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GLOSSARY 

CSA   Controlled Substances Act 

DEA   Drug Enforcement Administration 

FDA   Food and Drug Administration 

FDCA  Federal Food, Drug & Cosmetic Act 

NDA New Drug Application, approved under the FDCA, pursuant to 
21 U.S.C. 355 

Orig. aff. Affidavit of Michael Krawitz in Support of Petitioners (filed 
with Petitioners’ Final Opening Brief)  

Pet. Supp. Br. Petitioners’ Supplemental Brief 

SA Addendum to the Supplemental Brief for Respondent 

Supp. aff. Supplemental Affidavit of Michael Krawitz in Support of  
Petitioners (filed with Petitioners’ Supplemental Brief on 
Standing, October 22, 2012) 

VA   U.S. Department of Veterans Affairs 

VHA   VA Veterans Health Administration 
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After oral argument, this Court ordered petitioners to “clarify and amplify” 

assertions regarding the Article III standing of petitioner Michael Krawitz, to 

include, inter alia, an explanation as to “what pain treatments and counseling he is 

denied by the VA.”  Order of 10/16/2012, ECF no. 1399945.  Petitioner alleges 

that because he refuses to abstain from marijuana use, the VA will not provide him 

pain treatment in Virginia (a state that does not authorize the “medical” use of 

marijuana); the VA pays a non-VA physician to provide the treatment but does not 

pay for medications the physician prescribes.  Orig. aff. ¶4 (citing Exh. 1:  

“Contract for Controlled Substance Prescription”); Supp. aff. ¶¶8-9.  He asserts 

that, should DEA transfer marijuana to CSA Schedule III, the drug “would then be 

deemed by statute to have an accepted medical use” and the VHA “would almost 

certainly” modify the contract and allow its physicians to provide the pain 

treatment.  Pet. Supp. Br. 5; Supp. aff. ¶¶10, 16.  Petitioner states, for the first time, 

that he participates in the “Oregon Medical Marijuana Program.”  He claims not 

that he is denied VA pain treatment in Oregon but that the VA prohibits its 

physicians from completing a state program form because of marijuana’s Schedule 

I placement.  Pet. Supp. Br. 4-5; Supp. aff. ¶¶12, 14.

SUPPLEMENTAL STATEMENT OF FACTS 

1

                                                 
1 Petitioner previously stated, without any specificity, that the VA bars its 

physicians “from discussing therapeutic uses of cannabis.”  Orig. aff. ¶4.  His 
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PETITIONER HAS NOT DEMONSTRATED THAT THE VA WOULD 
FURTHER ACCOMMODATE HIS MARIJUANA USE IF DEA INITIATED 

RULEMAKING AND EVENTUALLY RESCHEDULED MARIJUANA. 

ARGUMENT 

Even assuming that DEA were to reconsider marijuana’s scheduling and 

ultimately determine that the type of evidence in the record could support the 

conclusion that marijuana “has a currently accepted medical use in treatment in the 

United States” under the CSA (21 U.S.C. 812(c)(3)(B)), petitioner’s standing claim 

fails because his conclusion that rescheduling will result in any relief from the VA 

is far too speculative. 

A petitioner “bears the burden of establishing” each element of Article III 

standing.  Grocery Mfrs Ass’n v. E.P.A., 693 F.3d 169, 174 (D.C. Cir. 2012) 

(citation omitted).  Petitioner must demonstrate that his injury is “fairly traceable to 

the challenged [agency] action[,]” and that it is “likely, as opposed to merely 

speculative,” that a favorable court decision will redress the injury.  Ibid.  

                                                                                                                                                             
(* * * cont’d) 
claim that the physicians would engage in such counseling were marijuana in 
Schedule III is all the more speculative in light of the fact that he has not specified 
any “counseling” obtained from even the non-VA Virginia physician.  He 
specifically mentions only a recommendation (also calling it a “prescription”) 
received in the Netherlands in 1996.  Supp. aff. ¶¶6-7.  As for the Oregon 
treatment, petitioner surmises that VA physicians there are deterred from 
discussing “the medical benefits of marijuana” with him.  Id. at ¶13.  However, 
aside from obtaining the state form annually, see id. at ¶¶12, 15, petitioner does not 
specify any counseling received from the non-VA physician in Oregon. 
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Petitioner therefore must demonstrate “a substantial probability that a favorable 

outcome would redress [his] injuries.”  Town of Barnstable, Massachusetts v. FAA, 

659 F.3d 28, 31 (D.C. Cir. 2011) (citation omitted).  A reviewing court assumes 

that a petitioner will prevail on the merits, ibid., but the record or supplemental 

evidence must support “each element of [the] claim to standing.”  Int’l 

Brotherhood of Teamsters v. T.S.A, 429 F.3d 1130, 1134 (D.C. Cir. 2005). 

