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Beginning in the late 1990heconsumption of medical opioids used to treat jagneased in

many countries worldwid&incethattime the United States has outpaced every othetooin g4 v Tharakan

per capitaopioid consumptiorMost research suggests that high levels of prescription opioid  aajyst in Global Health
consumption in the United States have contributed to the current epid@pioidimisuse and  znd international
overdosedeaths. Development

In response,@veral states and thkS.federal government have demonstrated an interest in
reducing opioid misuse and overdose deaths through legislation and executive initiatives.
Understandingvhythe United States consumes more opioids per capita than other countrie
help Congress constrigffective legislation to reduce inappropriate or excess opioid
consumption and mitigate related consequesteh apioid misuse and overdosieathsin Ada S. Cornell

addition, hBwmakers in the United States coeddmingoolicies in peer countries for possible  Senior Research Librarian
approachesto curb excessive prescription opioid use.

Carla Y. Davi€astro
Research Librarian

Paul D. Romero
A reviewof thescientificliteraturethrough February 202fh international opioid consumption Research Assistant

and prescribing practice®inted toseveral possiblenderlyingreasons explaining the differenc
in opioidconsumption per capitathe United States

Prescribing practicesanddrug potency. Atthe most basic level, the difference in consumptio..

of opioidsreflectsthe prescribing practices of health care providegiS. health care providers prescribe opioids more
frequently, at higher doses, and throughout more stages of pain treaindutling as a firstine treatment-than their
internationatounterparts. Use of highpotency opioidappearparticularlyhigh in the United States compareith other
countriesNearly all published clinical guidelinglds courage use ofdh-potency opioid, and opioids as a firdine
treatment, fomanagindongtermchronic noncancer pain

Prevalence of painand approaches topain managementltis possible the United States has a greater prevalence of pain,
and that Americans experiereer at least seffeport—more intense pain. Americangyreceive more opioids at more

points in carat the expense of more comprehensive fhairapiesHigher opioid prescribing practices mayib#uencedoy
insurance reimbursement systems e ntivizeopioids over alternative pain treatments, cost structurepithiabtemore
efficient care, or ealuations thatonflatepatient satisfaction witbffectivepain management.

Health care systemstructure. The U.S. health care systemand regulatory structure may have hakifaetors—such

as permissive marketing laws and a decentralized ovessigtetm—compared with European or other countries.

Conversely, countries with nationalized health care systems and centralized regulation of health care practices may have had
more protective factors that prevented an increase in overpresc@ibimgaredvith its European counterpartag U.S.

medical systermpermitsmore autonomy for health care providers, imposes fewer national regulations on health care

practices, andllowsmore direcito-provider marketing practiceld.S. pescription drug monitoringrpgrams (PDMPS)

which track prescriptions for narcotic drugs such as opiaigdecentralized angenerally structured to monitor bad actors
PMDPsarenot alwayslesigned t@romote best practices aligned with clinical guidance

Cultural differences and access to carévore broadly, cultural differences, such as expectations about pain reliefand
entitlements to opioid treatment, may also explain the greater reliance on pharmacological treatments in the United States.
addition health care systenthat provide more expansive access to aacebroader options for pain managerment

including manyin Western Europ—mayenablegreater preveive care and more multimodal approaches to pain, in part
because there may be fewer barrieadoessinthese ypes of treatment€ountries with nationalized health care systems

and centralized regulation of health care practices also may have had protective factors that prevented an increase in
overprescribing.
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This report describagends in opioids use acrosslustrialized countrieand identifies possible factors explaining the
disproportionate use pfescription opioids in the United Staf€ke main findings in this repappeamnthe “ Key
T ake ateathos ”
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Consumption of Prescription Opioids for Pain

Beginning in the late 1990s, many countries saw
used to treat pain. Opioids are substances that
involved in pain regul ati onedancdalehiplédV.laFsOpi oi d
meaning tbr ometth®Ppmd at. hr ough 2 0O ,p atcheed envietreyd oStt
country in opioidicolhsdim@igesm i pethierap-iftoa Ec onon
operation and De vGrloadpi@E/mme filloder@)tU.a®eds .opi oi d

consumption ?be alednle @2f0tle2r. hi storic |l evels of n

deatthh,se United States has witnessed a decline ir
Unit edc Srttaites@smenee opi oids per capita ,than any
incl udi7n g oiutnst e@ part s

Policymakers interested imwaanddrtes swihiggertshkeanodpi o
United States consumes a dhie @ireogptoirdteimocnea tseu gagneosut n:
t hmanfyac maymsf | tbdissepar ity between telte® nmitcead | §t al
advanoadfThisesreportseciyamnthiefsizesedsdda@a&rch to expla
regattdendifferopnoenbempéenn in the United State
industrialized c¢7ucnoturnitersi,esssuch as the G

A revseweafific |iterature onpbonhnéeedetradn al and
factor st lad fdeicftfienmrge mc e eirr? ccaopnistutampt i o

Prescribing practiceppedr htemlbhen a aprrei nparroyv ifdaecrtso r
consumptJi &n health care providers prescribe opi
throughout mor e s+tiaagdu da fnlgd@esn takt dhasbnm ebeheti r
European count eypmdretns y—wWd g ého agit =haitgehre rmor phi ne mi |
equivalents {MMEsadar peespdesial ly higwidohhehe Unit
countries. Althouwugl etehde rug oins tgherneesrhaol llth ivodod ue of
pot dopiyicild ni c al guidelines and research studies
establishThet MMEsmet di.. c all ows for standardizat
anabgtOEOH she RMBvVersiomfn Seameoalsycased opioid
analgesics, as defined by the tU.o$h. {@drtt)iecrasl f or
guidelines published by the World Hsahig-hhOglgani

1 TheOrganisation for Economic Goperation and Development (OEC&)d Group of 7 (G7) are international
intergovernmental economic organizations of economically developed countries: T berSists of Canada, France,
Germany, Italy, Japan, the United l§olom, and the United States. For a list of the 36 member countries of the OECD,
seehttps://mww.oecd.orgboutmembersandpartners/ All G-7 countries are members of the OECD. T hiomep
compares opioid consumption across the United States and other OECD countries, with an emphasi§on the G
countries for simplicity.

2 Ensuring Adequate Access for Medical and Scientific Purposgert published by the United International

NarcoticsControl BoardAvailability of Internationally Controlled Drughlations, New York, NY, January 2016.

3 Literature reviewreflects scientific literature through February 2020. Data used in the figures reflect the most recent

complete annual data (2019)asained August 2020.

4 FDA Briefing Document, Joint Meeting of the Drug Safety and Risk Management (DSaRM) Advisory Committee

and Anesthetic and Analgesic Drug Products Advisory Committee (AADPAC), Juti@, 12019, p. 34,
https://mww.fda.gowhedial27780download

SDifferent research studies define “high potency” or “stron
details regarding how these termswere defined in the studies.

6 Published MME convesion tables may vary, depending on the source.

Congressional Research Senice 1



Consumption of Prescription Opioids for Pain

opioids-lane opieattdae ma sctha rofnlicaeghoncancer
nt

Measuring Opioid Consumption

Opioid consumption on a national scale is measured in avariety of ways. The most common metrics includg
total weight (in kilograms) or weight per capita, (2) morphine miligram equivalents (MMES) per capita, (3) td
number of individual prescriptions, ard) defined daily doses (DDD). These metrics are used in research on
opioid consumption and are defined below.

