alcohol for fear of being taken off
their pain medications or jeopardizing their ability to receive
future prescriptions.™ Furthermore, the perceived social stigma
associated with seme drugs, such as heroin and cocaine, may
compound inaccurate self-reported use. ™ Incorrect accounts of
drug use may also be the unintentional consequences of impaired

memory or misunderstanding instructions or questions,*™

Screening Instruments

There is growing evidence that the use of risk-assessment
instruments may provide a more rational basis for which patients
can be selected for treatment.'>'722%7 Stratification of patients
based on their risk for opioid misuse and ADRBs can be used to
establish appropriate levels of monitoring and/or identify patients
who warrant referral 225 Examples of screening instruments
include the Screener and Opioid Assessment for Patients with
Pain-Revised (SOAPP®-R) and the Opioid Risk Tool
(ORT).1%2238383% [n the ORT, each factor is assigned a point value
r.eﬂecting its contribution towards an individual’s likelihood of
displaying ADRBs if opioids are prescribed—the tallied score is
indicative of the patient’s overall risk (Table 2).%» Systematically
collecting such information can help physicians develop a
comprehensive treatment plan so that pain patients can receive
opioids, when indicated, under controlled conditions based on
their risk level 141535 13




UTILIZING URINE DRUG TESTING IN
CLINICAL PRACTICE

Given that self-reporting of substance use is unreliable and that

risk-assessment instruments are screening rather than diagnostic
tools, & management strategy utilizing UDT in addition to a
careful history, appropriately directed physical examination, and
observalion of patient behavior is useful prior to initiating and
during opioid therapy. Data support that adding UDT identifies
more nonadherent patients than monitoring behaviors or self-

reporting alone &

Clinical Versus Forensic/
Workplace UDT

There is a significant difference between the standards and needs
of forensic testing for the detection of illicit drug use and clinical
testing to monitor adherence Lo a treatment regimen *''#¢ This
basic fact is important te recognize, as many “standard” urine
drug tests were designed for or adapted from workplace
requirements and are not optimized for clinical applications,®!!
Firstly, the drugs for which UDT is conducted in these 2 settings
ditfer. In the workplace, opiate testing is performed to identify
heroin, morphine, or codeine use. In the pain management
setting, this list is expanded to include other opioids, such as
hydrocodone, hydromorphone, or oxycodone. Secondly, in
contrast to forensic testing, which generally assumes that most
donors will be negative for the substance of abuse, physicians in
therapeutic settings often expect to detect the presence of
prescribed drugs as evidence of their use. Thivdly, forensic testing
is governed by strict requirements for chain of custody that are
generally not constdered necessary in a clinical setting. >+

Pain Management

Patients being considered for long-term opioid therapy should
understand the likely benefits and risks, and agree to the
requirements of such therapy, including intensive monitoring and
responsibly managing their medications. UDT can be a valuable
tool in the pain management setting (Table 3) to help monitor
compiiance to an agreed-upon treatment plan, identify possible
new or recurrent drug misuse, support medical decisions, and
assist in diagnosis, although it does not jtself “diagnose” addiction
nor abuse 24 UDT can also serve as a deterrent to illicit drug
use and provide objective evidence of abstinence in high-risk
patients,'*!2% In addition, documentation of UDT policies and
results canr demonstrate to regulatory authorities physicians’
cfforts in monitoring patients.? Whatever the reason for testing,
the level of understanding of physicians using UDT in a clinical
setting must be appropriate, and communication with the testing
laboratory is key.™!"

Treatment Agreements

A written opioid treatment agreement that outlines physician and
patient responsibilities is often used to clarify the likely benefits
and risks, mutualty agreed-upon treatment goals, terms of
treatment, and the consequences of misuse. #4245 Some physicians
require all patients to sign a written treatment agreement before
prescribing opioids for chronic pain as a routine part of care,

$0 as not to stigmatize “at-risk” patients. However, it s unclear if
such agreements should be implemented for all patients in all
circumstances. The Federation of State Medical Boards of the
United States recommends a written treatment agreement for
patients “at high risk for medication abuse or with a substance
abuse history”* The most itnportant elements in a written
agreement include listing prohibited behaviors and a process for
discontinuing treatment, should this become necessary.®1%24 An
example of a treatment agreement can be found on the American
Academy of Pain Medicine Web site: www.painmed.org/pdt/
controlled_substances_sample_agrat.pdf? Very afien,
agreements inctude the provision of a urine specimen when
requested to monitor illicit drug use and adherence to

treatment, 34348
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Ongoing Monitoring

Patients should be monitored in accordance with their risk level
for displaying ADRBs. Random or scheduled UDT can be utilized
along with other measures {eg, contacting pharmacists, querying
prescription monitoring programs/pharmacy databases,
conducting pill counts) 1o help determine appropriate intake of
prescribed drugs; kelp identify nonadherence, diversion, or illicit
drug abuse; support referral for substance abuse assessment; and
tacilitate accurate documentation in the medical record 1522449
A structured UDT strategy can be approached as a consensual test
that is part of the effort to monitor the clinical efficacy of pain
treatment, just as glucose analysis is essential for the evaluation
and ongoing management of diabetic patients.*? Appropriate use
of UDT may help overcome barriers to opioid analgesic use for
chronic pain. '

Appropriate use of UDT may help. -
overcome barriers to opioid analgesic
use for chronic pain. ”

Addressing UDT Results

Clearly established and consistently enforced policies around
UDT minimize the potential (or legal consequences, and vice
versa.**¥! For example, it nonprescribed/illicit drugs are present,
wﬂ[:?.l?.}l.'i‘iﬁﬂ

a Controlled substances be discontinued?

@ The patient be referred to drug abuse treatment, a
psychologist/psychiatrist, or a pain specialist?

B The patient be discharged from the practice?

It is recommended that all UDT results be promptly reviewed,
interpreted, and documented in the medical chart, together with
communicailons to the patient about the results.*™ For physicians
working in a group or multipractice setting, or when the patient
has been referred to other health care professionals for treatiment
of comorbid conditions, it is important to indicate a plan for
follow-up in the progress notes so that the patient receives a
consistent message.™ Electronic medical records, or anather
recordkeeping system that allows multiple physicians within a
group practice to access UDT results and prescriptions written for
a patient, may help to improve prescribing and monitoring

practices. UDT results that are inconsistent with the prescribed

medications should prompt the physician to delve more deeply

into the patient’s problems by considering the resufts within the
context of the “4 A’s"32

@ Analgesia

R Activities of daily living
B Adverse effects

8 ADRBs

This may require a psychologic/psychiatric referral, because those
who misuse their opioids to self-medicate and relieve sym.ploms
such as anxiety, depression, or insomnia may require different
treatment than those who abuse prescription opioids for euphoric
effects or who are addicted.n27.2

Underutilized UDT

An audit of medical records to assess the medical management
of chronic pain patients found that only 8% of PCPs utilized
UDT.® Patients had a variety of pain syndromes, but must have
been using opioids for the treatment of chronic pain for at least 3
months prior to the audit date.™ In a more recent survey of PCPs,
7% ordered UDT before prescribing opioids, and 15% had—at
least once—tested established chronic pain patients already
prescribed opioids.™ The low frequency of UDT is surprising in
view of the data indicating that patient self-reparting of current
illicit drug use and physician observation alone are not

reliable. 1920 g3




URINE DRUG TESTING
METHODOLOGIES

The classification of UDT methods grew out of their use in the

forensic setting according to the type of result they provide. In
these programs, methods are designated as either screening or
confirmatory, and the use of these terms has cairied over into

the dlinical sewing.

Immunoassay Screening

Despite the depiction of laboratories in the media, the term
“screening” does not indicate that a test can detect the presence
of all drugs in the sample, nor identify all drugs within a class."
Laboratories use a variety of testing methodologies for screening,
but immunoassay is widely employed because the technique is
relatively cost-effective, has a rapid analysis time, and is readily
available. Similar to the risk-assessment tools discussed
previously, immunoassay tests are designed to identify
individuals, or samples, that need closer scrutiny. Laboratory

- screening methods provide a qualitative determination as to

the presence or absence of drugs in a sample. They are used
within the forensic arena to eliminate negative samples from
additional, more costly testing, They are usually relatively
sensitive, but may not necessarily be specific, SE:recning tests are
further classified according to the drug or class of drugs the
method is designed to detect.