First, although petitioner states that his failure a decade ago to promise 

adherence to an abstention clause in a VA pain contract now precludes his VA 

treatment in Virginia, it does not appear that the contract, Orig. aff. Exh. 1, 

represents current VA policy.2

                                                 
2 VA’s guidance indicates that decisions regarding a patient’s treatment with 

opioids, including with respect to terminating treatment when there is other drug 
use, may be based on a number of factors.  See, e.g., SA1-SA6 (VA/DoD Clinical 
Practice Guideline for Management of Opioid Therapy for Chronic Pain (2010) 
(

  Thus, even assuming there is a reason why his 

marijuana use precludes VA treatment in Virginia, there is no basis, other than 

mere speculation, to conclude that DEA’s transfer of marijuana to Schedule III 

would allow him to obtain the treatment.  Neither is there a basis to conclude that 

such transfer would “significantly increase the likelihood,” Town of Barnstable, 

659 F.3d at 31, that the VA would authorize its physicians to recommend 

marijuana in Oregon (or that the physicians independently would choose to do so). 

http://www.healthquality.va.gov/COT_312_Full-er.pdf) 55-59 and Appendix C. 
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Based on the current scientific evidence, there would be no FDA approval of 

an NDA for marijuana3 should DEA reschedule it.  In the absence of an FDA-

determined indication for use of the substance, petitioner’s ability to obtain even a 

recommendation for its use from a VA physician would remain highly 

speculative.4

                                                 
3 See Riegel v. Medtronic, Inc., 552 U.S. 312, 343-44 n.15 (2008) (Ginsburg, J., 

dissenting): 

  Further, although petitioner claims that there would be no reason for 

the VA to prohibit completion of the Oregon form because the form does not 

purport to be a prescription, Pet. Supp. Br. 5, it is difficult to conceive of petitioner 

obtaining a recommendation for a substance that would not have a 

The process for approving a new drug begins with preclinical laboratory and 
animal testing.  The sponsor of the new drug then submits an investigational 
new drug application seeking FDA approval to test the drug on humans.  See 21 
U.S.C. § 355(i); 21 CFR § 312.1 et seq. * * *.  Clinical trials generally proceed 
in three phases involving successively larger groups of patients: 20 to 80 
subjects in phase I; no more than several hundred subjects in phase II; and 
several hundred to several thousand subjects in phase III.  21 CFR § 312.21.  
After completing the clinical trials, the sponsor files a new drug application 
containing, inter alia, “full reports of investigations” showing whether the 
“drug is safe for use and * * * effective”; the drug’s composition; a description 
of the drug’s manufacturing, processing, and packaging; and the proposed 
labeling for the drug.  21 U.S.C. § 355(b)(1). 
Petitioner has not indicated that there are any phase III studies pertaining to the 

potential therapeutic use of marijuana. 
4 The VA’s medical benefits package, for example, excludes non-FDA 

approved drugs from coverage, except in the case of formal clinical trials or 
compassionate use exemptions under FDCA provisions.  See 38 C.F.R. § 17.38(c). 
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pharmaceutically acceptable dosage formulation and that a physician therefore 

could not prescribe5

In sum, petitioner has not set forth any basis for concluding that, if DEA 

“deemed” marijuana to have accepted medical use under the CSA, the decision 

would increase the likelihood of the VA allowing him to participate in its pain 

program in Virginia.  Nor is there any basis to conclude that the VA would rely on 

DEA’s decision to set policy with respect to whether its physicians may 

recommend participation in a state marijuana program.

 or readily subject to supervised use. 