Total weight refers to the amount of an opioid consumed by a country in kilograms. Total weight on its own
does not factor in potency of the opid or per capita rate of use. Itis most useful for comparing opioid use wit
a country over time rather than between countries in a single year. When comparing opioid use within a sin
country over several decades, weight per capita can help acdoupbpulation changein that country over time

Morphine milligram equivalents (MMES) is a value assigned to an opioid to reflect its potency compared
with morphine3 one of the first modern opioid analgesics used medically to treatpsiMES are an opia G -V
dosage equivalency to morphine, measured in miligrams. MMEs are commonly used with a population met
create an MME per capita raleAlthoughMMESs arecommonly used to standardize the potency of opioid
medications published MME conversion tablmay varydepending on the source usé@iTable 1 displays the
MME conversion factors of several commonly used opioid analgesics.

Number of prescriptions  refers to the amount of individualpioid prescriptions issued in a country. The
numberof prescriptions does not always factor the length of the prescription, specific medication, number of
pills, or potency of the medication, especially since countries differ in average number of pills and potency p
prescription. Number of prescriptios more often serves as an indicator of provider and patient behavior rath
than of opioid consumption.

Defined daily dose (DDD) is " WKH DVVXPHG DYHUDJH PDLQWHQDQFH GRVH {
LQGLFDWLRQ LQ DG XOWd Hedklr ©rgdnizatichl DDLR ave Kriits oRre@surement used to
provide an estimate of drug consumptioBDDs do not necessarily reflect the prescribed therapeutic dose, wh
is based on individual patient characteristiegy( age, weight). DDDs are usdfas a standard measure of druge
in national and international comparison studies at the population leeehus®ne DDD per day is implied?

Sevadall tfiacrals sdes hi gher nparye secxrpilbaiimg tphrea chtiighes
of dpion the United States. It is possible the
and that Americans -rexpcrrti,e nmer, e oirntaagEmnd ceaizsde rs.e | Ar
more opioids at mor &t h enogase@mpr @loe md isv e npEgmmreac h
manage msntchhd shemdceo mbi nati ons of phar maceutical, ¢

t her.apHiegsh eprr esiroiibdi ng practices may be driven b
systemsecehohpiivoiizdecseowvatri maé pain treptromenot&®, cost
more efficient care, or evalwuations that priori
7 World Health OrganizationlVeb statement on pain managementguidancé Essent i al medicines and h
products,” June 20, 2019.

8 Morphinealso refers tahe molecule isolated from opiuthat serves as the foundation for natural and semisynthetic
opioid analgesics.

9 Centers for Disease Control and Prevent®DC Guidelines for Prescribing Opioids for Chronic Paidnited
States, 2016MMWR vol. 65n0. 1, Atlanta, GA, March 28, 2016t https://mww.cdc.govhmwri/olumesB5fr/pdfs/
rr6501el.pdf

10 EDA Briefing Document, Joint Meeting of the Drug Safety and Risk Management (DSaRM) Advisory Committee
and Anesthetic and Analgesic Drug Products Advisory Committee (AADPAC), Juti@,12019, p. 34,
https://mwwfda.govinedial 27780download

11 see World Health OrganizatioBssential Medicines and Health Products/Defined Daily Dpaes
https:/mmww.who.intimedicinesfegulationmedicinessafetytoolkit_ddd/er.

123, Merl o, A. Wessling, and A. Mel ander , “CompgEardi son of Dos
Clin Pharmaco]vol. 50 (1996),pp.280; and Thomas Gri mmsman and Wol fgang Hi mme
Prescribed and Defined Daily Boe s : A Matter of PrntJiClenRhasmacalvol. B7(2041),@p.asses, ”
847-854.
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manageCoempar ed with most ofhea tW SEurnedeiacna lc osuynsttee
f or awtrenomy for health care providers, i mposes
health care pract i etepsr,o0vandde rp emamiktest ardajri d ir daircr,teiccte ¢
prescription drug monitoring pr ogalanmsed(.P IPNDAVEP)s i 1

in the United States ar e ¢eannedr aglehngetrsatle syc g me ¢ dt @
promote best practices aligned with clinical gu
expectations aboutt pato opiloed tamelatememnt | eman a
reliance on pharmacological treatments in the U

Table 1. Morphine Milligram Equivalent (MME) Conversion Factors of Commonly

Used Opioid Analgesic Drugs
Low Equivalency Equivalent High Equivalency
(MME factor <1) (MME factor =1) (MME factor >1)
Codeine 0.15 Hydrocodone 1 Fentanyl (patch) 2.4
Dihydrocodeine 0.25 Morphine 1 Hydromorphone 4
Tapentadol 0.40 Nalbuphine 1 Oxycodone 15
Tramadol 0.10 Oxymorphone 3

Source: Based on Mhael Von Korff, Kathleen Saundey * 7KRPDYV Dbfactéilhdgiemn Opgioid

Therapy for Non & D Q F H U Clriical@owrnal of Paol 24,no0. 6 (2008), pp.52%27 (ascited in Centers for
Disease Control and Preventiolf§DC Guidelines for Prescribing Opioids for ChrorliniainStates, 2016

MMWR vol. 65no. 1, Atlanta, GA, March 28, 2016 fatps://www.cdc.gowimwrivolumesb5ir/ pdfs/
1r6501el.pdf),and Exhibit 37 in IQVIA Institute for Human Data ScieNeslicine Use and Spending in the U.S.: A
Review of 2018 and Outlook to 2@&rsippany, NJ, May 2019.

Notes: Conversion factors & for oral administration (with the exception of fentanyl)o Getermine the dose

of an opioid in MMESs, the dose is multiplied by the conversion factor for that opioid. For example, oxycodone 80
mg multiplied by the conversion factor of 1.5 would éguivalent to 120 MME per dose; taken twice a day (160
mg), this would be equal to 240 MME/day

The MME factor of fentanyl varies depending on the formulation for this drtag.most commonlyprescribed
fentanyl formulation (transdermal patch) has an MEtEdr of 100; however, here thefentanyl conversion to
morphine equivalents is based on the assumption that one patch delivers the dispensed micrograms per hour
over a 24hourday and remains in place ftrree daysOther forms of licit fentanylused toreat pain including
injectables and oral formulations (spray, bucsalilingual, lozenges)ave MME factors with scale based on
strength from 10to over 200.

Health care systems that pragviade oworf @re xgp aemdieve
caremoarned multi mesal paplpeaoac dnea vt fhikeewer barriers to
usitrga sygod r eatvMemaesveviders operating may highly
be | ess stuhsec edpitriebclten fthoskexipoee: @l reddmoetr i can provider s,
apr odriitvefensrer v hc erotri Wé-® e @ \p ldeerrma enau tkiedaddalng. The

USfederal Hemeesmehé majority of medical practi
This decentr alpaesda rswlsetsengonvaeyr nicmng prescribing
in European countries to pragveant | adveldo stea ceutt h@am
i mposeenbyally governddd health care systems.

131n general, the decentralized regulation of the practice of medicine may provide several benefits to health care in the

United States. Evaluating the benefited drawbacks of the federalized structure of the regulation of medicine in the

United States is beyond the scope of thisreport. Notably, this decentralized structure may contrast with some other

countries and may contribute to differencesin opioid conion overall. The health care system in the United States

i s not exclusively decentralized, however. Some aspect s, su
offer more centralized regulatory controls.
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Taken toget hseuggtahdmadsne f ieacadrmagyesf | uence the relativ
di sproportionate amount of WYQpiooidd wsoea sruarsead by

precipitously beginning in the late 1990s, corr
opioid anal gesti iéesnidnu @ mesardkie®kihn€ge e.Ddeugse sever al

the af or ementUminteeddmidtcatoeve® r ke Bm s cepti ble to pet
the pain advocacy community and the aggressive

indpuysthhan ot Mehre tWle®ht hieare system andardegul at o
mormre s k —fsawccthorass per mi ssive mar keting +aws and a
comparn €thr opean or Oanrhveerosoenltyni ecs d wizteld ma&tail o ma car
systems and centralized regulation of health <ca
that prevented an increase in overprescribing.