Most of the immunoassays used for UDT are based on 2
competitive antigen-antibody reaction, where drug molecules in
the sample compete with a labeled version of that drug to bind
with an antibody. In some cascs, the assay is targeted to detect

a drug metabolite rather than the parent drug. Enzymes and
compounds that fluoresce or chemiluminesce are used to
measure the antibody-drug reaction.™ There are many types of
immunoassays available, from point-of-care testing (POCT)
devices (o reagents for use on fully automated, large, laboratory-
based platforms.!!

Laboratory-based methods typically target the compounds
required in farensic or workpiace settings. These compounds
were chusen because they are excreied over a reasonable period of
time and therefore provide a good window ol opportunity in
which to detect prior use. Sume are also considered representative
of the drug class. For example, cocaine assays do not target
cocaine because it has a short period of excretion. Instead,

these assays target benzoylecgonine—an inactive metabolite
unique 1o cocaine~because it has a much longer window of
excretion (Figure 4).

An timmunoassay's ability to detect a drug or metabolite in s
sample is affected by the specificity of the antibody, the assay
cutoff, and the drug concentration within the sample. The
antibodies employed may be very specific in their recognition of a
given drug and fail to recognize similarty structured drugs within
the class."** Conversely, olher antibodies may recognize an
antigen site common to many drugs or metabolites within a class
or even shared by drugs of other classes. The term cross-reactivity
is used 1o convey an antibody’s reactivity with another
compound, including those totally unrelated to the targeted
compound. The specificity of an immunoassay and the concept of
cross-reactivity partially explain conflicting results between
screening and confirmation testing.!'> When the antibody cross-
reacts with a compound outside the class of drugs it is designed to
detect, a false-positive may result. Cross-reactivity patterns for
immunoassays differ between manufacturers and even between
lots of reagents from a single manufacturer."'5* For this reason, it
cannot be assumed that a cross-reaction documented for one
assay will affect another, or that a compound previously not
interfering will never interfere {see page 13).

Laboratory-Based
Specific Drug ldentification

At this time, GC/MS remains the “gold standard” for confirmation
testing. This technique uses GC to separate the analytes in a
specimen, and the highly specific and sensitive MS to identify the
specific molecular structures of the drug and metabolites.” One of
the advantages of this technique ts that it provides the chemical
equivalent of a “fingerprint” of an analyte. Additionally, it can
quantify the amount of drug/metabotite present in the sample.

In the clinical setting, the technigue can not only be used to
confirm the results using screening assays, but also to identify

the presence of drugs that are not reliably detected by thase

methods,
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Marijuana metabolites A 50 -
) " THC ' - 3 - 15
Cocaine metabadlites © 300 T -
Benzoylecgonine - - o 150
Opiates 2000 -
Marphine - 1o - 2000
Codeine . : - . ' . 2000
6-MAM"* - ' 10
Phencyclidine 25 ‘ 25
Amphetamines. 1000 V-
- Amphetamine L e, ‘ 500 .
‘Methamphetamine |- - ) . 500 -,

THC=11-nor-delta-9-tetrahydrocannabinol-3-carnoxylic acid
6-MAM=6-moncacetylmorphine
*When morphine concentration is 22000 ng/mlL

GC/MS refers to the technique used for the analysis, but does not
describe the method used by the laboratory. There are many
methods described in laboratory sciences literature for each drug
or metabolite. A laboratory may have adopted or modified one of
these or possibly developed its own. These methods detail

how samiples are prepared for testing on GC/MS, as well as the
conditions or settings for the instrumentation, and the criteria
used to judge acceptability of the results, Although these methods
are not approved by the US Food and Drug Administratior, they
are regulated and all laboratories follow guidelines 1o assure the

results are accurate and reliable.

Other Confirmatory Testing

Other detection systems are being evaluated for UDT. Most rely
on a type of chromatography to separate the various constitnents
of the sample before identification. Liquid ¢hromatography

(L) tandem MS (LC/MS/MS) can be.a more time-efficient
method for the simultancous quantification of multiple abused
and therapeutic drugs and metabolites in urine.>** Another
technique gaining interest for the analysis of drugs in biologic
samples is ultra-performance liquid chromatography (UPLC),
Coupled with the appropriate detection system, such as MS or
diode-array ultravioler spectrophotometry, methods using UPLC
have been developed to both screen for large numbers of drugs
and for conlirmation analysis.® Technologic advances associated
with UPLC allow for high-throughput testing compared with
classic high performance liquid chromatography (HPLC).8' UPLC
is also being utilized in the development of biomarkers for
drug/alcahol abuse, 2

Reporting of Results

The cutoff of an assay, whether screening or confirmatory, defines
when a result is considered positive or negative and is based upon
the analytic capabilities of the method. Results at or above

this level are considered positive; results below are considered
negative. How a laboratory reports results varies: some use the
terms present or positive, while a few report the result as above

or equal to the designated cutoff. Any result below the cutoff is
considered negative. These results may be reported as negative,
below the cutotf, o, perhaps inaccurately, as absent or none
detected. In a forensic setting, positive results from screening
methods are considered “presurnptive” until verified using a more
sensitive and specific confirmatory method,

While federally mandated cutoffs are typically adopted in work-
place or forensic settings (Table 4), different cutoffs may be more
apprdpriate in a clinical setting. For example, the 2000 ng/mL
immunoassay cutolf for opiates, chosen to minimize the issue of
positive results due to poppy seed ingestion, is clearly not useful
in the clinical setting. It may be desirable to ask the Iaboratory to
customize the cutoffs it uses or 1o use other versions of an assay,
but keep in mind that they may be limited by the available
technology. Only a few immunoassay systems currently allow
labaratories to alter cutoffs, although they have greater flexibility
to do so when using GC/MS or other similar technologies. A
laboratory should never alter cutoffs without carefully and
consistently documenting the method’s performance and
accuracy at a given level. There is always a concentration below
which results are not reliable or accurate, so laboratories should

not usually eliminate a cutoff altogether.®

Testing Menu

No single urine drug “screen” is suitable for all clinical uses, but
rather a multitude of options exist that can be adapted to clinical
needs.!" Which drugs are included in the testing menu vary
greatly between and even within labaratories.” Most menus for
automated immunoassays include those desired for workplace
cfrug testing, sometimes referred to as the “NIDA Five” after the
original federal agency involved (National Institute of Drug
Abuse); ie, amphetamine, cocaine, opiates, marijuana, and
phencyclidine.®'# Tests for additianal drugs or classes, such as
benzodiazepines, barbiturates, lysergic acid diethylamide {LS[2),
propoxyphene, methadone, and semisynthetic/synthetic opioids,
are available on automated immunoassay platforms.>*" Although
this has been an arca of great expansion in recent years, with
several “new” tests coming to market, immunoassays are still not
available for every drug pertinent to vain management or for use

with all instruments.




Multidrug panels commonly include an opiate immunoassay

screen that is designed to detect heroin, morphine, or codeine
use. Inr mast cases, the metabolic pattern of heroin results in
marphine, which is therefore the target compound for these
assays. How readily an opiate assay detects other opioids varies
considerably. Physicians should speak with their laboratories to
better understand what is usually detected by the immunoassays
they use, but recognize that seme manufacturers provide limited
data for drugs other than the target compounds. It is also
important to understand what is identified and measured by the
confirmation assays. Most GC/MS opioid confirmations include
morphine, codeine, hydrocedone, hydromorphone, oxymorphone,
and oxycodone, bur not fentanyl or methadone—the latter 2 are
avatlable as separate tests,

[Efficient use of laboratory
resources begins with knowledge
. of the drugs.prescribed’ -
for the patient as well as those
currently abused in the locality.

