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Bq Ckg rO U n d * Qualified patients received a link to the online consent form and, following Res U lts Exhibit 3: Themes and Participant Quotes (cont’'d.)

completion, scheduled a date and time for their interview.

* The United States (US) Food and Drug Administration (FDA) approved the scheduled. * Semi-structured 60-minute telephone interviews were conducted in 2021 with 191
Opioid Analgesic Risk Evaluation and Mitigation Strategy (REMS) in July 2012 for patients; 144 community patients and 47 pharmacy claims patients. Patient * "My family doctor I had back then ... wanted to stay at home with her babies. | had to find
. . abandonment/ another doctor. The first one that was a nightmare. 'Cause he was a pill pusher... | didn't like

extended-release and long-acting (ER/LA) prescription opioids as a strategy to Interview Process and Methodology « Of the 191 participants, 44 (23%) were taking opioids for acute pain remature that. Because there was medications that he had me on that wasn't working, and a couple that

J H <k F ioid d ded it i 5 , lud management. 91 (480/) for chronic bain manaaement and 56 (290/) for both P i . ¢ | didn't like the way they made me feel. | didn't take 'em. He said he couldn't be my doctor
reduce the risks of opioid overuse and expanded it in September 2018 to include . Two trained facilitators conducted the 60-minute telephone interviews using a g : © P 9 © termination o anymore... Needless to say, he’s in prison now ... [but] it just blew my mind that a doctor would
immediate-release and short-acting (IR/SA) opioid products standard interview discussion guide acute and chronic pain management. d°clt°tr.'p°th'?"t iy et e el e @it e 0 o0 somsining] L el wame

’ . retationsnip

* Exhibit 2 presents a profile of the participants.

* In 2016 the Centers for Disease Control and Prevention (CDC) issued its guideline , . ,
* Interview aims were to encourage a range of responses that provided greater

for prescribing opioids for chronic pain that made recommendations for . . D e . . . - . . . .+ ‘I don’ ing i | | |
| P . 9 | P - P | . | understanding of participants’ attitudes, opinions, perceptions, and experiences Exhibit 2: Participant Profile V'V‘;‘J&tgvﬁ?ttézgvif;yeth:”hgoglzgf‘;lrﬁki;tr]ﬁéfgirwvfﬁo"htggebg?fgdrgfr;Z;gogjggzug%”igffezd
improving provider prescribing practices and patient pain treatment. regarding their use of opioid analgesic medications. and his pain doctor would always give him way more than he needed..[so] he would just give it
Illicit use of opioids to me.”
* This FDA-mandated study, approved in 2019 and conducted in 2021, was Acute & © et ol el e il sell e @ St e i knews [F youe aemslly gets
. . : . . o . * Participants received a $125 check or gift card to compensate them for time All Acute Pain | ChronicPain | . . o . theeﬁﬁjd?cgﬁgii;?‘;‘iufe éetﬁngvéorieetgmzyecf:e’nu YOU SONTEROW R yOTE ATy 95T
designed to better understand patients’ experiences with opioids including . . . Participants | Particioants | Particioants feltliSLeb Ll |
spent completing an interview. P P P Participants
access to care, nonpharmacological options, and unintended outcomes N=191 N=44 N=91
’ ’ N=56
fOllOWiﬂg the issuance of the CDC guideline. e All patient materials were opproved by WCG IRB and the FDA. . “Allldiq w}gs sleep fqrocouple of days. To me, I'm a pretty active guy, that’s kind of
Interview Group, n (%) Side effects fjowns'de‘ (Acute pain) . N e .
* “For me, the major side effect is constipation... | was plugged up you wouldn't believe.” (Chronic
O bj eCtiVG Interview Discussion Guide Community 144 (75%) 20 (45%) 77 (85%) 47 (84%) pain)
 The interview discussion guide was developed in alignment with the REMS Commercial/MA, Current User 34 (17%) 13 (30%) 12 (13%) 0 (15%)
: ; : * “I'm a laid-back person, but it seems like | got more agitated [on the opioid medication].”
| | N | | | Ass.e.ssment Plan and RE.MS goals and consisted of questions and prompts for Commercial/MA, Recent User 13 (7%) 11 (25%) 2 (2%) 0 (0%) Mood changes . “When | stopped [taking my opioid medication] .. | was more irritable..| would just go off on
* To better understand patients’ positive and negative experiences with facilitators to use (Exhibit 1). Female, n (%) 124 (65%) 28 (64%) 59 (65%) 37 (66%) things and simple things.”
, (o} (o) (o) (o) (o}
prescription opioids for acute and/or chronic pain management.
o ] ] ] ] Current age (years), mean (SD) 54 (14) 47 (14) 56 (14) 55 (13)
EXthIt 1: Interview Discussion GUIde ] ] ] o o o o o « “[after stopping my opioid intake], the pain did continue, and it did increase.”
M h d White, non-Hispanic, n (%) 126 (66%) 31(70%) 57 (63%) 38 (68%) « ‘It felt like cold turkey, | was [fully off the opioid medication] in about three days... my digestive
t ined throughout that whol .. Someti bowel little bit
ethods iah Level Married/Domestic partner,n (%) 101(53%)  25(57%)  49(54%)  27(48%) o FenleidemdanpeE et
Dg . Targeted Domain | Example of Interview Questions , S . . . . Withdrawal ‘| was sweating profusely.. It feels like death. It's awful. It feels like your body can't regulate
omain High school degree or less, n (%) 46 (24%) 4 (9%) 27 (29%) 15 (26%) experiences temperature. You'll be sweatin’, but you'll be freezing cold or have chill bumps. Your nose starts
. to run. You yawn, and your eyes water a lot. You get really uncomfortable, like restless legs. You
Resed rCh DeS|g N Household income <$50,000, n (%) 95 (50%) 14 (32%) 53 (58%) 28 (50%) can't sit still, and everything’s just jerking and twitching. Then you start poopin’, and then you