Alt hough regulating the practice of med@dia&@&ine is
number of options to reduce the overutilization
government plays a role in establishing the ann
storage and dispensing r ulheesal tdhe fcianrien gp rtorvaiidneirnsg,
regulating federal health care programs such as
consider policies instituted in peer countries

prescription opioid use.

This repohésdi poustssesin furtihter detail. More sp

x identifiestboavemapt Heatdiofefsecreences bet ween op

consumption in the United ;States and other d
x deses ebampidr i cal sruemmadrioadcsamdeafl it eratur e

revii ew
X provides an overview of opioidauoeginternat:

withctbas maydiifnffdruemaces bet ween the United
econonmidvaantyagedndountries

Xx di scussaes trheilsatteodpitco t hat may interest Cong:
&SOOEHEWEEDQADE w4 Ul
Nearly all/l countries wuse

opitoy misc alsl ynewn d¢é metsh &
supervision of a health care providgall{yn the U
avaibabyepr esCpriioptdisonc.an pose significant danger
overdose resulting in deattéhr. m Mopgito ipda suéeséec chas ugg
increases risks fjiomc lsgedsetrpdil matdevettisreseyedi gzines

14 Given that no consensus exists areppropriate amount of opioids per capita, it is possible that othercountries

consume fewer opioids than the United States because pain is undertreatdddtverer, most experts belietieat

the opioidrelated drug overdose epidemic in the Unitedé¥as due in part to overprescribing practiGes for

instanceSa me e r I mtiaz, Kevin Shield, Benedi kt Fi scher, et al .,
St a tSabstante Abuse Treatment, Prevention, and Paliy 9, no. 4 (October 22014) and Organisation for

Economic Ceoperation and Development (OECB)dressing Problematic Opioid Use in OECD Countr@&CD

Health Policy Studies, Paris, France, June 11, 2018t ps://mvww.oecd.ordpealtifaddressingproblematieopioid-use
in-oecdcountriesal8286f0en.htm

15 OxyContin is the brandame extendetelease formulation of oxycodone manufactured by Purdue PharmaL.P. For
more information, see U.S. Food and Drug Administrat@XYCONTIN Medication Guide (Reference ID 3805894),
August 2015https://mww.fda.gowhedia?84538ownload
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addiction, andiocertdbeeldbdAsh. opioid misuse and
increased significantly in many count +i es, part
including ththd&nienene@sdatese outcomes has corre
in opioids pr elSMorsitb edda ttao sturgegaets tp atilmnat high | evel
consumption in the United States have contribut
over dosien diehael98swert aly . experts have identified ov
opioids in particular as a key contri®uting fac
Figure 1.Total Opioid Consumptionfor G -7 Countries
Defineddailydoses per Imillioninhabitants: 1962018
60,000
2
8
2
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<
c
£ 40,000
=
5 United States
o
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0o
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Source: International consumption of narcotic drugs, 198818, data provided to CRS by thetérnational
Narcotics Control Board(August 2020).

Notes: The opioids included in the total are hydrodone, oxycodone, morphine, methadone,

dextropropoxyphene, dihydrocodeine, diphenoxylate, ethylmorphine, pethidine, pholcodine, tilidine,

hydromorphone, and fentanyl. Defined dailRd/ HY ' DUH "WKH DVVXPHG DYHUDJH PDLQWHQDQ
for an opioid XVHG IRU "LWV PDLQ,L @ ERMELRQ MWR DACKXHO VRV OMDDs tdle OW K 2UJDQL]DW
commonly used as a standard measure of drsgin national and international comparison studies atthe

population levebecausene DDD per day is implied. DDDs do not necessarily reflect the prescribed

therapeutic dose, which is based on individual patient characteristics (age, weigh§etc\World Health

Organization Essential Medicines and Health Products/Defined DsilstbBtige://www.who.intimedicines/
regulationimedicinessafetyfoolkit_ddd/en/

®Roger Chou, Rick Deyo, Beth Devine-TermOpicddTratmeritof he Ef f ect i ve
Chr oni Eviderce Repoit/Technology Assessmnit 218 (2014), pp.-219, and Charl Els, Tanya Jackson,

Diane Kunyk, et al. Adverse Events Associated with Mediamd LongTerm Use of Opioids for Chronic Ne@ancer

Pain: An Overview of Gchrane ReviewsCochrane Database of Systematic Reviews, 2017.

17 Leonard Paulozzi, Christopher Jones, Karin Mack, eVaa| Signs: Overdoses of Prescription Opioid Pain
Relievers: United States, 199908 Centers for Disease Control and Preventionidyel Center for Injury
Prevention, Morbidity and Mortality Weekly (MMWR) Early Release, Atlanta, GA, November 4, 2011, at
https://Ammw.cdc.govhmwrpreviewmmwrhtmlimm6043a4.htm, and OECBddressing Problemt& Opioid Use
2019.

BBFor example, see Sameer |Imtiaz, Kevin Shield, Benedikt Fis
Uni t ed SabsanceAbyse Treatment, Prevention, and Bal@ly9, no. 4 (October 27, 2014).

19 OECD, AddressingProblematic Opioid Use2019.
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Despite gener al acceptance in the medical field
pain, nNo mecaegixdradigsdongenkBesappropriate amount of
capita ifMediccoaulntorpyi.oid use (separ at e?)f rhaam us e ¢
increased in many economically 2?Howelveped peountr

capidoiad oponsumptionamodgemnmtsr isadstBmei @hiyed St a
5% of tHhepwpullalti on but ¢ ons usmeodpiimoo AGOOY 3 0% of
including 9%arhde tetoymd docod&®@doB Ot Ise owgyrélodd on e
JLIXUWH splays trends in the usé& aofoutnhbe incss tovea mm
several decades.

&OOEEOQOw3 Ul OEUW

Gl obal opioid useas$€nts?2bFhRogre @ anssdoknno2v@elrl tthoe 201 3,
prescription opioid use for pain more than doub

Europe, afdpiAoisdrabnaumption rose nearly 40% in
t hat?®3aeawwmer.al i ndivirdiveanlc eado srutbrsiteasntaxagde gr owt h i n
the early 2000s. In the decade from 2000 to 201
Germany with at | east one YDPumwing prieastc rs gprme omen
prescrigtsahespiniltaly and total cénsumption o
I n the majority of countries, theopb@atgesatspresc

with c¢chr oni c2Qnoen craesstesadrycpfarocamalu rac e d t thueseen do ft owar d

®Laxmaiah Manchikanti, Standiford Helm, a BePain Fell ows, et

Physician vol. 15 (2012), pp. ES&S38.

2’The term “opioid use” in t hi snotileipopisicduse r(eegf, feriaorilict medi cal opi
fentanyl wuse). Likewise, except where noted, the term “opio

describing the consumption of opioids likewise refer to those used medigadiyto illicit opioids.

22 International Narcotics Control Boadarcotic Drugs+Technical Report19722019, available at
https:/mmw.inch.orghcblenharcoticdrugsil echnical_Reportearcotic drugs_reports.html

28 Hydrocodone is a longcting opioid formulation used to treat severe pain for a prolonged duration, and is taken
orally. Oxycodone is a synthetic analgesic drug used to treat moderate to severe pain. International Narcotics Control
Board,Narcotic Drugs: Estmated World Requirements for 2011, Statistics for 2008 United Nations, Vienna,

Austria, 2010, ahttps:/mww.incb.orglocumentdarcotic DrugsiT echnicalP ublications2010Narcotic_
drugs_publication_2010.pdf.