Customizing a Pain Management Profile

Pain management clinics commonly test for prescribed drugs and
drugs with high abuse potential.? Physicians must decide whether
to screen for illegal drugs and, if so, which—some degree of
testing is advisable becanse an abuser of illicit drugs is at incressed
risk fur prescription drug abuse, but selecting everything the
laboratory has available is neither cost-effective nor clinically
useful " Efficient use of laboratory resources begins with
knowledge of the drugs prescribed for the patient as well as those
currently abused in the locality.? Several resources are useful in
this endeavor, including law enforcement, the medical examiner’s
office, and clinical laboratories. The next step is to review the drug
screening and confirmatory testing menu available through the
laboratory and select accordingly. Some laboratories offer groups
of drug assays for convenience, but these are also available as
single tests; te, it is nol necessary to order a phencyclidine or LSID
assay that the laboratory offers to meet ED needs.#%'' Also
consider asking patients what they think will show up in the
resulis—patients may admit to taking drugs that the tests you
planned to order do not detect.” Depending on the drug in
question, confirmation testing may be necessary to reliably detect
it. Another approach is to customize appropriate menus with the
laboratory for patient populations; for example, onc with a rapid

analysis ime and another that is more comprehensive, !

Point-of-Care Testing

POCT refers to any testing performed outside the traditional
laboratory, typically by personnel whose primary training is not
in the laboratory sciences.'* POCT is available for many tests, and
most physicians are familiar with the devices used for glucose or
coagulation monitoring. The demand for rapid turnaround time
to detect drugs of abuse in certain clinical, employment, and ED
settings has increased use of POCT immunoassay devices as an
alternative to collection, transport, and subsequent laboratory
analysis.*** Federal workplace drug testing programs are
considering allowing the use of POCT devices in order to quickly
identify specimens that are negative for drugs.?

There are several issues to consider before implementing a POCT
system for UDT in clinical praciice. Tt should be understood that
these devices are intended to be used only for screening, and that
POCT is not interchangeable with traditional laberatory
confirmation tests. > The stafl’ chosen 1o perform the testing must
be able to carry cut the required steps exactly as described by the
manufacturer. Thearetically, POCT can shorten the intervai
between sample collection, test completion, and therapeutic
intervention, but this is not a justification for POCT if the quality
of results is compromised %1463

POCT devices are generally neoninstrumented immunoassay (es(s
with endpoints that are visually read by the operator. The “device”
may be a dipstick, cup, card, or cassette. The amount of urine
needed for testing ranges from a few drops to approximately 30
mL.*"? The simplest-to-use POCT devices combine collection and
testing, but most require the operator to perform multiple steps,
including sample application, timing of reaction, and reading/
interpreting the endpoint.'? Data recording from typical POQCT
devices is performed manuaily, in contrast to laboratory testing
that both reads results and captures this data on a computer
system—although POCT devices are becoming availuble that are
read by a meter and may interface to an information system.*?
One often-cited issue with POCT devices for drugs of abuse
testing is that some give a negative visual sign when the drug of
interest is at ot above the defined threshold; ie, absence of a line

or color indicates a drug is above the threshold and vice versa.®?

These devices have a varied but limited menu in terms of the
drugs, drug classes, or groups of drugs detected »'? The antibodies
used in the POCT devices target the same drug and/or
metabolites detected by laboratory immunoassays, and a positive
result is similarly obrained when the drug(s) or metabolite(s) of
interest is present at or above a designated cutofl concentration.?
These devices are alse subject to the same challenges and
limitations of laboratory-based immunoassays, but recognition

and resolution of these rest in the hands of the POCT operator."




When results may divect or influence treatmient, clinical stall
using the data should understand the limitations of testing and
order a labaratory confirmation test, such as GC/MS, before
taking any definitive action, '

POCT devices vary in accuracy of analytic performance, cutoff
concentrations, cross-reactivity, reproducibility, and ease-of-
use ! The POCT literature contains numerous reports in which
devices are compared to laboratory testing. Unfortunately, many
of these were conducted using trained laboratory personnel rather
than in the field by individuals who were likely to be performing
the testing on a routine basis."? Under these controlled conditions,
the current devices were generally found to agree with
comparable laboratory methods, aithough none were 10096
concordant with the comparator methods—disagreement was
greatest for samples near the designated cutoffs.*? In addition,
there are anecdotal reports of discrepancies in interpretation of
subjective results by nonlaboratory personnel and quality control
practices that fall short of laboratory standards. 124547

Evaluating POCT

The clinical and economic impact of POCT should be established
prior to introduction at a site.'" The staff should conduct
evaluations under conditions in which testing will be performed.'?
Some devices have very rapid color development that must be
read soon after application of the specimen. Staff need time to
perform POCT without interruptions as the reaction typically
continues beyond that point and may be incorrectly interpreted if
read 5, 10, or 15 minutes later.s

The fixed-unit cost of POCT devices often exceeds that of
taboratory-based methods.!2¢* A significant value-added
component needs to be justified for obtaining immediate access
to results for patients.* Some clinicians have found performing
the test in front of the patient useful, while others have found this
can negatively affect the clinician-patient relationship when
subsequent, more specific testing reveals a conflicting result.

Specimen Tampering/Validity

In many contexts, particularly in the waorkplace, school, and
within law enforcement, there are significant consequences for
illicit drug use, including termination of employment,
suspension, expulsion, ineligibility for federal student loans,
athletic bans, incarceration, loss of custody, and fines.*?
Theoretically, the greater the negative consequences of substance
use, the greater the likelihood of tampering with a sample to
produce a false-negative result.” Although she number of pain
patients who tamper with their urine samples appears to be low,
consequences in the clinical sctting inciude discharge from

treatment or change in clinical management.»%%7

The Inlernet is a common source of information, providing drug

users with broad advice, recipes, and commercial products to
circumvent detection.™$*7 Methods to mask illicit drugs in urine
fall into 3 categories:*" 7!

B Dilution and cleansing products

B Additives to prevent drug detection

8 Urine substitutes

The type of UDT method will determine whether or not an
adulterant will successfully produce a false-negative result?!

- Although the number of pain patients
who tamper with their urine samples
appears to be low, consequences
“in the clinical setting include -
discharge from treatment or change
-in-clinical management,

in Vive Adulteration

Although many commercial products purport more elaborate
mechanisms of action to “flush” the body of toxins and drive the
drug concentration below the level of detection, most in vivo
adulterants work by excessively hydrating the individual and thus
diluting the urine before excretion.*7 Ingesting as little as one
half to a full liter of water or other fluid prior to micturition will
work just as well and be more cost-effective 3577 The drawback to
water alone is that the urine proeduced is usually pale or colorless.
Seme products attempt to avoid visual detection by adding
ingredients, such as niacin and vitamin B, which produce a yellow

color consistent with that of urine?

In Vitro Adulteration

In vitro adulterants are added to urine after micturition into the

collection cap to:3877!

B Drive the concentration of the illicit drug below the threshold
detection level of a test

B Interfere with immunoassay detection

8 Convert a target drug to compounds that are nat detected

The addition of water {rom the toilet bowl or sink is a common
method to dilute the sample, although the usc of saline or other
medical solution has been documented. Several commercial
adulterants, designed to be added to the sample either during or
after eollection and specifically marketed for the purpose of
“passing” UDT, are sold via Web sites, magazines, and shops

devoted to recreational drug use.™ The active ingredients of some




include glutaraldehyde, sodium or potassium nitrate, pyridinium

chtorochromate, or peroxide/peroxidase.? Common household
products used as in vitro adulterants include bleach, vinegar,
eye drops, caustic soda, detergent/soap, ammaonia, and sodium
chloride.” Formulations constantly change as laberatories
implement methods to identify their use 3

Urine Substitution

Urine substitution methods involve obtaining and substituting
cither commercially available {luids formulated to chemically
resemble urine or a “clean” urine specimen from a nonusing
acquaintance.™” Substitute products may include reservoirs,
prosthetic devices, and hand warmers or a heating unit strapped
to the body to maintain specimen temperature.®” Some deliver
drug-free or synthetic urine through a color-maiched artificial
penis—the “Whizzinator®” kit received media coverage in 2005,
as weil as discussion in Congress, after a professional National
Football League player caught in possession of one at a

US airport was subsequently suspended.” An alternative

to external urine storage is urine substitution within the
bladder (recatheterization), where an individual voids and

uses a catheter to refill the bladder with clean urine via the
urethra.’

