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BMJ Open publishes all reviews undertaken for accepted manuscripts. Reviewers are asked to 

complete a checklist review form (http://bmjopen.bmj.com/site/about/resources/checklist.pdf) and 

are provided with free text boxes to elaborate on their assessment. These free text comments are 

reproduced below.   
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VERSION 1 - REVIEW 

REVIEWER Barbara J Turner 
University of Texas Health Science Center at San Antonio 

REVIEW RETURNED 14-Mar-2016 

 

GENERAL COMMENTS This project describes the protocol for developing a consensus 
based definition of opioid -related problematic behaviors and 
recommendations for management. As the investigators correctly 
point out, this an important area lacking systematic approach to 
address these important clinical issues. The guidelines are intended 
to inform general practice; however, the individuals for this Delphi 
consensus process are experts in pain management. A critical issue 
for this project to confront is whether problematic behaviors and 
ways manage them based on opinions of “pain experts” can be 
generalized to “front line” practices, presumably mostly primary care.  
Specific comments  
It is a strength of that a Delphi expert is leading this process but the 
online information provided to respondents needs to orient these 
experts to special issues that they should consider in relation to 
frontline providers whose options and manage can be very different 
from those of pain experts. Of the experts who are listed as being 
potential participants, the internists are especially important to recruit 
because they probably have a more grounded sense of what is 
available to “frontline” providers.  
As noted in the introduction, urine drug screening is often used to 
identify misuse but other options approaches are not mentioned. As 
is, the introduction does not offer a sufficiently compelling argument 
that a consensus panel is needed to define misuse. It would have 
been helpful to summarize briefly the heterogeneity of approaches 
that can be used to identify misuse. In regard to management, the 
resources available in different primary care settings as well as the 
special expectations of the primary care provider-patient relationship 
are important to consider. For example, pain specialists frequently 
discharge patients back to primary care providers when they are 
discovered to be misusing and/or breaking a pain agreement. This is 
a point of contention for primary care physicians who have to 
manage patients who are rejected by pain experts. Therefore, it is 
critical that the questions used in the Delphi process be framed in 
such a way as to make it clear that simply discharging a patient 
would be a management strategy of last resort. In addition, it is 
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important to consider resource poor environments where sending a 
patient to a methadone treatment program or psychiatric services 
may not be an option.  
In terms of the methods, the proposal states that they will perform 
only a qualitative data analysis but they should also perform 
quantitative analyses. The rankings of management options on 
importance will be readily amenable to this (see page 8, third para).  
The incentive of a raffle option to win 100$ seems pretty minimal 
and risks poor response, especially since the Delphi process 
requires multiple steps for participation. Being acknowledged may 
be appealing to more junior clinicians.  
The next step after this consensus process will be to evaluate it in 
the real world. Since opioid misuse is being targeted by many 
agencies, this is a rapidly changing situation that may affect their 
ability to implement ideas from the consensus group.  
It might be advisable to involve primary care providers in reviewing 
this consensus product before it is deemed ready for testing in the 
real world. 

 

REVIEWER Wojciech Leppert 
Poznan University of Medical Sciences, Poland 

REVIEW RETURNED 19-Mar-2016 

 

GENERAL COMMENTS I have no major comments. A minor comment to Authors: please use 
consistently the style of references providing surnames and a first 
letter of Authors' names   

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer 1:  

 

Comment 1: This project describes the protocol for developing a consensus based definition of opioid 

-related problematic behaviors and recommendations for management. As the investigators correctly 

point out, this an important area lacking systematic approach to address these important clinical 

issues. The guidelines are intended to inform general practice; however, the individuals for this Delphi 

consensus process are experts in pain management. A critical issue for this project to confront is 

whether problematic behaviors and ways manage them based on opinions of “pain experts” can be 

generalized to “front line” practices, presumably mostly primary care.  

 

Response 1: Thank you for this suggestion. We should emphasize that we defined pain experts very 

broadly, as individuals who “have taught others on this topic; published on this topic; or are 

considered a resource for other clinicians on this topic” (see page 6, final paragraph). Additionally, the 

organizations from whom we recruited (American Academy of Pain Medicine, Society of General 

Internal Medicine, VA Pain Points of Contact, SCOPE of Pain trainers) are composed largely of 

practicing primary care physicians. To clarify, we have now added the following text:  

 

Page 6, paragraph 3: “We were particularly interested in chronic pain experts who would have 

significant experience with chronic pain in primary care settings, as we want the guidance generated 

from this study to be useful to front-line primary care providers. Therefore, decided to approach the 

following groups. . .”  