24 International Narcotics Control Boamdarcotic Drugs: Estnated World Requirements for 2019, Statistics for 2017

The Unita Nations, Vienna, Austria, 2018t https://mmw.inch.orghcb/enharcoticdrugsil echnical_Reports/
narcotic_drugs_reports.html and Cr i stina Bosetti, Claudia Santucci, Siluvieé
Consumption of Opioids for the Treatment of Severe Pain in Europe;299a Buropean Journal of Pairvol. 23

(2019), pp. 697707.

¥see, for instance, St efano Berterame, Juliana Erthal, John
Anal gesi cs: A Wor |l dwi de, Theéanpcetrebraudry, 3, 2016 dand\CaGhenaf,n).dabkreSt udy , ”
J. Del orme, et al., ®“Prescription Opioid-Mdmalagdestiyc, "Use in F

European Journal of Pairvol. 23 (2019).
26 From 2005 to 2015. lbid.

27Jan van Amsterdam and Wim van dopn oBrdisnk A ‘ThhCeramMi ¢ ws e Eoufr oPpre
Drug Abuse Reviewsol. 8 (2015), pp. dL4.

®%See Chenaf et al., “Prescription Opioid Analgesic Use in F
2®s. Mathieson, G. Wertheimer, C.G. Maher, redrPanlare, “ What Pro
Prescribed an Opioid Medication: Systematic Review andMeeagr essi on of Oblewnalofat i onal St udi

Internal Medicing 2020, pp. 117.
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Since the26abby E€armpdan countries and other de
experienced differ enade rcag retcitnourei etso osfe eo piinoci rde aisse
[

guantity ofwhpgrdesot hpt iscelhsv e &% ad rnDrelemenvaerl k ,usFi nl an ¢
France, | r el amRio,l d4Sodi, tizres il @omcle U m@ltsée veal ed of f or
declime@®XIP¥% sr@redece, amadwPvert ugmanipsemene ed
thad% bet waeredl ®ili | ar increases have been repot
Zeal%udr.i ng t hat tisnegh saosneF rceonucnet rainedsaCanada, h a
surigbe adverse effects associasedhwas hopnoireamiedu
doctopi mp,opedahobspgitalizati on s° and overdose deat
30 | bid.

3lc.s. Zin, L.C. Chen, and R.D. Knaggs, rescibmgmRyimary i n Trends a
Ca r European Journal of Pairvol. 18 (2014), pp. 1343351.

32 |QVIA Institute for Human Data Sciencéedicine Use and Spending in the U.S.: A Review of 2018 and Outlook to

2023 Parsippany, NJ, May i2®rl 9Qp iChiedc aAn eeltgeasli.c, UsPRer @ snc rFirmtnc e,
Amst erdam et al ., “The Misuse of Prescription Opioids,” 201
¥Chenaf et al., “Prescription Opioid Analgesic Use in Franc
34 International Narcotics Control Boamdarcotic Drugs: Estnated WorldRequirements for 2011, Statistics for 2009

The Unitad Nations, Vienna, Austria, 2010, aimdernational Narcotics Control Boamdarcotic Drugs: Estnated

World Requirements for 2003, Statistics for 200he Unitel Nations, Vienna, Austria, 2002t https://mww.incb.org/
incblenharcoticdrugsil echnical_Reportsarcotic drugs_reports.htmiAn exploration of the factors explaining these

different trajectories is beyond the scope of this report.

35 OECD, Addressig Problematic Opioid Use2019. A full comparison of the different trajectories of use across
countries and an exploration of the factors contributing to these differing rates are beyond the scope of thisreport.

36 Cristina Bosetti, Claudia Santuccigl a Radrezza, et al., “Trends in the Consur
of Severe Painin Europe, 19200 1 Buropean Journal of Pairvol. 23 (2019), pp. 69707.
S"KarimaHiderMl ynar z, Philippe Cavalie, a n dnsumptiorrin Fecakce Weeiitlieo n, “ Tr en

Last 10 Years and Comp ar Bsishdoumdlof ClinitaltPkrarmmacologyolr 8d €818)Eur op e, ”
pp. 13241334, and OECDAddressing Problematic Opioid Us2019.

®¥Bosetti et al., “Tfte@pisoidsthe2Cb@sumption o
¥G. T. Helmerhorst, T. Teunis, S.J. Janssen, et al., “An Epi
Deat hs Due t o Over dose, iTheBoreandUUWoniJoundiol99B(20873, ppadb@64.Canada, ”
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Figure 2. Oxycodone Consumptionin G -7 Countries
Defineddailydoses per Imillioninhabitants: 1962018
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Source: International consumption of narcotic drudi964-2018, data provided to CRS by thetérnational

Narcotics Control Board(August 2020)
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"LWV PDLQ LQGLFDWLRQ LQ D G XahMOvganiz&ibriDDOsLateowinonyy Ksdd 2R 8O G +H

standard measure of drugsein national and international comparison studies atthe population keehuse

one DDD per day is implied. DDDs do not necessarily reflect the prescribed therapeutic dose, wshicsed

on individual patient characteristics (age, weight, eBepWorld Health Organization Essential Medicines and

Health Products/Defined Daily Ddsasd athttps:/mww.who.intiedicineskegulationmedicinessafety/

toolkit_ddd/en/.

4626 w3Ul OEU

Alt hopgbid cdmasuinpitnir @@asneyd countries, the United
out pace its European counjleaXpRBessdnaoamogD&i d con
shows that overall opioid salesad®¥0.0bheotdaited S

h
year s, prescirn pthenUmwipts®d ohS t b & arse sf tamiarg me r
Western Eurohean countries.

Prescription opioid use peaked in the United St
foll Wwkeel .overall natimataé¢ ddedloimdedprfesemi®di.n pr e

40 CDC, Vital Signs: Overdoses of Prescription Opioid Pain Relie?dJnited States, 1992008 MMWR
60(43):148792,20110f note, studies examining opioid consumption often cover different time periods, making it
difficult to compare certain trends.

“BenediktFs c her |, Annette Keat es, -ngicahJaerofiPrdaription Qpigigssand et al ., “ No
Prescription OpioilRe | at ed Har ms: Why So Mar kedly Higher in North Amerl
Addiction vol. 109 (2013), pp. 17181;Chenafe al ., “ Prescription Opioid Analgesic L
Amst erdam et al ., “The Mi suse oNarcdiiaDeugtTechpitaiRepo2@pti oi ds, ™ 201
2019.

“2Wenjia Zhu, Mi chael Chernew, TaésxiptiansamongdihSeQomnyerciallgt al ., “ I ni

Insured Patients, 2042 0 1 NewEngland Journal of Medicin®arch 14, 2019.

Congressional Research Senice 8



Consumption of Prescription Opioids for Pain

er sons 51n. & Qpirdectroor ipen BDABr pmrZzDHm smi |l lion total
rescr ilpt8iicmtdplattoa from the I nterna¢l d€B) Narcoti
howd @ decrteleeme siumagt iboont h hydrocodone and o0Xyco:«
01)@JXWH splays opioid consumption over time fro

Figure 3.Opioid Consumption in the Unit  ed States, by Opioid
Consumption imilligrams percapita: 19642018

250

200

Consumption in Milligrams per Capita

150
Oxycodone
100
Codeine
50
V V Morphine
Fentanyl

1968 1973 1978 1983 1988 1993 1998 2003 2008 2013 2018

Source: International consumption of narcotic drugs, 198818, data provided to CRS by thetérnational
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Notes: Consumption in milligrams per capita accountsfor population change over time but does not factor in
the potency of the opioid.
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ds have remained high. From 2012
f

d
p

t hrdemey supply r or a dose of 50 MMEs per day o
over all consthepCilhas dectl ededhmdi mpreseaciibalnlgy rhaitc
certain areas of the country. The agency report
prescriptions per 100 people in some areas, Wwit
prescriptions#faor2@a&bpmkganchapbiittaamtmount s of opioi
theprepcribing counties were approximately six
prescribi*™g heeounsétpeeilsme $ ar findings, showing that
3 |bid.