Validity Testing

Many attempts to dilute, substitute, and adulterate urine are
detected by a combination of close visual inspection and on-site
or laboratory analyses (Table 5).77' Urine is typically translucent
and light yellow in appearance, although color may vary due to
diet and other factors.? Houschold adulterants may create a
specimen that is unusually foamy, bubbly, cloudy, clear, or dark,

bur visual inspection alone is not sufficient to confirm tampering,

and samples with these appearances may be caused by
pathologic conditions.” A useful on-site test is the recording of

urine temperature within 4 minutes of voiding. In this time

v "’W"’"’"‘ KA ATy (argt R

able’ A Criteria fo

Creatlnlne concentratlon 22 mg/dL but <20 mg/dL,
& specific gravity” >1.0C1, but 1,003

Substituted Creailnlne concentration <2 mg/dlL & specmc
B -1 gravity* £1.001 or >1 020 Lo :
Adulterated | pHi<®or 211, nitrite "concentration 2500 p{;/mL'

chromlum (Vi concentration 250 ug/mL; presence
of a. halogen {eg, from bleach, |od:ne. fluoride),
glutaraldehyde, pyridine, surfactant

*‘Using refractometry; 'usnng a pH meter

period, the temperature of a urine specimen collected from a
healthy patient should range from 90°F to 160°F—temperatures
outside these values suggest that a substitute specimen was
provided*”? Specimen containers that have a temperature strip
impregnated within the collection cup provide a convenient way
to measurc temperature, but again, these are effective only il read
within the prescribed time*” A sample that is outside of the
expected temperature range should be recollected immediately.
In addition, urinary creatinine, specific gravity, and pH are 3
clinically useful tests that have been adopted by workplace
pregrams as indicators of specimen integrity or validity 377

Use of the SAMHSA-mandated criteria may be helpful in the
decision process when visual inspection suggests tampering.
Brief descriptions of the rationale for the use of these 3 tests, as
well as the SAMHSA-mandated thresholds for interpretation, are

as follows: 771

B Creatinine concentration: Creatining is a byproduct of muscte
metabolism. Its concentration in the blood is related primarily
to muscle mass and, to a smaller degree, diet. Since it is freely
filtered by the glomeruli and secreted by the tubules at a
relatively constant rate, it serves as a good indicator of
hydration. A randomly collected urine sample from an adult
should conrain 15 to 400 mg/dL creatinine.” Because of their
lower body mass, women tend to excrete less creatinine than
men and, as a result, 2 urinary creatinine in the lower part of
the reference range is nov unexpected for a small-framed
woman. For similar reasons, very low concentrations are
common in young pediatric populations; however, by
adolescence, excretion usually reaches the adult range.
Workplace programs have adopted the finding of a creatinine
concentration <20 mg/dL as an indicator of passible dilution,
either by excessive fluid ingestion or the physical addition of
fluid to the sample, Creatinine <5 mg/dL is usually inconsistent
with adult urine, and SAMHSA has designated a creatinine
<2 mg/dL as indicative of substitution. Although low creatinine
concentrations may be produced by healthy individuals during
the course of a day, finding a urinary creatinine <20 mg/dL in
the pain management sctting raises a “red flag” and should be
investigated.

R Specilic gravity: Specificgravity compares the density of a
solution to that of pure water. It is routinely used to evaluate
the concentration of urine—the specific gravity increases as
substances are added to urine and, conversely, decreases if water
is added. The expected specific gravity of a-rand()m{y collected
urine sampte from an adult is 1.002 to 1.030, with the caveat
that the individual has not restricted or ingested excess fluids.™
As shown in Table 5, SAMHSA has established criteria using
specific gravity along with a urinary creatinine measurement to
evaluate urine samples for dilutian or possible substitution.




8 pH: The pH of a freshly collected urine sample is typically
in the range of 4.5 to 8.0.7* This measurement is useful to
detect the addition of chemicals such as bleach and vinegar.
A pH of <3 or 211 is suggestive of adulteration.*o!

Finally, testing is available to detect the presence of the
aforementioned compounds that are added o a urine sample in
an attempt te avaid detection; for example, glutaraldchyde,
nitrates, and peroxide. Keep in mind that these tests are not
routinely performed by many laboratories—ask if this type of

testing is conducted and under what circumstances.

Collecting the Sample

In the workplace setting, the possibility a donor will attempt
to atter his ar her sample is a concern, and steps are routinely
enforced to prevent this from happening. Unfortunately, the

clinical setting is nol immunu o these occurrences—for example,
a study of adolescent patients in a primary care setting reveaied
that the creatinine measurements of 6% of specimens were below
20 mg/dL {ie, dilute).¥ In a survey of PCPs, only 7% of those who
ordered UDT also requested both specific gravity and urinary
creatinine to ensure sample validity, and 61% ordered neither.,™™
Usually, specific gravity, pH, and urinary creatinine must be
ordered separately.

Proper collection procedures can minimize in vitro adwvlteration
and dilution.” Simple steps can be taken to limit access to water
that could be used to dilute the specimen:?

Turn off the water supply to the bathroom sink

@ Place a blue dye dispenser in the toilet water tank

a8 Remove cleaning agents and soaps from the bathroom

8 Do not aflow the patient to carry unnecessary outer clothing
or personal belongings into the bathroem

Only allow designated staff access to the specimen after

collection

However, even rigorous collection procedures cannot prevent
determined individuals from adulterating their urine
specimens—when suspected, consider coliecting another
speciimen under direct observation.* In vivo dilution resulting
from the ingestion of excess fluid and/or a diuretic will only be
dezected if samples are checked for adequate concentrarion.
Advise patients who provide dilute samples to decrease fluid
infake prior to testing, or coflect samples in the early morning
when urine is most concentrated 240 &

INTERPRETATION OF URINE
DRUG TESTING RESULTS

As a clinical tool used in conjunction with other monitoring

measures, UDT provides significant benefits, and even the
knowledge that it will be performed can increase patient
adherence.® But no test has value—and can even cause harm—if
the end user cannot correctly interpret the results. Because the
results of UDT often carry pbsasible repercussions, false-negatives
and false-positives are a major concern. A false-positive result
carries greater consequences in the warkplace setting, but in the
clinical setting either can cause harm. When using UDT,
physicians must recognize issues resulting from collection
practices, understand the limitations imposed by the currently
available analytic methods, have a sound grasp of the
pharmacology of the drugs tested, be able to decide when
screening is sufficient or confirmation is needed, and put all of
these together for each patient. However, in a 7-question survey
assessing UDT interpretation, none of the physicians who
employed UDT to monitor patients receiving chronic opioid
therapy correctly answered all questions, and only 30% correctly
answered more than half (Figure 5).7 The questions most
frequently answered incorreetly related to what substance(s)
would likely be detected in urine fotlowing heroin use or
following oxycodone use together with the consumption of
poppy seeds, and plausible explanations for a negative opiate
immuneassay result in a patient on chronic opioid therapy.