6  Petitioner thus has not 

demonstrated that there would be any relationship between the hypothetical DEA 

decision and a VA decision about his marijuana use. 

Petitioner has not met his burden to establish that the rescheduling he 

proposes would “significantly increase the likelihood” or create “a substantial 

probability,” see Town of Barnstable, 659 F.3d at 31, that the VA would provide 

any relief he seeks.  For these reasons, and based upon the record in this case, 

including prior argument, the Court should conclude that petitioners lack standing. 

CONCLUSION 

                                                 
5 See 21 C.F.R. § 1306.05(a) (required elements of a controlled substance 

prescription, including, inter alia, drug “strength, dosage form, quantity prescribed, 
[and] directions for use”). 

6 Further, petitioner offers no support for his suggestion, Supp. aff. ¶14, that the 
state forms were, or could have been, signed under the superseded 2008 VHA 
directive; the directive does not discuss the issue. 
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Respectfully submitted, 

LANNY A. BREUER 
Assistant Attorney General 

 
/s/ Lena Watkins        
LENA WATKINS 
 
/s/ Anita J. Gay        
ANITA J. GAY 
 
Senior Trial Attorneys  
Narcotic and Dangerous Drug Section 
Criminal Division 
United States Department of Justice 
1400 New York Avenue, N.W. 11th Floor 
Washington, DC  20530 
202-514-8713 

      Lena.Watkins@usdoj.gov 
Anita.Gay2@usdoj.gov 
 

November 1, 2012 
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after 26 weeks of extended-release morphine were constipation and nausea (Caldwell et al., 2002).  Of 295 
patients with osteoarthritis, 67% experienced at least one adverse effect and 20% discontinued the study early 
because of an adverse effect.  In McNicol’s review of 67 studies, the incidence of opioid induced nausea and 
vomiting was 10% to 40%, and this symptom was ranked as highly distressing by patients.  McNicol’s review 
also estimated that constipation occurred in 25% to 50% of cancer patients and is the most common opioid 
related side effect in patients with advanced cancer.  In a study by Roth et al. (2000), 133 patients with 
osteoarthritis reported similar rates of adverse effects (65.4%), however, no clinically significant safety 
observations were made and there was reduction in pain intensity.  In addition, adverse effects decreased in 
frequency as therapy was continued.  

In a study by Daniell et al., (2006), endocrine function was measured in 54 patients on chronic opioid therapy 
and compared to 27 healthy controls.  Hormone levels were much lower in the opioid users than in control 
patients and total testosterone levels were subnormal in 74% of the opioid group, with an apparent dose-
response effect.  Of the men who reported normal erectile function before opioid use, 87% reported severe 
erectile dysfunction or decreased libido after beginning opioid therapy.  A recent study showed that women 
on chronic opioid therapy have a decrease in follicle stimulating hormone (FSH) and luteinizing hormone (LH) 
accompanied by a significant inhibition of ovarian sex hormones (estradiol) and adrenal androgen 
(testosterone and dehydroepiandrosterone sulfate [DHEAS]) production (Daniell, 2006).   

Kinjo,(2005) observed in a cross-sectional analysis of a large US adult sample (N=14,646) significantly lower 
bone mineral density among participants exposed to opioids.  Fortin et al., (2008) examined bone mass 
density in 81 male patients on opioid therapy and found that 44% of the subjects were osteopenic or 
osteoporotic; 11 patients were hypogonadal on testosterone blood level testing and 25 patients had a normal 
testosterone level.  These results indicate that the osteoporosis is not solely due to hypogonadism and that 
testosterone is not lower in all patients treated with opioids. 

A recent study by Mogri et al., (2009) evaluated 98 consecutive patients on chronic opioid therapy for sleep-
disordered breathing.  His findings showed 36% of patients had obstructive sleep apnea, 24% had central sleep 
apnea, and 21% had mixed disorder.  Wang et al., (2005) compared 50 methadone maintenance treatment 
(MMT) patients to 20 matched normal subjects.  Thirty percent of the MMT patients had central sleep apnea 
while all of the control subjects were normal.   