44 Figure 1refersto opioid cosumption per capita. The United States also leads in total annual opioid consumption by
weight.

%Zhu et al., “lnitial Opioid Prescriptions among U.S. Comme

46 Centers for Disease Control and Preventidpioid Overdose/Data/U.S. Opioid Prescribing Rate Ma2&19
https://mmw.cdc.gowdrugoverdosehapsrixrate maps.html

47 Gery Guy, Kun Zhang, and Michele Bohhital Signs: Changesin Opioid Prescribing in tbaited States: 2006
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2015 Centersfor Disease Control and Prevention, Morbidity and Mortality Weekly Report (MMWR) vol. 66, no.26,
July 7,2017, pp. 69704, https://mww.cdc.gowhmwriolumesb6r/mm6626a4 htm#mntribAff.

“¥see, for example, Zhu et al., “Ilnitial Opioid Prescription

49 Medical treatment and the use of certain health care services such as prescription opioids are complex. A
combination of many facts likely influences useT he goal of this repoiis to provide as many possible reasons as are
supported by the scientific literatuldéis possible that other factors exist but are not identified in thisreport.

OMar k Sullivan and iQdtThheerrianpey Hoowe ,Ch‘rQpniioc P a iPain,voln t he U. S: f
154, no. 01 (December 2013).
51see Winfried Hauser, Frank Petzke, Luk asterR®Opidid uch, et al .,

Therapy for Chronic Noncancer Pain RevisitedA ansat | ant PanMamagespned. 6,ino. 8(2016),
pp.249263.

52 Factors are grouped generally, though many of the factors are interrelated and some categories may overlap.
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Key findings from thisection are as follows:

Key Takeaways

Research consistently shows that U.S. health care providers prescribe a greater number of opioids per
at higher doses, throughout more stages of treatment of various conditions compaitedoroviders in
other countries.

A few studies suggethatU.S. citizens may setfport higher levels opain tharcitizens inother countries,
which may increase deandfor and subsequent use of opioidsiternational reviews of pain prevalence are
incomplete though pssible explanations for a greater prevalence of pain in the United States may inclu
more frequent assessments of pain during medical care or makefaictors for pain, such as undertreated
mental illness, greateéncome inequality, or higher rates of other sogaonomic stressors.

The United Statesisesopioidsfor pain managemennore frequentlythanother economically advanced
countries whichfrequentlyoffer a wider variety of pharmacological and nonpharmacological intervention
pain.

Increases in opioid use for chronic noncancer pain in some couritgesh aghe United Stated were
parallel toan emergentpain advocacy movement atttke intensifiedmarketing campaigns of the
pharmaceutical industryWhile much of this activity originated in the United Statesnd may havbeen
concentrated there due to factors such as market shlamme evidence suggests tHaiS. prescribing
practices mayave been more susceptible tbeseoutside influencethan in other countries

Clinical guidance for opioid uge the United States nonbinding for health care providerSome other
countriestie clinical guidelinemore closely totheir national polies

Differences in health care systems may influence rates of opioid use in medical calestohieal
predominance of a fetor-service model in the United States may incentivize the use of opitidaddition
the federalized regulatory model in thénited States (which leaves many regulations to the states) may r
in a slower, less direct ability to govern the use of opioids compaméth the more centralized systems in
many European countries and elsewhere.

Payment systems for opioid and noniof pain interventions, and their respective costs, may influence th
frequency ofopioid use3 particularly in the United Stateshere not all pain management treatments are
reimbursed equally.

The ability of oversight or regulatory bodies to monitopioid use may affect consumption.

Cultural differences surrounding experiences of pain, expectations of pain remediatidthe use of
medical care may explain higher rates of opioid use in the United States compitedther countries

/

es ~ N N .s ~ -
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Prescribingfpuoant gacnedpsieoa rdc usceonsi 4.t .ntcHagradsthio ws t
providers prescribe more opioids, at higher dos
acute and chronic pain conditioriMotshhan health ¢
gover mmneegnutlsat e me doifctaelni opoge oumidsiosuisessne ch as a
presc+fipamoa heal P*Rr acna r1e9 P55 oty deewd e d2 B2 At e s
%_Laxmaiah Manchikanti, Stan@pifoird EHeidemBer PanFehkboWsjtetd &t
Physician vol. 15 (2012),pp.ES€# S38; Luca Micel i, Rym Bednarova, Al essandr o
Prescriptionsin Pain Therapy and Risk of Addiction: A Ofear Survey in Italy. Analysis of National Gpds

Dat a bAnslst StperSanitagl. 54, no. 4 (2018),pp. 37874; and Heather Tick, Arya Nielson, and Kenneth

Pel |l et i e rBased Nenphadeacomgc Strategies for Comprehensive Pain Care: The Consortium Pain Task

For ce WhiBxmgoreRa. i4 mo,3"(May/June 2018), pp. :2711.

54 Some countries, such as Canada, allow a select few opioids with low morphine equivalent levels such as codeine, to

be available over the counter without a epReglatiorsNggded on. See,

forOvertheCount er
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as oxycodone awnidndawyaeaoendrgphlosnteantially in the Ur
1990s through 201l1l,—awhopeottewush obmpadainegely
decreagldXYMHse€DC st udy pfeauwnednfttabgdet | t B ein t he Uni:

324.

Manchi kanti et al., ®“Opioid Epi dNamdticDrigetTechmieal Ré¢pojtt ed St at es,
2011-2020, available ahttps:/imww.inch.orghcblenharcotiedrugsil echnical_Reportaarcotic_drugs reports.html
Thisincludes opioid use per capita, total weight, and number of prescriptions

56 For example, ne study found that the average MME for a postoperative opioid prescription was higher in the United

St ates compared with Canada and Sweden. See Karim Ladha, Ma
Prescribing After Surgery in the United States, @haa, a n d JSMAeNewvork Opernvol. 2, no. 9 (September 4,

2019). Opioid users in the United States are also more likely to use immesledse opioid medicatiorsas opposed

to extended release opioidsvhich may require more frequent dosing (e.gerg 4-6 hours instead of every 12 hours)

and a greater overall number of pills. See Catherine Hwang,
ImmediateRelease and Extend&Elease Opioid Analgesic Use in the Management of Chronic Pain; 2008’

JAMA Network Openvol. 1, no. 2 (June 1, 2018).

57 For example, one study found that American patients were more likely to receive opioids the day after surgery than

European patients. Another study examining opjmidscribingoractices among provideneating sickle cell disease

in theUnited Stateand internationalljound thatU.S providers tentlo prescribe more tablets of stronggrioidsper

patientthan norU.S. physicians. Another study comparing opipigscribing practices between dentiststie United

States and England during calendar year 2016 found that U.S. dentists prescribed opioids at a rate 37 times higher than

dentistsin England. This study also found that U.S. dentists prescribed a wider variety of opioids, including

hydrocodonebased opioids and oxycodone, compared with England, where the only opioid prescribed by dentists was
dihydrocodeine, a codeine derivative and less potent opioid. See C. Richard Chapman, Duncan Stevens, and Arthur

Li pman, “ Quality ofgdmertopienr aAmevrei cPaa ivne rNBams®aliaiCaep ean | nst it
Pharmacothervol. 27, no. 4 (December 2013); NadirahAMi n , Paul Nietart , and Julie Kant
Di fferences in Outpatient Pain Maouamglef@limioat Medidne®ud, vey of Si ck
no. 2136 (December 2019); and Katie Suda, Mi chael Dur ki n, G
by Dentists in the UAMANawrk ®peavbl.so.a (Mdy 2B, 2a19)and, ”

58 Forexample, one study comparing the United States with 13 European countries fouddthatients received

opioids more frequently at every treatment pHaseepfor duringan operatior), including before admissioto the
hospital and after dischargee 8 R. Zasl ansky, W. Meissner, and C. R. Chapman,
Differencesin Patient Reported Outcomesin the United States vs Internationally. An Observational Study from the

PAI N OUT Braigh dosiraal of Anaesthesi@ol. 120,n0. 4 (2018), pp. 79097. Another study found that
mostAmericanpatientsattending @ain managemerdinic had beerreceivingopioids priorto specialized pain care,

suggesting that opioids may be frequently used aslfivstpain treatments. See L. Manchikanti, K.S. Damron, C.D.