False-Negative Results

Analytically, a result is considered falsc-negative when a drug is
present above the cutoff but not detected by the test. A false-
negative result may give a physician misplaced confidence that
drug abuse is not occurring, delay diagnosis, and reinforce ADRBs
by the patient; it may also lead to accusations of diversion.37 Ag
explained in previous sections of this monograph, UDT methods,
whether screening or confirmatory, have a threshold below which
results are not accurate or relizble. The threshold is set at a level
the laboratory is confident can be achieved routinely. A result
below that number is considered negative. A negative UDT result
for a patient prescribed an opioid may be due to several factors; #5757
8 Absence of recent use

B A dilute urine sample

B Animmunoassay test that does not cross-react with that particular
opiate or is not sufficiently sensitive to detect the drug level

# Pharmacogenetic variability in drug metabolism
(eg, ultra-rapid metabolizer)

Many immunoassays do not readily detect synthetic/semisynthetic
opioids at therapeutic doses; however, in the above-mentioned

survey, only 12% of PCPs correctly knew that a test for oxycodone,

e
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a semisynthetic opioid, must be specifically ordered #25407 Before
testing, physicians should take a history of recent use of the
prescribed drug to assess the patient for nonadherence—he or she
may have missed 1 to 2 days by misunderstanding instructions,
but the patient could also be hoarding, binging, or diverting the
drug, all of which must be addressed 215

False-Positive Results

False-positives occur when a drug is detected by UDT but is, in
fact, absent. To reduce the possibility of a false-positive result,
positive workplace UDT results are evaluated by a medical review
officer (MRO) before final interpretation. This physician asscsses
all of the circumstances that can lead to a positive result to
determine if there is a medical reason for it. In the elinical setting,
this role is assumed by the ordering provider.

False-positive results can substantially harm patients who are nat
abusing drugs by placing them under a cloud of unjust suspicion,
false accusations of abuse, unjustified cessation of opioid
treatment, deterioration of the physician-patient relationship,
and/or compromised ability to receive future therapy. 57473
Immunoassays from different manufacturers have different
interference profiles, and laboratories will provide this information
when requested.” However, data about false-positive UDT results
are often limited to case reports, and not all drugs that cross-react
are always included on the immunoassay manufacturer’s package
insert 7% Examples of drugs previously reported to cause
false-positive UDT results with some immunoassays include;

Immuncassay
Interfering drug affected
u Quinclone antibiotics {eg, levofloxacin, ofloxacineo Opiates
@ Antidepressant trazodone® Fentanyt
» Antidepressant venlafaxine’sse Phencyclidine
m Atypical antipsychetic guetiapinets Methadone
a Antiretroviral efavirenz® THC

Diet pills (eg, clobenzorex, fenproporex)sc Amphstamine

Promethazine {for aflergies, agitation, nausea, vomiting)® Amphetamine

I-methamphetamine {over-the-counter [OTC)
nasal inhzler)e+

Amphetamine

Many of the interferences from the drugs listed have been
elimixlatéd. but new interferences should be expected to arise
as drugs arrive on the market. Physicians can make a valuable
contribution within this area by raising the question of false-
pasitives with their laboratory and notifying them of the drugs
that a patient is taking.

False-positives due to a prescription or OTC medication cross-

reacting with an immunoassay can be avoided by confirming

% of participants

unexpected results using GC/MS.37 However, legitimate usc of

a presctiption medication that contains or is metabolized to the
target drug can be assessed only by taking an accurate medical
history and knowing which medications can account for such
results.® Correct interpretation requires a detailed, up-to-date list
of prescribed, OTC, and herbal agents that the patient is taking.s
This should preferably occur before ordering the test, but
physicians should conduct a follow-up interview when the patient
has an unexpected result.>* [n a primary care study, 21% of
confirmed positive UDT results were duc to legitimate use of
prescription or OTC drugs.® For -examplc, amphetamine and
methamphetamine have legitimate medical uses in the treatment
of obesity, narcolepsy, and attention deficit/hyperactivity disorder,
but can also be diverted from legitimate pharmaceutical sources
or manufactured in clandestine laboratories. % Medical use of
cannabinoids include the vrally active synthetic agents dronabinol
{Marinol®) and nabilone (Cesamet®), which are both indicated to
treat nausea and vomiting associated with cancer chemotherapy.#
Dronabinol is also indicated for the treatment of weight loss
associated with acquired immune deficiency syndrome. UDT
results are likely to be positive after therapy with dronabinol,
which is identical to the THC from marijuana, and it is possible
that an immunoassay may cross-react with nabilone.¥% The
increased availability of cannabinoid-based therapeutics has
highlighted the need o identify other biologic markers or
metabolites from the mix of cannabinoids in naturally cccurring
products that will accurately distinguish between ingestion of
natural and synthetic cannabinoids.®# Certain foods can also
cause analytically valid results; for example, ingested poppy seeds
may cause positive opiate results due to morphine and codeine
present on the surface of sume seeds. In fact, morphine
concentrations as high as 10,000 ng/mL have been found in the
urine of volunteers who ingested poppy seed bakery products.®
Without an appropriate investigation, this result could be
incorrectly interpreted.




remaing positive for THC for | to 3 days after a single use of

marijuana and for 7 days after moderate use—however, this
lipophilic metabolite significantly accumulates in fat stores so
urine may remain positive for a longer time.* Sone studies
suggest that this may be up to 30 days in chronic users depending
on the quality of the marijuana smoked.™ Some benzodiazepines
can also take weceks to eliminate from the body depending on the
amount and type ingested.*!12

Analytic factors that can influence UDT results include the
characteristics of the test method used for screening and
confirmation (eg, accuracy, sensitivity, specificity), the
laboratory’s procedures for sample preparation and analysis, and
the cutoff concentration used to distinguish positive and negative
samples 47234994% The appearance of an ingested drug or
metabolite in urine ends a series of complex events involving
absorption, distribution, znd metabolism, which can be affected
by a number of factors: 479.11354954%

Urine pH ® Urine volume

Dict B Urinary frequency

Body weight @ Presencefabsence of malabsorption

Concurrent medications B Pharmacokinetic drug propertics

Dosage intervals @ Patient ability to metabolize drug

Time since ingestion
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@
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8 Amount of drug ingested B Route of administration
B

o @ State of hydration
)

[Duration of use Discase state

Caveats to Interpretation

As well as having negative consequences for patients, it has been
suggested that false accusations of drug abuse or diversion based
on misinterpreted UDT results have potential medicolegal
ramifications for physicians.”® To avoid this, physicians who
employ UDT should understand the pharmacology of illicit and
prescribed drugs, and work closely with laboratory professionals
when ordering and interpreting these tests.»3?% This includes
having accurate knowledge of alternative medical explanations
for positive results, reasons why a specimen may be reported as
invalid, and the need for confirmatory testing.*#

Before ordering UDT, ensure that the medical record accurately
reflects all medications that the patient is currently taking.? A
thorough history provides an opportunity to order more specific
tests if the patient’s drug of choice or prescribed medication is not
detected reliably by a routine panel or if he or she is taking a
prescribed or OTC drug that might cross-react with an assay.®*
Problematic results are cues Lo counsel the patient, tighten
treatment boundaries, and possibly refer that individual for drug
abuse treatiment, but physicians should discuss results with the

laboratory and the patient before making major treatment

changes.*#* Concurrent use of illegal drugs is clearly abuse, but a
test that fails to detect a prescribed opioid in the urine cannot
differentiate whether the patient took the medication early
because of uncontrolled pain (pseudoaddiction), to treat
psychologic symptoms (“chemical coping”), is addicted, sold
some or all of the medication, or whether other factors influenced

the results, 592728

Predicting Dose Compliance

A positive UDT result does not provide enough information on
drug use to establish expusure time, dose, and frequency of drug
use, nor does it provide enough information to diagnose drug
addiction or current impairment.”" Algorithms are under
investigation to help determine whether patients are taking their
opioid medication as prescribed by comparing a patient’s UDT
value to an expected range. "' However, at this time there is

no scientifically validated retationship between the amount of
drug taken and the concentration of the drug in urine, and
attempts to calculate a normalized value are hampered by

a large degree of variability in opioid metabolism and
elimination.®'% Even protocols that calculate a normalized value
based on patient characteristics and specimen properties (eg, pH,
specific gravity, creatinine level) cannot account for the numerous
other factors that may influence the absorption, distributien,
metabolismy, and elimination of a drug.*® These include genetic
polymorphisms, renal and hepatic function, disease states, drug-
drug interactions, drug-food interactions, body surface area and
muscle mass, and age.** However, developing methods to help
assess compliance with prescribed medications through UDT

1s an area of intense research.