  EVIDENCE TABLE  

 Evidence Source  of Evidence LE QE SR 

1 Evaluate patient for adverse effects and 
tolerability problems 

APS/AAPM, 2009 
Caldwell et al., 2002  
McNicol et al., 2003,  
Mullican & Lacy, 2001;  
Peloso et al., 2000   
Roth et al., 2000, 

II Good B 

2 Many adverse effects resolve 
spontaneously 

Roth et al., 2000 II Fair C 

LE=Level of Evidence; QE = Quality of Evidence; SR = Strength of Recommendation (See Appendix A) 

M2.  Assess Adherence 

OBJECTIVE 

Determine whether patient is adhering to the essential components of the treatment plan and the reasons for 
any nonadherence.  

Supplemental Add-1
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BACKGROUND 

Though research confirmation is lacking, adherence to the treatment plan is likely to be associated with 
positive outcomes.  Nonadherence may result from a variety of causes including poor provider-patient 
communication, addiction, pseudoaddiction, confusion and/or memory impairment, psychiatric disorders, 
emotional distress, or pursuit of financial gain (diversion).  Taking less medication than prescribed can also be 
unsafe, e.g., leads to inconsistent dosing.  Determination of the reasons for nonadherence requires a thorough 
evaluation by the care provider.  The reasons for early refill requests should be sought since they may be due 
to undertreated pain (pseudoaddiction) or increased analgesic requirements because of new or worsening 
pathology.  

Patients on OT for chronic pain can develop problems with adhering to the treatment plan.  These problems 
frequently manifest as clinically problematic behaviors, often termed “aberrant behaviors”, or also referred to 
as aberrant drug-Related behaviors (ADRBs).  These can adversely affect the outcomes of treatment.  

ADRBs vary widely in their clinical severity and clinical and public health importance. Minor variations are 
behaviors that do not immediately jeopardize health or safety but may negatively impact treatment 
effectiveness and the provider-patient relationship, and may predict more serious non-adherence. Serious 
variations are those that jeopardize the safety of the patient or society, or which are illegal.  

Clinicians should emphasize to the patient the importance of not sharing or lending their opioid medications 
with others.  Transferring opioid drugs to any person other than the patient for whom they were prescribed is 
a federal offense.  

Lending and sharing opioid medications with anyone is potentially dangerous and is illegal.  Although sharing 
opioid medications with friends or family is considered relatively minor nonadherence behaviors, the 
consequences of such behavior can be a serious public health problem.  Medication supplies of friends and 
family are the primary source of drugs involved in cases of prescription drug abuse and overdoses.  Misuse of 
opioids can lead to morbidity and mortality in the patient and the public via diversion.  Prescription 
medications of family and relatives have become a major source of diverted drugs involved in drug abuse-
related deaths.  Diversion of prescribed opioids is a public health problem especially in the young.  In the 
National Survey on Drug Use & Health (NSDUH, 2008) administered by SAMSHA, the majority of persons using 
prescription pain relievers for nonmedical indications report receiving their drugs for free from a friend or 
relative.  They also reported that prescription painkillers have eclipsed marijuana as the first drug of abuse.  In 
evaluating how to respond to evidence of nonadherence, it is useful to consider three types of nonadherent 
behaviors. 

Level I: These relatively minor variations include non-adherence to prescribed medication schedules and other 
recommended treatments for pain, making calls to the clinic for early refills, misplacing medications, or 
lending and borrowing medications from family members or others.  These behaviors can be managed 
effectively with education, clinical structure, and behavioral interventions in the primary care setting.  Minor 
variations that occur frequently (more than 3 times a year) may be considered Level II variations; and may 
indicate a need for a more structured care environment. 

Level II:  Behaviors that are persistently demonstrating deviation from the treatment agreement, and 
represent manifestations of serious comorbidities such as addiction, mood disorders, personality disorder, 
PTSD, psychosis, or cognitive dysfunction.  These behaviors require consultation or co-management with one 
or more specialists in pain management, mental health, or addictions. 

Level III:  Illegal, criminal, or dangerous behaviors.  Behaviors that consist of criminal diversion require 
interaction with regulatory authorities outside, and within, the medical system and discontinuation of the OT. 

RECOMMENDATIONS 

1. At every visit and telephone contact for opioid renewal, assess and document adherence with 
appropriate use of opioid analgesics, and any evidence of misuse, abuse, or addiction.   