Mc Manus, et al ., “Patterns of 11 icit Drug Use nasnd Opioid A
Prospective, ObPaiePhyseianvod n ad. 4 (Sapterdber,30,2004), pp. 4307.

SEAmin et al., “International Differences in Outpatient Pai
60se e, for instance, Sairam Atluri, Gurur au Sudar shan, and L

Medi cal Use and Misuse of OpPaniPhysiclanvall 1g €6814)cpp. EX1€1@8n 2004 t o 20
and Denise Boudreau, Michael Von Kof , Car ol yn Rut t dactoLangTeralOpigid TheTapydon ds i n De
ChronicNonrCa n ¢ e r PhRranacoepitiemiol Drug Safol. 18, no. 12 (December 2009), pp. 11%5.In the latter

study, “high pot en cscledut plopioid #x maveinfeamatien bri scheddlingpopioid

medicationsseeU.S. Drug Enforcement Administration (DEA)rug Schedulingavailable ahttps://Awww.dea.gov/
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drug-scheduling DEA, The Controlled Substances Aatalable athttps://mww.dea.gowbntrolledsubstancesct
andEuropearUnion, European Monitoring Centre for Drugs and Drug Addict@assification of Controlled Drugs
available ahttp://mww.emcdda.europa.gublicationsfopic-overviewstlassificationof-controlleddrugshtml_en

61 steven Frenk, Kathryn Porter, and Leonard Paul@zgiscription Opioid Analgesic Use Among Adulisited

States, 1992012 CDC, National Center for Health Statistics, NCHS Data Brief No. 189, Hyattsville, MD, February
2015, athttps://www.cdc.gowichstiatatlatabriefsdb189.pdf.

2. ax mai ah Manchi kanti, Bert Fellows, Hary Ailinani, et al .,
Opioi ds: A T e n Pdia RhysiciBneal. 8 (20¢0), ppv4®435.

63 n one study, for example, roughly 10% of Swedish patients filfleabioid prescription within the firstevendays

after discharge forany procedure compar ed with over 75% of U. S. and Canadian
Prescribing After Surgery in the United t8¢studyélled Canada, and
prescriptions at similar rates as Americati®ughtheaveragelose of opioidsias highein the United States.

64 Deborah Dowell, Tamara Haegerich, and Roger CRRC Guidelines for Prescribing Opioids for Chronic Pain
United States, @16, Centers for Disease Control and Prevention, Recommendations and Reports, Atlanta, GA, March

18, 2016. See al so, Manchi kant i et al ., “Therapeutic Use, A
Fl ood of Opioids,” 20alyC;s,amdcd dAnBuja ddheayh ,MaGotrTeamn Opfoifact or s | nf
use Among Opioid Naive Patients: An Examinatidme of I nitial
Journal of Painvol. 18, no. 11 (November 2017), pp. 13¥383.

651.Chen,MSei n, T. Vo, et al ., “Clinical I-hh @u adckthy p eorna lod e LDipa ,C
Journal of Opioid Managementol. 10, no. 6 (2014), pp. 38393.

635e e, for example, Sebastiano Mer cada-HArndeedTdaanceando Ar cur i, a
Hy p er a ICH®Brugavpl’33(2019),pp.943 5 5; and Lesley Colvin, Fiona Bul |, an

Opioid AnalgesiawWhen is Enough Too Much: A Review of Opididn duced T ol er an clancatnoli Hy per al ge
393 (D19), pp. 1558.568.

6’Bastian Rosner, Jessica Neicun, Justin Christopher Yang, e
Opioid Epidemic: Sy st emat i RLoSFONFviolelw, n@ 8 (20A%).ai | abl e Evi dence, ”
68y . Mar schall. ®Badbr’ uhcohetertreQpioi@Therapy forlCloranig Ne@ancerPain in

Ge r makusopean Journal of Pair2015.

69 Keith Humphreys, Jonathan P. Caulkins, and Vanda Fdbabn, What the U.S. and Canada Can Learn From

Other Countries to Combat ti@pioid Crisis the Brookings Institution, Order from Chaos Blog, Washington, DC,

January 13, 2020, &tttps://mmw.brookings.edbfoglorderfrom-chaos202001/A3Mmhat-the-usandcanadacanlearn
from-othercountriesto-combatthe-opioid-crisis/
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Popullagvieoln studies of U.S. citizens idrudiicmagt e t he
70 bid,

"I The use of psychotropic medications for mental disordergxXample is substantially higher in North America
comparedto most other regioi®ee, for instance, Benedikt Fischer, Annette Keatred Gerhard Buhringer, et al.,

“ N enmedical Use of Prescription Opioids and Prescription Opiethted Harms: Why So Markedly Higher in North
America Compared t o Addicton Weé K00 (2@l8), pp. a7A81\Weompadisdbn df usacross
classes of medicationsis beyond the scope of thisreport, though it is notable that higher rates of prescription
medication use by the United Statesis not solely confinedto opioids.

2 gee, forinstance, N. Torrance, R. Mansoor, andH. Wang,etal* Associ ation of Opioid Prescr
Chronic Pain and Benzodiazepine-Bor e scr i pt i on: A Pr i ma mBgtishQaurnalofbat a Li nkage St
Anaesthesiavol. 120, no. 6 (June 2018), pp. 134355; andseana Paula Kurita, Per Sjogren, &uid Juel, et al.,

“The Burden of Chronic Pain: A CreSectional Survey Focusing on Disease, Immigration, and Opioid Bsén,

vol. 153, no. 12 (December 2012), pp. 233238.

73 James Dahlhamer, Jacqueline Lucas, and Carla Zelaya,Rieata)ence o€hronic Pain and Highlmpact Chronic
Pain Among Adultd United States, 201 &enters for Disease Control and Prevention, Morbidity and Mortality
Weekly Report (MMWR), Atlanta, GA, September 14, 2008nersurveys of the U.S. population haegtimated
anywtere from atenth of the U.S. adult population, to a third, to over half report experiencin§gmilochen Hardt,

Clemma Jacobsen, and Jack Goldberg, et al ., “Prevalence of
St a tPaisMedicinevol. 9, no. 7 (2008); Russel/l Portenoy,- Carl os Ugar
based Survey of Pain in the United States: Dif flrkerences amon

Journal of Painvol. 5, no. 6 (August 2004), pp13-328; and Committee on Advancing Pain Research, Care, and

EducationRelieving Pain in Americdnstitute of Medicine of the National Academies, A Blueprint for Transforming

Prevention, Care, Education, and Research, Washington, DC, 201tipst/www.ncbi.nlm.nih.gowooks/

NBK91497 pdf/Bookshelf NBK91497.pdf.