Page 6, paragraph 4: “SCOPE is a well-regarded Risk Evaluation and Monitoring Strategy (REMS) 

course for extended-release and long-acting opioids that uses local collaborators who are primary 

care providers . . .”  

 on M
ay 16, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2016-011619 on 6 M

ay 2016. D
ow

nloaded from
 

http://bmjopen.bmj.com/


 

Also, we agree with this reviewer that the application of our study’s results to primary care will be 

critical. Additionally, we understand the concern that limiting the study participants to “pain experts” 

may have implications for application and implementation. We acknowledge this in the third 

paragraph of the discussion section by stating:  

 

Page 10, paragraph 3: “In addition, implementation considerations such as whether and how front-line 

primary care clinicians can translate our study’s results into practice merit careful consideration. For 

example, we will investigate barriers and facilitators to adoption of the Delphi’s management guidance 

in the context of busy primary care settings with patients who have multiple comorbidities, providers 

with differing levels of experience in chronic pain and LTOT, and variable access to resources such 

as psychiatric and addiction treatment. It will be critical to involve front-line primary care providers in 

this implementation research.”  

 

Although study results are not included in this protocol paper, our study has recruited 42 participants, 

the majority of which (27) were internal medicine physicians, and only 3 participants reported 

completing additional training in pain or palliative care. Twenty-one participants characterized their 

practice setting as being academic or community primary care. Therefore, we believe our strategy to 

recruit those with enough expertise in pain to be able to respond to our questions, who are also in 

touch with the experience of front-line primary care providers, was successful.  

 

Comment 2. It is a strength of that a Delphi expert is leading this process but the online information 

provided to respondents needs to orient these experts to special issues that they should consider in 

relation to frontline providers whose options and manage can be very different from those of pain 

experts. Of the experts who are listed as being potential participants, the internists are especially 

important to recruit because they probably have a more grounded sense of what is available to 

“frontline” providers.  

 

Response 2: We agree with the reviewer. As described above (see Reviewer 1, response 1), while 

they may be considered local pain experts, half of our participants practice in primary care settings. 

We agree that it will be critical to involve front line primary care providers with less pain expertise in 

future implementation focused studies. We have modified the text of the discussion to now read:  

 

Page 10, paragraph 3: “For example, we will investigate barriers and facilitators to adoption of the 

Delphi’s management guidance in the context of busy primary care settings with patients who have 

multiple comorbidities, and providers with differing levels of experience in chronic pain and LTOT. . .. 

It will be critical to involve front-line primary care providers in this implementation research.”  

 

Comment 3: As noted in the introduction, urine drug screening is often used to identify misuse but 

other options approaches are not mentioned. As is, the introduction does not offer a sufficiently 

compelling argument that a consensus panel is needed to define misuse. It would have been helpful 

to summarize briefly the heterogeneity of approaches that can be used to identify misuse.  

 

Response 3: We appreciate this suggestion. We have modified the text of the introduction to now 

read:  

 

Page 4, paragraph 4: “Additionally, widely-cited opioid guidelines (e.g., American Pain Society- 

American Academy of Pain Medicine, Veterans Affairs/Department of Defense, Centers for Disease 

Control) advocate for routine monitoring of individuals on LTOT using urine drug testing to screen for 

substance use, use of practitioner database monitoring programs to identify individuals who are 

accessing multiple prescribers, and monitoring for other concerning behaviors.”  
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Comment 4: In regard to management, the resources available in different primary care settings as 

well as the special expectations of the primary care provider-patient relationship are important to 

consider. For example, pain specialists frequently discharge patients back to primary care providers 

when they are discovered to be misusing and/or breaking a pain agreement. This is a point of 

contention for primary care physicians who have to manage patients who are rejected by pain 

experts. Therefore, it is critical that the questions used in the Delphi process be framed in such a way 

as to make it clear that simply discharging a patient would be a management strategy of last resort.  

 

Response 4: As internists who practice in primary care settings, we agree with the reviewer that 

discharging patients because of their comorbid mental illness or addiction, complexity, or failure to 

adhere to an opioid treatment agreement is suboptimal pain care. However, discharging patients 

could be an important response to some severe behaviors, including aggressive behavior towards 

providers or staff. Furthermore, the investigators on the study will be taking the information provided 

by the Delphi participants and not impose our own restrictions on the responses. Therefore, we will 

not exclude addressing this in subsequent rounds if the participants put this forward as a response to 

aberrancies. That said, we will put any such results into context.  