Consultation With
Laboratory Scientists

Physicians who order UDT should frequently consult with
laberatory scientists to select appropriate tests, cnsure proper
results interpretation, and keep informed of changes in the
laberatory, such as adoption of new agents or assays.* Physicians
should consider UDT results in the context of all the clinical
information, and contact the laboratory scientist whenever there
is 2 discrepancy to review the laboratory procedures that were
used and clarify test results.® Unfortunately, in a study among
family medicine physicians, enly 23% indicated that they would
consult with the laboratory director when confronted with an
abnormal or unexpected UDT result. '™ &2




EMERGING TECHNOLOGIES FOR
DRUG TESTING

Urine is the most extensively used specimen for drug testing

and remains the standard for drug-use monitoring. It requires
minimal preparation for analysis, and many drugs of interest or
their primary metabolites concentrate in this matrix.»" Collecting
an adetuate volume of urine for analytic purposes is not usually a
problem unless the patient is in renal failure or incontinent,
although it has been suggested that UDT discriminates against
patients who suffer from shy bladder (paruresis), and some
patients complain that it is invasive and embarrassing. 5119 UDT
has good sensitivity and specificity for detection of recent drug
use, althuugh a very recently ingested drug tmay not be detected

in urine, and the presence of a drug in urine reflects prior
exposure only and does not correlate with clinical status. 10

The major specimens being
assessed as alternatives to urine for
drug testing are blood, oral fluid,

hair, and sweat. .

Alternative Specimens

Drugs can be detected in other biologic specimens, including hair,
oral fluid, blood, sweat, nails, and semen.? Of these, the major
specimens being assessed as alternatives o urine for drug testing
are blood, oral fluid, hair, and sweat.*!! Each biotogic specimen
offers a unique pattern of information regarding drug use over
time and has particular strengths and weaknesses regarding the
type of information that may be obtained for each drug class, ease

of use, degree of invasiveness, and cost.*** The window of drug

Minutes Hours Days Weeks Months Years

detection for urine, hair, blood, oral Nuid, and sweal are not
identical, but the results from each specimen can complement
each other (Figure 7).3%'™ Characterization of the disposition of
different drug classes in these biologic matrices and the effect of
chemical, physiologic, and pharmacologic factors are impaortant
for accurate interpretation of results 419519 Some drug classes are

more difficult 1o detect than others for a given type of specimen, !

Blood/Serum/Plasma

Low levels of substances can be effectively detected in blood,
serum, or plasma and, theoretically, these samples provide the
optimal measure for the assessment of an intoxicated patient.”
Their use in the workplace setting is limited because the
invasiveness of collection requires a trained individual. This is less
of an issue in a pain clinic where skilled personnel are available to
properly collect samples. In this setting, blood, serum, or plasma
samples may be occasionally useful for an individual who is
anuric, but this type of testing is generally more expensive than
UDT2" As seen in Figure 7, the window of detection for many
drugs in this matrix is short and reflects current or very recent
drug use.*!" Although the benefits of therapeutic drug monitoring
(TDM) using serum drug concentrations is well documented for
many drugs—antiepileptics for example—very few studies have
been conducted to demonstrate utility of TDM in the
management of pain medications.'”

Oral Fluid

Oral fluid testing is increasing in popularity since it overcomes
some of the problems of urine——it offers accessible collection in
almost any localion, less embarrassment, observable conditions,
and limited invasiveness, 9126819109 Researchers comparing the
effectiveness of oral fluid testing with UDT found a similar
pattern and frequency of positive drug test results in the general
waorkforce over the same time period.*'® In 2004, the US
Department of Health and Muman Services {DHTS) proposed
developing scientific and technical guidelines, based on the
current UDT National Laboratory Certification Program, to
include oral fluid analysis in federal workplace drug testing 3411

Oral fluid is composed of saliva mixed with gingival crevicular
fluid, buccal and mucosal transudates, cellular debris, bacteria,
and residue of ingested products.t Oral fluid specimens reflect
circulating drug concentrations because salivary glands are
highly perfused, allowing rapid transfer of a drug from blood.*
Thus, it can be stated that drugs are detected earlier in saliva
than in urine, but for shorter time periods.”? Oral fluid is
generally useful for detecting drugs in the range of less than

1 hour up to 4 hours, but some drugs can be detected for up to
24 hours.»*




A drug is transferred from blood to saliva primarily by passive

diffusion, which depends on chemical properties of the drug,
salivary pH, concentration of nonionized drugs, and drug-protein
binding (only free nonionized drugs can passively diffuse across
binlogic membranes; hence, protein-bound drugs are generally
present in lower concentrations in oral fluid than in plasma).4
Basic drugs (eg, amphetamine and cocaine) tend to accumulate in
oral fluid compared to plasma because of the lower pH of saliva,
but the dynamic pH of oral fluid can substantially affect their
concentration (basal pH of saliva is 6.5, whereas stimulated flow
has a pH around 8.0),4922

Oral ﬂuid as a test métrix
shows promise for detection of
recent drug use.- :

Collection procedures are not standardized and ¢an affect drug
coneentrations.!? Specimens are collected by having the patient
expectorate—with or withont stimulation—into a clean
container, or by using a commercial collection device. Absorption
of the drug by the material of a collection device also introduces
issucs of drug recovery compared with neat oral fluid.*'>* The
sample volume of saliva necessary for laboratory testing is
difficult to obtain, and considerably lower drug concentrations
compared with urine present an analytic challenge.?

Oral fluid as a test matrix shows promise for detection of recent
drug use, and a significant body of scientific literature documents
aspects such as drug disposition and detection times.*'2 However,
it has not yet been determined whether adulterants exist that can
be safely placed in the mouth to produce false- negative resuits,
and evidence on interference of common compounds present

in the mouth, residual drug in the oral cavity, and other issues

of manipulation is still Jacking 4125 '

Hair

The disposition of drugs in the body includes incorporation into
growing hair."*2 Hair may be useful to objectively document past
drug use, but it is usually inefficient for clinical testing.%!12
Tesring; hair can extend the window of detection for a drug to
weeks, months, or even years depending on the length of the hair
tested. ' However, dose and time relationships for drugs'in hair
are not clear—some studies support that segmental hair analysis
can provide a chronologic recard of drug use, but others have
found high variability in such results 211415

Several mechanisms for incorporation of drugs into hair have

" been proposed."? Drugs diffuse from arterial capillaries near the

root into hair matrix cells at the base of hair follicles, but drugs in
sweat and sebum on the skin's surface contact hair and contribute
to drug incarporation, 195012 The ability of hair testing to
distinguish drug use from external contamination (cg,'drugs

in smoke or the environment) remains controversial 25112
Typically, measuring metabolites and washing hair samples in
solvents can help prevent false-positive results from external
contamination, '

Darkly pigmented hair has a greater capacity to bind a drug than
hair that is light or gray, leading to the claim that hair analysis
might have a color or racial bias.?#114116 Other disadvantages of
hair analysis to validate drug use include irregular growth, labor-
intensive sample preparation, low analyte concentrations, and
excessive cost. 1511 Differences in hairstyle lengths may affect
ability to analyze hair specimens, and hair treatments such as
bleaching, dyeing, and permanent waves can alter drug
concentrations in hair.® However, methods for evading UDT

do not affect hair analysis, and collection may be achieved
under close supervision.!'*

Sweat

Sweat could provide a convenient, less invasive collection method
and a longer detection window than urine for most drugs. 10
The window of drug detection for a sweat patch is a camulative
measure of drug use from shortly before the patch is applied until
it is removed, which may be from several days-m weeks. M5 Sweat
testing may be most useful to deter future drug use in patients
participating in drug abuse treatment programs, but is not ideal
to monitor drug usc for pain management, %165 )

Criteria for'reporting hair, oral fluid,
and sweat-patch specimens as

invalid, adulterated, or substituted
. haveyettobe defihed. .