“0. van Hecke, N. Torrance , and B.H. SmithBrtshChronic Pain
Journal of Anaesthesjaol. 111, no. 1 (2013), pp. 18 8 ; P. Croft, A.S. Ri gby, and R. Bosw
of Chronic Widespread P dtiedouina of RHelena@legyot 20ano. 4 MarphBl,at i on, ”

1993),pp.716/ 1 3; and Bosette @danaumptidmenfdsOpinoitdhs, " 2019.
“Tsang et al., “Chronic Pain Conditions in Developed and De
®see, for instance, Jennifer St. Stauver, David Warner, Bar

Congressional Research Senice 14



Consumption of Prescription Opioids for Pain

t he past s®@Aletrhat bjidbengmayd ehsaave contributed to an ir
for pain, it may not f ujoltyh eaexgsltaul dpig @ sitt etr matt | paniar
conditions may have inc®amed eiar cht lfairggecu st t ha
Americans may experience pain at mofe intense |
Possible explanat i o(nosr fiytfeapsgirte at ert pe eVmail teedt eSS
include more frequent assessments of pain durin
as undertreatedimemtmal iinlelqruead 9 t ygr eead aaniagrhiecr r at
stressors

Amer i cieemtmpatreceive more frequdrmpthtdesnnéess manios$ hef
coun®PAilesdy sefau ggielsats t hesd mads e eswhdEriel n
ef f ecdamavnea g eamechtmay eve-nepocit eadsdpasekaempeles .
repeatseste s s ment sp antaiye ahtee rgehstnsakoigra dpibdymptes vi gi |l ant an
increasing their p8Qocnevpetrisoenlsy ,o fi ndaieng useenvte raistsye s
| ead tpaiwno rnsaef @ge meertt ai n Pati ent popul ations.

Dif ferent experiences of pain betweemaiyndievi dual
genupeareibapes product of increased risk factors fo
the rise ipmrewvhrlemice paiddwverUali tfeagtSemad esi malk uain
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Assessing theMof®r eval ent Conditi ons MayoGinidPeoteedingxbl. 8sSno.Ropul ati on, ”
(January 2013), pp. 567.

"7 One study found that the proportion of adults in the United States reporting painful health conditions increased from
32.9% (120 millioradults) in 1998 to 41.0% (178 million adults) in 2084e R.L. Nahin, B. Sayer, B.J. Stussman, et

al ., “ -EdagThendeirthe Prevalence of, and Health Care Use for, Noncancer Pain in the United States: Data
from the Medical Expenditure Panel Surye§ournal of Pain vol. 20, no. 7 (January 15, 2019).

78 SeeE.F.HarknessG.J. MacfarlaneA.J. Silman, et al, “ Is Musculoskeletal Pain More Common Now Than 40

Years Ago?: Two PopulatieBased Cros$ectional Studies Rheumatologyvol. 44, no. 72009, andJ.K. Freburger,

G.M. Holmes,R.P.Agans, et al, “ The Rising Prevalenad Chronic Low Back Pain Arch Intern Med vol. 169

(2009, pp-251- 258. There is a dearth of research monitoring global prevalence of pain over time, which may impede
makingaccurate comparisons of international trends or identifying howthe United States comparesto other countries.
See, f or exampl emedal UsecoiRrescrigtion Opibids and Présoription Opivell at ed Har ms, ”
2013.

Forexample,inonestdy comparing patients’ preoperative pain scores
U.S. patientgeporting chronic paibeforehospital admissioneported highetworst pairi scoresSeeZaslansky et al.,
“Pain After Orthopaedic Surgery,” 2018.

80pid. In U.S. health care institutions, patient pain is assessed routinely and these assessment sdécispital
accreditationT he Joint CommissiorRain Assessment and Management Stand@dkbrook Terrance, IL, 2019, at
https://mmww.jointcommission.orghtesource@atientsafetytopicspain-managemenstandardgor-accreditee
organizations/.

81 see, for example, Richard Mularski, Foy Whiteh u, Debor ah Over bay, etVitahSign , “ Measur i
Does Not | mpr ove QualJournalofdGenedl iniemal Nedicineg. In(&unet2006); Charles

E. Lucas, Angie L. Viahossad Anna M. Ledger wood, “Kindness Kill s: The Neg
Si g dopurhal of the American College of Surgepwnal. 205, no. 1 (July 2007), pp. 14dD7; Jane C. Ballantyne and

Mar k D. Sullivan, “-MhmetMe o 8 g t MEhE New Enlgl&nd Jourcal oPMedicinel. 373,

no. 22 (November 26, 2015); and Clara Scher, Lauren Meador,

Fifth Vital Sign and Patient Satisfaction Scoresto Improve Pain Care in $i@e2t t uPraip Mahagement Nursing
vol. 19, no. 2 (April 2018), pp. 12%29.

82Arnoud Arnt z, Laura Dreessen, and Har al d Mehawokrel bac h, “AL Ot
Research and Therapyol. 29, no. 1 (1991), pp. 430.
8sSarah Spil man, Lisa Baumhover, Cheryl Lillegraven, et al ,

P at i daoumadof Trauma Nursingsol. 21, no. 5 (September/October 2014), pp.-238.
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Det er miAmarican 3ourhal of Public Healtivol. 108, no. 2 (2018), pp. 1886.
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2012 World Health Organization, Bulletin of the World Health Organization Vol. 94, No.3, Geneva, Switzerland,
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86yvanHecke* Chronic Pain Epidemiology and Its Clinical Rel evance
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Sleep Problemsand Nespecific Health Cormlaints Risk Factors for Chronic Pain? A Prospective Populdiased

Study with 17 year FollowJ p ” Scé&ndinavian Journal of Pajwol. 3, no. 4 (October 1, 2012); abdsgupta et al.,

“Opioid Crisis: No Easy Fipeoplewhizrépbriezd venmg WK dédtlostayus badid t hat
used opioids 14% and 6% morespectively, compared with those who repofteery good health statusT his

suggests that the burden of certain chronic diseases and other health behaviors may affecipiaidsisd.See

Adam Todd, Nasima Akhter,andJoarMlea r i € Cai r ns, et al .-sectidndl Analysi®af Chnoni®i vi de: A
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89EjleenChou,Bdhan Par mar, and Adam Galinsky, “ Psycholagicel ¢ | nsecur it
Sciencevol. 27, no. 4 (2016), pp. 44854.

%0 see, forinstance, Molly Fuentes, TameraHam h ns o n and Car men Green, “The Associ a
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The Journal of Painvol. 13, no. 10 (October 2012).
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16 (April 19, 2016), p. 4296=4301.

®Rebeca Rios and edohoeicDigharitiesin Rajn: TheSRole of Economic Hardship and Daily
Fi nanci aHealWBsychojogywol.30,no0.1(2011), pp.586.
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%4 As measured by th@ini coefficient an economic index of income inequality. By OECD country, the United States
is ranked seventh globallgbove all of Europe anamther G7 countries. Seéttps://data.oecd.origlequalityincome
inequality.htm

9 See, for exampléye Gureje, Michael Von Korfiand Gregory Simon, et at.Persistent Pain and Welleing: A

World Health Organization Study in Primary Ca4r&AMA vol. 280, no. 2 (July 8, 1998). von der Windt, T.

Kuijpers, and P. Jellema, et al ., *“ bwBadkPanamdshoodgi cal Factors
P a i mmalsof Rheumatic Disease®l. 66 (2007), pp. 31-:319; and Ramune Jacobsen, Claus Moldrup, and Lona
Christrup, “Psychological and Behaviour al Predictors of Pai

Scandinavia Journal of Caring Sciencegol. 24 (November 9, 2010).

9% OECD, Addressing Problematic OpioidUse 2 0 1 9 ; a n dire&tmeantPatteras; Healthcare Utllization, and

Cost s of Chronic Opioid Tr ealB8meofdlpatientdwith riental@eakth cenditiodsy f ound t h
receive 51.4% of the total opioid prescriptions distributed each%&ee Matthew Davis, Lewei Lin, and Haiyin Liu,

et al ., “Prescription Opioid Use amotnegd ASdoarmbabstthe/i t h Ment al H
American Board of Family Medicingol. 30, no. 4 (July 2017), pp. 48%17. Another study found that patients with

mental health disorders were more likely to continue opioid use after a surgery than individuals without & eadtital

di agnosi s. See Chad Brummet |, Jennifer Waljee, and Jenna Goe
and Maj or Sur v eJAMAiSorgeyvo5152, Add @(Dunes21,2017).