start pukin’” (Chronic pain)

. . . _ . Patient History Medical and Medication Use History Participant location, n (%)
° _ ) (o}
Quqlltotwe semi-structured telephone interview stu.oly., Condggted among adult O L et mecleel candliiieniE srelleTie) ee s veur use ef eelsids durig
patients who were current or recent users of prescription opioids for acute the past 5 years? Rural 34 (18%) 5 (11%) 18 (20%) 11 (20%)
: : . . . : * “lthought about [suicide] when | wasn't [taking my opioid medication] ... mostly more at the
and/or chronic pain management. m .Durmg. postl5?yeo rs, have you taken opioids continuously or suburban 123 (64%) 30 (68%) 60 (66%) 33 (59%) Expressions of very beginning of stopping... | didn't really have a doctor then.”
Intermittently: suicidal ideation  “I've thought of [suicide] when | don't have [my opioid medication] and I'm in a lot of pain... if |
Ddtd SOU rces Urban 34 (18%) Q9 (21%) 13 (14%) 12 (21%) had to live in that pain without any type of help, I'd rather not be here..”
. N . o . . : Age first diagnosed with pain
« Community: Global network practitioner platform identified community sites Everyday Experiences condition (years), mean (SD) 41(15) 37(16) 43 (1) 42 (14)
. . . . . . ° 1A 1 _ _ ic? ’
with underserved populations in geographically diverse locations. Opioid Use What does opioid use look like on a day-to-day basis: N f Sition (vears . . .
. uration of pain condition (years), L m t t
 Pharmacy claims: Healthcare Integrated Research Database (HIRD) used as Benefits and Risks mean (SD) 202 10(13) 18012 15(12) I I q I 0 n S
sampling frame to identify current and recent adult opioid users with Medicare « What are the main benefits of taking an opioid? v taki e
Advantage (MA) or commercial health insurance from opioid pharmacy claims. o * What are the downsides/negative aspects of taking opioids? guirgie;*g yezc)u r:rzg)prescr'pt'on 165 (86%) 24 (55%) 87 (96%) 54 (96%)
* In general, how do you feel about taking an opioid to manage your pain? P yes), nize * Since participation was voluntary, the set of participants may consist of a larger
. . roportion of people with positive or neutral opioid medication experiences
Patient Population : P ’
P . Themes and Patient Quotes because those with negative experiences or who felt they were dependent on or
e Current user: Adults (>18 years ) who had been dispensed >1 ER/LA or IR/SA Provider Types i ioi incli iCi
ooioid rescrli fion fo? o%n anagement in bast <%O dq S_ « What was your experience with the provider of your most recent opioid? * Athematic content analysis was performed. Eleven themes and appropriate addicted to opioids may have been less inclined to participate.
P P P P 9 = - ys- « Have you gotten opioids from other types of doctors? quotations from the most prominent themes were identified (Exhibit 3).
* Past user: Adults who had been dispensed >1 ER/LA or IR/SA opioid prescription
for pain management in past >90 days - <180 days. Education Ed\‘;\j;'t'o."f - | o o\ Exhibit 3: Themes and Participant Quotes .
. : . . ° at iIntformation nas your octor provi ed, In terms of how to use your l
ExclL{S(ons included hg;plce, subst.o.nce, obu;e treatment, employed as a | — P — CO n C U S I 0 n S
phySICIGﬂ, nurse prOCtItIOﬂer, phySICICIﬂ S dssisto ﬂt, phg rmOC|St, ﬂUFSG, or d@ﬂtlSt ["\9/ e How confident are you T your Ob|[|ty to use your Op|o|d Correct[y? Theme qutiCipant Quotes
m&&& * Has a doctor ever encouraged you to stop or cut back using opioids, or
. . . refused to refill your prescription? Y S p— * In general, participants’ overall experiences with prescription opioid
Patient Outreach, Recruitment, and Screenmg Obioid Crisis Knowled Generalfeelings .« concern.. about addiction” medications for pain management were positive or neutral; less than 5%
. proid Lrisis Rhowtedge towards opioids * ‘I hate it. It makes me just feel like you're not strong enough to handle this on your own.” ,
* Community Sample  What are your knowledge and thoughts on the Opioid Crisis? were negative.
* Recruitment flyers handed out by community site providers. there's huge foniod] use n the vouth e have died f et * Most participants associated their use of prescription opioid medications
0 ere’s huge [opioid] use in the youth in my community. Kids have died from overdoses. . . . . . o _ .
. Patients who responded to the flyer were directed to an online screener Changes/Side Effects N . Cl;/tehf:;d;gjgc;so\;vshe%vqev\g/}sj’ien ruined... I've seen them wither away to the point where some with an |mpr§ved quol!ty of llfe cm.d felt their opioid medications had
and, if they qualified, continued to an online informed consent form. Unintended + Have you stopped or cut back on your opioid use? Oi?siéogrsis; + “Ilost my daughter because of the opiate thing... she had been in a major car accident, and been helpful in managing their pain.
Adverse + Did you ever suddenly stop taking opioids? she had been on pain meds... they took her off them [and then she became] a heroin addict
e Naome Ond contact informqtion for pgtients Who Completed the consent Outcomes . Did N have withdrawal SYMPLOmS (:.15 g result of to deal with her pain... Unfortunately, | lost her last year due to it” e One pd rticipg als SUmmed Up her experience W|th Op|0|d mediCOtionS as
form was sent to Carelon Research staff, who scheduled and conducted the stopping/decreasing opioid use? “better living through science”, while other participants were thankful for
Interview. Q * Have you ever experienced changes in mood/thoughts of suicide while their opioid medications and grateful such pain medicine existed
taking opioids? * “ldidn't ask for [opioid medication.] They just gave me a prescription when | left the '
e Recruitment continued until the targeted number of 144 community hospital.” (Acute pain)
nterviews was completed Prescribing . “Th.e;e was no decision-making. They just came back with two [opioid] prescriptions.” (Acute
' decisions Pain