Supplemental Add-2
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a. Evaluate how and when the patient is taking medication, use of other medications including 
nonprescription and herbal preparations, and use of alcohol and illicit drugs 

b. Screening aids such as random pill counts, adherence checklists, or instruments such as the 
Screener and Opioid Assessment for Patients with Pain (SOAPP), may be used to assist the 
provider in assessing adherence 

c. With patient consent, obtain a Urine Drug Test (UDT) before initiating opioid therapy trial and 
randomly at follow-up visits to confirm the appropriate use of opioids (See Annotation M3 ) 

d.  Assess and document adherence to other components of the treatment plan, such as follow up 
with referrals, tests, and other therapies 

e.  Assess patients for behaviors that are predictive of addiction including repeated minor variations 
in adherence that may indicate an increased likelihood of addiction or serious non-adherence 

f. Assess patient’s adherence and reeducate regarding the importance of safely storing opioid 
medications 

g. Assess and document patient motivation and barriers to adherence 

2. Based on the clinical assessment the provider should determine whether aberrant behavior is present 
and respond with appropriate action.   

3. If the clinician is not sure of the meaning of the behavior, more frequent clinic visits, addiction or 
mental health specialist consultations, or periodic drug screens might be employed.  

4. When aberrant behaviors are present, providers should not stigmatize or judge patients but instead 
simply inform the individual that the behavior is unsafe and needs evaluation and adjustment in 
treatment through increased structure and monitoring or referral.  

5. A continuing pattern of repeated episodes of non-adherence following treatment changes designed to 
maximize adherence should increase prescriber concerns and consideration of potential cessation of 
opioid therapy. 

6. Consider involving family members or significant others in identifying solutions to non-adherence and 
in monitoring future adherence when possible. This may include a change in the patient’s living 
situation that would provide greater structure (e.g. nursing home, assisted living facility), potentially 
enhance compliance, and reduce nonadherence 

DISCUSSION 

Although the risk of developing true opioid addiction appears to be low in patients with no prior history of a 
substance use disorder (Friedman, 1990), less serious non-adherence to medication use is more common 
(Turk, 2008).  

The importance of assessing for nonadherence / ADRBs is based on multiple interrelated observations.  There 
is strong evidence from multiple, well-designed, level II-1 and II-2 epidemiology studies, both retrospective 
and prospective, for the high prevalence of psychiatric co-morbidity with chronic pain, the impact of 
psychiatric co-morbidity on the outcome of treatment of chronic pain, and the association of psychiatric co-
morbidity with aberrant behaviors in patients taking opioid analgesics for chronic pain.  There is moderate 
evidence (level II-2 studies) that substance abuse predicts poor outcome from OT for chronic pain.  There is 
moderate evidence (level II-2 studies) that a substantial percentage of patients on OT for chronic pain have 
positive urine drug screens, suggesting that this procedure may be the only way to identify addiction, drug 
abuse and diversion.  In consideration of the growing public health problems of ineffective pain management 
and its concomitant costs to society, despite a rapid rise in the use of opioid analgesics, and increase in 
prescription drug abuse, the Work Group felt that these recommendations deserved a “strong” designation.    

Non-adherence may occur for a variety of reasons.  It may be associated with undiagnosed addiction.  
Alternatively, it could be due to changes in concurrent disorders such as depression, psychosis, or dementia.  

Supplemental Add-3
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Otherwise, non-adherent behaviors may arise from a patient’s misunderstanding of their responsibilities while 
receiving opioid therapy or from miscommunication between the patient and the prescriber.   

When evaluating adherence it is important to evaluate how and when the patient is taking medication, use of 
other medications including nonprescription and herbal preparations, and use of alcohol and illicit drugs.  
Providers should be aware of established predictors of opioid misuse as well as their strength of association 
with misuse (see Table 5: Predictors of Opioid Misuse).   