The mechanisms by which drugs are incorporated into sweat are
not fully understond.'® Drugs primarily passively di.ﬂ:use from
blood 1o the sweat gland, but also dissolve in sweat on the skin's
surface after passing through the stratum corneum, 103100
Depaosition of drugs in sweat depends on molecular mass,

pKa. extent of protein binding, and lipophilicity.** Nonionized
basic drugs (eg, codeine) in blood diffuse into sweat and

become ionized, leading to ion trapping and accumulation in the




lower pH of sweal.' Lipophilic drugs may 2lse deposit in sweat

from sources other than passive diffusion from blood (eg, adipose
depots), so the possibility of residual excretion of drug into sweat
should be considered when interpreting test results, 95106

Sources of drug-concentration variability include the site of
patch application, intra- and intersubject variability in sweat
production, loss or dynamic exchange of drug between the patch
and skin, and possible environmental contamination. 03,105,106
Early sweat patches occluded the skin, causing irritation and
altering the skin’s steady-state pH.'® Although newer
nonocclusive patches use a transparent film that allows oxygen,
carbon dioxide, and water vapor to escape, researchers have
demonstrated low acceptability by patients (only half of applied
patches were brought back attached 1o the skin) and a low
sensitivity for detecting illicit apioid use (sweat patches detected
one-third of illicit opioid-use instances detected by weekly
UDT). 10

It is premature to replace UDT in ¢linical
settings, despite limitations and -
inconveniences associated with urine
collection and testing.

Alternalive Specimens Summary

New diagnostic tests are developed in an attempt to increase
clinical utility, accuracy, convenience for the patient andfor
clinician, and revenue; or to decrease expense and turnaround
time."* Different biologic matrices have varying cutoff
concentrations depending on the drug, but criteria for reporting
hair, oral fluid, and sweat-patch specimens as invalid, adulterated,
or substituted have yet to be defined.? At present, much of the
available knowledge un drug disposition in biologic matrices has
been generated from single- or multiple-dose studies, but
information is limited in chronic users.* Ethical issucs exist in the
study of many licit and illicit drugs that preclude their study
under conditions that simulate “real-world use,” and relevant
information may never be available.” It is premature to replace
UDT in clinical settings, despite limitations and inconvenicnces

associated with urine collection and testing, 19

Testing for Alcohol Abstinence

Some physicians test for alcohol abuse, which can compromise
the safety of opioid treatment by accelerating the release of certain
sustained-delivery formulations.? More than half of Americans
aged 12 years and older reported being current alcohol users in
2006—23% participated in binge drinking at least once and 7%
reported heavy drinking in the month prior to the survey.
Ethanol concentrations in breath parallel those in blood and
relate to impairment. Ethanal, however, has a short duration in
the body and is generally detected for less than 12 hours following
use.'"” While ethanol is excreted in urine, this is not the optimal
sample for assessing alcohol use.

Alcohol biomarkers can serve as measures for possible alcohol
problems in individuals unwilling to accurately self-report their
drinking, and as evidence of abstinence in individuals prohibited
from drinking.""* A recently available laboratory test is for ethyl
glucuronide (EtG), 2 minor but stable ethanol metabolite that can
persist in urine for up to &0 hours, providing an extended window
to assess drinking status.""®'2' The test is a specific marker for
alcohol exposure that may help motivate patients to remain or
become abstinent from alcohol, but is not useful to measure
reduced alcohol intake.* However, the marker does not
distinguish between alcoholic beverage consumption and
incidental exposure to alcohol in daily use products such as
mouthwash, cough medication, “nonalcoholic” beer, and cleaning
products.'"®12122 The US DHHS issued the following warning:'#

Currenstly, the use of an BtG test in determining abstinence lacks
suflicient proven specificity for use as primary or sele evidence that
an individual prohibited from drinking, in 2 crimind justice or a
regulztory compliance context, has truly been drinking. Legal or
disciplinary wetion based solely on 2 positive Eté, or other test
discussed in this Adeisory, is inappropriate and scientifically
unsupportable at this tine, These tests should be considered as
potential vatuable clinical tools, but their use in (orensic settings is

premture.

While promising, much remains to be learned about this marker
and the potential causes of Falsé-poSitive or -negative E1G results;
for example, false-negative EtG results have been documented for
individuals due to bacterial urinary tract infections.!'712* Qther
investigators have found that nrine samples callected more than
26 hours after alcohol ingestion had false-negative results, !4 [t is
not known how disease, ethnicity, gender, time, or other drug use

might affect results.VB1228




PRACTICE MANAGEMENT

Selecting a Testing Laboratory:
Questions to Ask
B How are urine collection kits provided?

- What is included?

- Are there any out-of-pocket charges to the clinician?
B How are the samples sent to the laboratory?

- Is there a preferred courier for specimen shipping?

- Can routine pickups be scheduled?

~ Who provides and pays for shipping supplies?

- Who pays for shipping charges? '
B What is the normal time frame for results reporting?

~ Can expedited reporting be provided?
B How are results reported?

- Is there secure Internet access for data transmission?

- During what hours are laboratory scientists available
to consult with and review results?
» Whaut qualifications do they have?

B Can customized testing panels be ordered?

- Arc there any customized pain management panels?

- Is alaboratory scientist available for consultation about
appropriate tests ta order?

- What kinds of technology are available for initial screening
and confirmatory testing?

- Is confirmatory testing performed in-house?

What testing is performed to assess specimen integrity or
vahdity?
-» Under what circumstances?

8 Does the laboratory handle billing through third-party

insurance carriers?

- If not, how is billing handled? &2

TFis ax35-year-old female with a l';istorif of depres_sioﬁ,

_ anxiety, migraine, constipation, and chronic low back pain -
related to multiple motor vehicle accidents, Her. mcdu.dlmm
include baclofen 10 ing 2 to 3 times per day, clonazepam

1 mg 3 times per day, diazepam 5 mg 3 times per day,
venlafaxine extended release 75.mg once daily, hydrocodone!
acctaminophén (APAP) 7.5/750 myg 2 times per day,
hydroxyzine 50 mg at bedtime, propranolol hydrochloride
20 mg da1ly, and’ po]ycthylcnc glycol 17 ¢ ddl])’

Tmm unoassay results shuwéd bcnmdia?cpineq inurine as
expected, but were also positive for opiates, suggesting
codeirie, m(nphme or heroin aise. Confirmation testing with -
GC/MS revealed the presence of codeine arid morphine in
addition to the expected hydrocodone and hydromorphnnc:
. (metabblite of hydrocodoné): Further investigation is
‘required to determine the reason for the unauthorized use
of non};rescribed opioids.

AC, a 52-year-old male, is transferred to a university

hospital from a small outside facility in response to a
positive urine drug screen for phencyclidine. The history

+ accompanying the emergent urine drug screen indicated s .

that on'arrival, the patient was difficult to arouse, with
no hlstory or Teport of violent or unusual behavior. The
1mmunoassqy screen obtained at transfer was negative
fot all classes tested (oplates, barbiturates, cocaine,

" methadone, benzodiarcpines, phencyclidine, S
'it'l'lphetammes) “When these results were obtained, the
admitting team contacted the labomtory IO‘{ICOIUngt to
determine what could be interfering with testing.

Because the hmmry and admission pruentmnn m"lde the-
ingestion. nfphcncychdme unhkcly, the t())(lCO]()blSt -

* suggested that another drug may have caused a false-
p(muve result. On queanomng, an accompanying farnily
member indicated finding an empty bottle of zolpidem
that had been filled 2 days edlller On day 2 of
hmpltah?allon AC admitted to having ngested
" 8 tablets of 10 mg lolpld(_m Subsequcut Investigation -
determined that the. phencyclldme immunoassay screening-
method used in the referri ing facility exhjbited significant -

” ~“cross-reactivity with Jo]pxdcm This is an examplc of "

cross-reactivity and emphasizes why it is important to

communicate withrthe testing laboratoery.