Other Medications, Treatments * “lt was a very candid conversation..which made me feel that | had a decision in this whole

» . . o [
* Pharmacy Claims Sample * If you see more than one doctor, how does that work in terms of opioid Process fehronepam F U n d I n g & d I SClOS U res

use for pain management?

[=]

e Patients with MA or commercial health insurance identified from HIRD Coordinated Pain ¢ What are your experiences with other medications/treatments for pain _ . _ "
: Manaaement management? N « “[I've] done physical therapy. That helped me get range of motion back in my arm and my . o .
pharmacy claims. A . | ' Ko . ) dicat on- knee. This study was funded by the Opioid Analgesic REMS Program
, , , , o ! Has a OCtOT ever talked to you about other medications/treatments to Pharmq‘?omg'cal « ‘“take over-the-counter medicine, like Ibuprofen or Tylenol or somethin” ,

* Patients received recruitment emails and a letter describing the study; manage pain? options + “[tried] a proper diet and exercise, Companies. Both authors are employees of Carelon Research. E

patients who did not respond to the emails or letter were contacted by * Forthose who haven't ever used other medications/treatments for pain JJSis a shareholder of Elevance Health.

telephone management, is there any specific reason?

 “[doctors are] quick to prescribe”
* Interested patients were recruited and screened for eligibility using the Future * “[My doctors] kept me takin’ them, takin’ them, takin’ them, takin’ them. .Now it's to the point Judith J. Stephenson, SM, Principal Scientist
it ' : « Looking to the future, what do you expect to happen in terms of your Overprescribin that its not even doin' me no good.” L
recruiti ng/screen INg SCri pt' J Y P PP Y P g * “[my doctor] was writing ‘scripts to whoever wanted them, pretty much. It was a big news JUd |th.stephenson@co relon.com

. . -
opioid use for pain management: story... there was four people that died... He's now in prison.”
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