Table 5: Predictors of Opioid Misuse  (Turk, 2008) 

Strong predictors  Moderate predictors  Weak predictors  Inconsistent predictors  

History of alcohol and 
illicit substance 
abuse  

 

- Younger age  
- History of legal 

problems  
- Positive UDT  

- Family history of drug abuse  
- History of childhood sexual 

abuse  
- History of DUIs or drug 

convictions  
- Lost or stolen prescriptions  

- Obtaining opioids from 
alternate sources  

- High SOAPP or SOAPP-R scores  

- Male sex  
- History of an anxiety disorder  
- History of prescribed drug 

misuse  

- Race (nonwhite)  
- Education  
- History of MVAs  

- History of schizophrenia  

UDT=Urine Drug Test;  MVAs=Motor Vehicles Accidents;  SOAPP-R = Screener and Opioid Assessment for Patients with Pain (Revised) 

Behaviors suggestive of opioid abuse or addiction include using opioids for reasons other than pain (such as to 
“get high” or “manage stress”), rapidly escalating demands for dose increases, or unusual increase in doses, 
observed or reported intoxication or unexplained withdrawal symptoms, repeatedly reporting that opioid 
medication was lost, stolen, or destroyed; injection of opioids; threatening or harassing staff;  repeatedly 
seeking prescriptions from other providers or emergency rooms;  and alteration, borrowing, stealing or selling 
prescriptions.  

One moderate sized prospective cohort study of a pain clinic sample on opioids (Wasan et al., 2009 [n=622]) 
demonstrated that drug craving predicts higher rates of opioid misuse and positive urine drug screens. 

Urine drug tests (UDTs) are useful in documenting appropriate use of prescribed opioids or for detecting the 
presence of alcohol, illegal street drugs, or other prescribed pharmaceuticals that may interact with opioids 
and render them less effective or represent a danger to the patient.  Results of UDT may also suggest the 
presence of a substance use disorder.  (See Annotation M3) 

Other tools may be useful in assessing adherence to the opioid treatment agreement, including aberrant 
behavior checklists, pill counts, and opioid misuse screening instruments such as the SOAPP.  However, the 
final determination as to whether ADRBs are present should be based on all available information.  

The SOAPP questionnaire contains the following questions for assessing medication adherence: 

• How often do you take more medication than you are supposed to?  
• How often have you taken medication other than the way that it was prescribed?  

• How often have your medications been lost or stolen?  
• How often has more than one doctor prescribed pain medication for you at the same time? 

Adherence to other components of the treatment plan such as referrals, tests, and therapies (e.g., physical 
therapy) also is important in order to minimize the need for opioid therapy and to optimize outcomes.  Patient 
motivation to follow through with these recommendations should be assessed, especially when non-
adherence is present.  Other barriers to adherence that could be addressed may be present. For example, 
patients may lack the cognitive capacity to manage a complex regimen, or may lack transportation. 
Interviewing family members or other collateral sources is frequently helpful in determining adherence and 
barriers.  

Supplemental Add-4
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When non-adherence is present the clinician should determine whether the variation from the treatment plan 
is relatively minor and potentially amenable to educational intervention or adjustment of the treatment plan 
(Level I); more persistent and reflecting the influence of comorbidities where consultation or co-management 
is required (Level II); or serious, requiring termination of opioid therapy (Level III).  Not every episode of 
variation from the agreed management plan warrants a diagnosis of addiction or reflects the presence of a 
serious comorbidity. 

EVIDENCE TABLE 

LE=Level of Evidence; QE = Quality of Evidence; SR = Strength of Recommendation (See Appendix A) 

M3.  Urine Drug Tests 

BACKGROUND 

Substance abuse, dependence, and diversion are risks of OT.  The risk of opioid misuse in patients on OT is as 
high as 30% in some series.  Self-report of drug use has limited validity, and monitoring behavior alone can fail 
to detect problems revealed by urine drug tests (UDTs).  UDTs can identify patients using illicit substances and 
can assist in the diagnosis of SUD.  Routine and random UDTs are recommended for all patients with chronic 
pain prior to and during opioid therapy.  Providers should be familiar with the procedure for ordering UDTs at 
their local lab, in interpreting the results, and responding to the test results. 

RECOMMENDATIONS:  

1. Inform patients that drug testing is a routine procedure for all patients starting or on opioid therapy, 
and is an important tool for monitoring the safety of their treatment.   