IB is a 24-year-old male with a hlstury of low back paln

that started after a motocross accident 4 years ago.
During that time, he underwent trigger-point and
steroid injections and tried a variety of alternative and

- medication regimens, including opioids, ali-of which .
afforded him only partial relief. He continued to
experience persistent and intermittent, sharp, shooting
pain thal worsened his emotional state and-lessened his
ability to concentrate on work or to enjoy recreational
activities. He admitted to once using a friend’s methadone,
but stated that he obtained little pain relief from doing so.
He exhibited no personal hl:.tory of drug abuse and did
not use alcohol or tobacco. At the time of his injtial visit,
the panent was prescrlbed only 1bup:0fen 800 mg 3 to.4
times daily. His stated goal was for pain therapy that

would allow hlm to fully resume the life he had led before

the accident. . - -

Most assays used to detect opiates
do not reliably: detect
synthetic/semisynthetic opioids.

1B was adﬁlinisterc(j‘a urine imm’uhoassiay as part of
routine screening, which revealed the presence of opiates.
The positive opute immunoassay result suggested that the
patient had ingested morphine, codcmc or heroin because
most assays used to détect opiates do not reliably detect
synlhelicfé;emisynthetgc opivids; however, cross-reactivity
“can oceur. A request was made to the laboratory to test
specifically for the presence of several common opioids.
This GC/MS confirmation testing detected methadone,
“methadone metabolite, and oxycodone. Tt appears this ~
patient was ingesting unaulhm ized, unprescribed opioids.
.This behavior may be a 91;,n of undertreated pain or cnuld
~bea form of plcscnptmn drug dbuqc and reduires furthcr
) mvestlbatlon o ’

¥

simultaneously with pain tHerapy.

MT is a 44-year-old male with a 10-year hlstory of low
back pain that started with a'series of work-related -
injuries involving his back and fractures of his right foot,
ankle, and 5capula He had significant neck and back pain
‘that he described as q}mrp, shooting, and, at times, -
burning. Because he was unable to lift his right arm, bend
over, or walk for long dish;n'ces, he switched his former
labor-intensive occupation to the less physical job of part-
time bﬁilding supervisor, but was stilt unable to work for
more than a couple of hours before the pain forced him to
lic down, Sleep disturbance, sexual dysfumhon curtailed

social activities, and depresslon followed.

w

Iutcrvéntions thatincluded medication, stlrgcrfcs;-
counseling, and occupational therapy wete only partially
helpful. To combat sexual dysfunction, plans were made to
slowly wean MT from paroxetine while initiating * -
duloxetine for depression. The patient reported good prior
pain relief from oxycodone/APAP, which was thercfofe
started at |0 mg/325 mg 4 times daily, ﬂ]Ol'lE, with
‘ramelteon 8 mg at bedtime to assist with sleep. Though
this pat1ent revealed-no prior indications of illicit drug
abuse arToutine. 1mmun0assay drug test rcvcalcd the

prcscnce of cocaine.

Slgmficant and ongomg life- stresses
heighten the potential for abusé
of |II|C|t drugs

Significant and ongoing life stresses heighten the potential

for abuse of illicit drugs, cven in people who appear to

demonstratc low risk for abuse, and abnorimal UDT results
may appear when least expected. Patients can have chronic
pain that warrants opioid therapy concurrent with abuse
of11[1c1t substances, but comorbid: conditions such as

' depresswn and drug abuse must be managed




DR is a 45-year-old male referred by his PCP for pain
management resulting from a job-relatéd injury 3 years

" ago. As part of the treatment agreement, UDT is '
performed at the conclusion of the first visit. Inmunoassay

results are positive f‘or cannabigoids and bgnzr)diazepihés.
Confirmation testing with GC/MS confirms the presénce
of THC and a previously prescribed benzodiazepine.

When you discuss-thése"rcs'ults. with the patient during
a telephone follow-up the next day, he admits to using:
marijuana regularly, but states that he understands the

“terms of the agreement and has not uscdﬁ*:igicc.signiﬁg_i='.

- Three days later, he feturns o, the clinic for physical
therapy and counseling. At the conclusion of the visit hé is

" asked to provide another urine sdmple. He appears stressed
about the request but agrees to do so. UDT reveals the
presence of the prescribed benzodiazepine, a newly
prescribed opioid, and THC. You contact the lélborutor'y

“to discuss if therc is a way to determine whether this result

* represents new or contintued usé. '

After cessation of marijuana use,
cannabinoids are released
from the tissue over several

days to weeks.

- Most laboratories that perform confirmation tés‘ling report

"both the compound detected as well as its Loncenlrahon
.Using these data in conjunction with urinary creatinine -
concentration can help in interpreting the results. THC has
a long half-life, and, in general, cannabinoids are lipid—
soluble compounds that are taken up by and stored'in
adipose tissue. After cessation of marijuana use,

cannabincids are re]eased from thé tissue ovcr several days

" to weeks and excreted inito the urine where they are .7 -
“detected by UDT'T his means patients who have used
marijuana for some time may have positive UDT results
for several weeks aftet stopping. How long this lasts varies
and is related to the marijuana’s quatity and quantity, in .
addition to-the mdwndua] s physiology. Studies have shown
that most individuals’ 'resulls are negative within 3 weeks.
During this time, one can manitor this clearance by
following the c.on.ccr'{t_r:.ition of THC normalized to the,

¥

urinary creatinine. This takes jiito account varying urine

concentration. If the patient is compliant and-has not

relapsed to or continued marijuana use, normalized. levcl\'

will steadily decline. Over the next & weeks, several } urine

samples from DR are tested'via GC/MS. The concentration

of THC is shown below along with the accompanying

creatinine:
Visit THC Creatinine - THC/
) (ng/mlL} (myidl) .creatinine
day 0). - 97 i 1o 0.88
2 (day 4) 75 121 0.61
3 (day 9) oo 210 ;. 043
4 (day 17) L5 v 115 ., ;0.-1'3
5 (day 28) - 0 122 -
6 (duy 40) 0 110 s

- Thcrc is an 1mtml decline in' THC concentration, bu{ on’
 visit 3 (day 9) theréis a sharp-increase, which could cause

one to conclude that DR has resumed marijuana use; -

" However, by nurmdimng the results to the creatinine

THC normalized to creatinine

excretion, you see this rise was hkely the result ofa

concentrated sample and dchydran(m. When the

normalized values are graphed over time(se¢ figure |

below), the results show a steady decline. From these

data, one shuuld conclude that DR has not relapsed to .

- drug use.”

1

-Gmph of normalized THC results for DR:
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SUMMARY:
GUIDELINES FOR TESTING

UDT can be an effective tool in clinical practice for the

assessment and ongoing management of patients being
considered for or currently managed with opioid analgesics for
chronic pain.®** However, such testing should never be substituted
for good diagnostic skills. !

Whether UDT is cost-effective and of
clinical value depends upon the
orderfng physician’s interactions with
" the testing Iaboratory o

Whether UDT is cost-effective and of clinical value depends upon
the ordering physician’s interactions with the testmg laboratery,

so that he or she can:!!

Clarify the purpose of UDT

B Identify a clear testing strategy: why, who, and when to test
- Understand the limits of what is actually beiné me;;sured

- Under what circumstances a false-positive result might be

reported _
- The prob'ability of cross-reactiviry with other substances
- What confirmatory testing to order -
@ Understand the terminology the labaratory uses to report
its results
@ Distinguish between the needs and cutoffs vsed in workplace
testing and clinical settings l
B Use stralegies to improve analysis and interpretation of

results &
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Instructions for CME Credit

o obtain CME credit for this activity, participants are required to:

1. Read the learning objectives and 3. Complete the post—fteét and obtain
~ review the activity in its entirety. a passing score of 70% or higher.
2. Register online at .
http://ccoe.umdnj.edu/online/
activities/09MCO7.

4. ‘Complete the activity evaluation.
5. Print a CME credit Iét_ter.
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