 

Comment 5: In addition, it is important to consider resource poor environments where sending a 

patient to a methadone treatment program or psychiatric services may not be an option.  

 

Response 5: We agree with the reviewer that there are substantial implementation challenges to 

achieving optimal pain, mental health, and addiction treatment. Our task in this study is to determine 

the best management approaches to key behaviors. Later studies will investigate barriers to 

implementing these approaches, but this is beyond the scope of the current work. However, we have 

amended the discussion to now read:  

 

Page 10, paragraph 3: “For example, we will investigate barriers and facilitators to adoption of the 

Delphi’s management guidance in the context of busy primary care settings with patients who have 

multiple comorbidities, providers with differing levels of experience in chronic pain and LTOT, and 

variable access to resources such as psychiatric and addiction treatment.”  

 

Comment 6: In terms of the methods, the proposal states that they will perform only a qualitative data 

analysis but they should also perform quantitative analyses. The rankings of management options on 

importance will be readily amenable to this (see page 8, third para).  

 

Response 6: We intend to perform significant quantitative analyses as the reviewer suggests. To 

clarify we have revised the text accordingly:  

 

Page 8, paragraph 4: “The CARPOOL team, led by our Delphi expert (JP), developed the analytic 

plan based on review of other relevant studies,19,20 and adaptation to our study question. We will 

classify responses in the 1-3 range as “not important,” 4-6 “uncertain,” and 7-9 “very important.” We 

defined disagreement a priori as one-third or more votes in the “not important” range AND one-third or 

more votes in the “very important” range. In the absence of disagreement, there is consensus. If there 

is consensus, we will evaluate the median value across all participants. If the median is 7 or greater, 

the management strategy is important; if it is 3 or less, the management strategy is not important, and 

if it is between 3 and 7, it is uncertain.”  

 

Comment 7. The incentive of a raffle option to win 100$ seems pretty minimal and risks poor 

response, especially since the Delphi process requires multiple steps for participation. Being 

acknowledged may be appealing to more junior clinicians.  

 

Response 7: We agree with the reviewer and wish resources were available to offer better 
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compensation. This is an unfunded study. However, we are pleased to report that we met our targets 

for Rounds 1 and 2: 42 and 33 participants respectively. Thirty percent of our Round 1 participants 

were Associate or full Professors.  

 

Comment 8: The next step after this consensus process will be to evaluate it in the real world. Since 

opioid misuse is being targeted by many agencies, this is a rapidly changing situation that may affect 

their ability to implement ideas from the consensus group.  

 

Response 8: We agree that this is a rapidly evolving area. Existing guidelines, including the CDC 

guidelines published earlier this month, do not address how providers should manage the concerning 

behaviors that are investigated in this study. Rather, those guidelines like others before them draw 

attention to the need to monitor for those behaviors and address them when present, but do not 

provide specific guidance on how except for referring for medication assisted treatment if opioid use 

disorder is present. Further, one of the members of our oversight committee was a core expert on the 

CDC guidelines committee, which will help ensure that we fully consider those guidelines in our 

implementation studies.  

 

Comment 9: It might be advisable to involve primary care providers in reviewing this consensus 

product before it is deemed ready for testing in the real world.  

 

Response 9: We agree (see Reviewer 1, comment 1).  

 

Reviewer 2  

Comment 1. I have no major comments. A minor comment to Authors: please use consistently the 

style of references providing surnames and a first letter of Authors' names.  

 

Response 1: We appreciate the reviewer’s careful review of our manuscript. References, 8, 14, and 

15 have been corrected and now conform to the appropriate style.  

 

Additional correction  

 

We have made three additional minor corrections to the manuscript:  

 

1. Author Jane Liebschutz is now listed as Jane M. Liebschutz.  

2. In the methods section, Round 3, Data analysis, we edited the final sentence to read “If the median 

is 7 or greater, the management strategy is important; if it is 3 or less, the management strategy is not 

important, and if it is between 3 and 7, it is uncertain.” (We substituted the words important and not 

important for appropriate and inappropriate.)  

3. In the Figure under “Round 1,” the word “problematic” appeared twice in a row. We deleted the 

second instance of this word. 

 

VERSION 2 – REVIEW 

REVIEWER Barbara J Turner 
University of Texas Health Science Center at San Antonio 

REVIEW RETURNED 16-Apr-2016 

 

GENERAL COMMENTS The authors have written reasonable responses and changed the 
paper minimally but it is clear that this is a labor of love, and as such 
seems to address their objectives.   
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