2. With patient consent, obtain a UDT in all patients prior to initiation of OT.  [B]  

3. With patient consent monitor all patients on OT with periodic random UDTs to confirm adherence to 
the treatment plan. Increase the frequency of UDTs based on risk level for aberrant drug-related 
behaviors and following each dose increase.  [B] 

4. Take into consideration a patient’s refusal to take a UDT as part of the ongoing assessment of the 
patient’s ability to adhere to the treatment plan and the level of risk for adverse outcomes (see 
Annotation F). 

5. When interpreting UDT results take into account other clinical information (e.g., past SUD, other risk 
factors, aberrant drug-related behaviors, and other conditions indicating risk.)  

6. Understanding of lab methods for drug testing and reporting are necessary to interpret UDT results 
(i.e., screen versus confirmatory test, substances tested, cut-off levels for tests). Maintain a close 
working relationship with the clinical laboratory to answer any questions about the UDT or for 
confirming the results.  

 Evidence Source of Evidence LE QE SR 
1 Substance users die from overdose  Hall et al.,  2008 II-1 Good B 
2 Prior history of substance abuse and presence of co-

morbid psychiatric disorder predicts risk for ADRBs 
Patients who report 4 or more aberrant behaviors 

while on OT are likely to have a diagnosis of 
substance abuse disorder 

Edlund et al., 2007 
Fishbain et al., 2008 
Wasan et al., 2007 
Wasan et al., 2009 
Fleming et al., 2008 

I Fair B 

3 Use of screening instruments reveals patients at risk 
for ADRBs  

Chou et al., 2009  
Compton et al., 2008 

   

4 Drug craving predicts abuse Wasan et al., 2009 II-2 Fair B 
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APPENDIX C: Sample Opioid Pain Care Agreement 

1. I understand that my provider and I will work together to find the most appropriate treatment for my chronic 
pain.  I understand the goals of treatment are not to eliminate pain, but to partially relieve my pain in order to 
improve my ability to function.  Chronic opioid therapy is only ONE part of my overall pain management plan. 

2. I understand that my provider and I will continually evaluate the effect of opioids on achieving the treatment 
goals and make changes as needed.  I agree to take the medication at the dose and frequency prescribed by my 
provider.  I agree not to increase the dose of opioids on my own and understand that doing so may lead to the 
treatment with opioids being stopped. 

3. I understand that the common adverse effects of opioid therapy include constipation, nausea, sweating and 
itchiness of the skin.  Drowsiness may occur when starting opioid therapy or when increasing the dosage.  I 
agree to refrain from driving a motor vehicle or operating dangerous machinery until such drowsiness 
disappears.   

4. I will not seek opioid medications from another physician for the treatment of my chronic pain.  Regular 
follow-up care is required and only my provider will prescribe these medications for my chronic pain for me at 
scheduled appointments.  

5. I will attend all appointments, treatments and consultations as requested by my providers.  I will attend all pain 
appointments and follow pain management recommendations.  

6. I will not give or sell my medication to anyone else, including family members; nor will I accept any opioid 
medication from anyone else.  I agree to be responsible for the secure storage of my medication at all times.  If 
these medications are stolen, I will report this to police and my provider and will produce a police report of this 
event if requested to do so. 

7. I understand that if my prescription runs out early for any reason (for example, if I lose the medication or take 
more than prescribed), my provider may not prescribe extra medication for me.  I may have to wait until the 
next prescription is due.  

8. I understand that the use of other medications can cause adverse effects or interfere with opioid therapy.  
Therefore, I agree to notify my provider of the use of all substances, including marijuana, alcohol, medications 
not prescribed for me (tranquilizers), and all illicit drugs.  

9. I agree to periodic unscheduled drug screens. 
10. I understand that I may become physically dependent on opioid medications, which in a small number of 

patients may lead to addiction.  I agree that if necessary, I will permit referral to addiction specialists as a 
condition of my treatment plan.  

11. I understand that my failure to meet these requirements may result in my provider choosing to stop writing 
opioid prescriptions for me.  Withdrawal from the medications will be coordinated by the provider and may 
require specialist referrals.  

12. I hereby agree that my provider has the authority to discuss my pain management with other health care 
professionals and my family members when it is deemed medically necessary in the provider’s judgment. 

13. My providers may obtain information from State controlled substances databases and other prescription 
monitoring programs. 

 
 

Patient Signature: ____________________________________ 
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