97 Institute for Health Metrics and EvaluaticBlobalHealth Data ExchangeSeattle, WA, 2019, at

http://ghdx.healthdata.org/

BT sang et al ., “Common Chronic Pain Conditions in Developed
compared across 18 countries.

99 Robert Kohn, Shekhar Saxena, and Itzhak Levav, efta Treatment Gap in Mental Health Cai&/orld Health

Organization, Bulletin of the World Health Organization Vol.82 Ref Ne00%736, Geneva, Switzerland, 2003, pp.

858-866, athttps://mww.who.intbulletinAolumesB82/11/enB58.pdf.

10wi nfried Hauser, Stephan Schug, and Andrea Furlan, “The Oy
Therapy for Chronic Noncancer Pain: A Perspective from Differenh@ i nPain Arsund the Worlgvol. 2, no.

€599 (2017).

101 |pid,

Anne Nitter, Are Pripp, and Ka rspedfic Raalth€eniplhints Risk\FactorsS| eep Pr ol
for Chronic Pain? A Prospective Populatibased Study with 17 year Folled/p ” Scdndinavian Journal of Pajn
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Opioid Use in Japan

Japan consistently 8aome of the lowest annual peapita opioid consumption in the developed wol3.The
-DSDQHVH SRSXODWLRQ LV DJLQJ IDVWHU WKDQ DQ\ RWKHW5QDW
Some reports indicate that demand for opioids in Japan is growing, as Japanese baby boomers deal with di
and ailments of aging, such as arthritis, diabetic nerve damage, and cancer.

Most research on opioid use and chronic pain in Japan has ttatdhedical practice norms influence opioid
prescribing and therefore opioid use:

X The Japanese national insurance system does not provide coverage for most opioids for nonchronic cg
SDLQ ZKLFK LV SHUKDSV D OHD G LQ JpteBdripiidr lAnE BQ MteEM“E X W L Q J

X Percapita use of opioids is 26 times higher in the United States, compared with ¥Papan.

x Japanese providers generally prescribe opioids for chronic noncancer pain at a much lower rate than tf
American counterpart$%

X In 2019, approximately 45.2% of Japanese adults suffered from chron#®ain.

Low opioid-use rates in Japanaystem from certainsociocultural factors

X “2SLRLGV DUH IURZQHG RQ ER¥WK FXOWXUDOO\ DQG VRFLDOO\

Xx '-DSDQHVH SDWLHQW \tomplainEaHo@ pain\becaui$¢ df@trony Bultural mores regarding s¢
DWWHQWLRQ D G\QDPLF IDU OHVWSSHUYDVLYH LQ WKH 8QLWH

Recenty, opioid indicationsn Japan were expandéd include chronic noncancer pal#? Experts in Japan have
predicted thatyearly opioid consumptionwill begin toincreasedue to this expansiofll

vol. 3, no. 4 (October 1,2012);abda sgupt a et al ., “Opioid Crisis: N o

peoplewho reportéd v e r y b a d&althosratudseld apidids 14% and 6% morespectively, compatknith

Easy Fi

those who reportétvery good health statusT his suggests that the burden of certain chronic diseases and other health

behaviors may affect rates of opioid uSee Adam Todd, Nasima Akhter,andJoahvhar i e Cai r ns,

et al

Divide: ACrosssect i onal Analysis of Chronic Pain Prevalence, Pai

BMJ Openvol. 8,no.7 (2018).

1BKanoko and Mat suyama, “Japan | s Discover ilntgrnatioma
Narcotics @ntrol BoardNarcotic Drugs: Estinated World Requirements for 2019, Statistics for 20HEble XIV.1.a,
The Unita Nations, Vienna, Austria, 2018t https://mmw.inch.orghcblenharcoticdrugsil echnical_Reports/
narcotic drugs_reports.html

Power of

104 committee for the Guidelines for Prescribing Opioid Analgesics for Chronic Noncancer Pain of Japanese Society of

Pain CliniciansGuidelines for Prescribing Opioid Analgesics fohronic Noncancer PainJapan Society of Pain
Clinicians, 2012.

Rj chard A. Deyo, Michael Von Korff, a rBdtishDvedicaldouBalhr k oo p,

vol. 350 (January 5, 2015).

106 yykari Shindo, Soushi lwasaki, and Michiaki Yansag e , “ Ef f i cacy and Practicality of

Chroni c Noncan chain Maagenment Ruasingok 20 tns. 3 (June 2019).
107 | bid.

1Er i ko Onishi, Tadashi Kobayash, Miguel Marino, et

al., «

St ates and Japan: Primary Car eoumblgfthé AmergcanBoarddtFamiy udes and

Medicing vol. 30, no. 2 (Marc2017), pp. 2484.

109 | pig,

yyki o Suga, Mayako Uchida, Shunya Suzuki, et al
Anal gesics in Japan: Assessment Based Biol PRaanpBulywwk e
42, no. 52019), pp. 8048009.

111 pid.
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Variance in pain management practices may contr
wor | dmRvaidre .t reat ment f reqtee tl Wndiefeehde pFtaastdenst h e r
countries ay embrace a wider variety of phar ma
for pain.

The medical field continues to identify the mos
conditionst bhwergawscrud wradpedd @t @alo)nsensus on how to
chronic pain condi tt1fCums emdas medt cla¢ cac bs®@adc eddr ev
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using opioids to treat chtomitegpaehfevcern velme slisa
Much of the scientific |literature appears to in
treatment regi mens mor e dforés&slgarre nit nny t Bauhr@oap, et,h ea bUnu t
t wohirds of patientaprwistchr ippetrisoins tmeendti cpaaiino nt,a kbeu t
medication$® are opioids

As demonstrated by the higher per capita opioid
Unidt et ates tends to use opinedstasaamenantiardbo
chronic noWSameeex paihs have observed that befo
use chronic pain wa noapnadgedd plmasn g eplesyyiovhadtthher api e
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whemioid prescr i pitni otnh er agtaersle ywee2roda0rsi stiongal t er nat
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123acob Gross and Debra Gordon, “The Strengt hfsneitand Weakness e
Journal of Public Healthvol. 109, no. 1 (January 2019).

BHauser et al., “The Opioes, EpROdamic Nand oMatli dAcald e Guiedse loifn !

and Medicine,The Role of Nonpharmacological Approachesto Pain Management: Proceedings of a Wprkshop
Washington, DC, 2019.

4see, for instance, Andrea Tr e dectivénessodOpiotdgin ti@lTeeatmantof Hans Han s
ChronicNonrCa n c e r Pamh&hysicjativol. 11 (2008), pp. S185200.

115 nternational paents appear to receive more nonopioids during and after surgery than American patients (see

Zasl ansky etr &ir.t,ho‘pRaidn chfSudegiNoryay dnd Gebmhr8ife.prevalence dong

term opioid treatmerfor chronic noncancer paimas found to be less than 1.5%. See Olav Magnus Fredheim, Milada
Mahic, Svetlana Skur t v eeiofQpioidstA PapulatioBasedRharmacoepideMialogical a nd U
Study from the Norwegian Prescription Database andthe-Nordg n d e | a g HRam,lval. 155.80.d Qyly,

2014), pp. 12131221. Other studies had similar findings, showing that Europeampstiere most frequently treated

with NSAI Ds and ot her nonopioid medications. See Kim Reid,
ChronicNonCancer Pain in Europe: Narrative Revie@urrenf Prevalence
Medical Research and Opinigwol. 27, no. 2 (2011).

Harald Breivik, Beverly Collett, and Vittorio Ventafridda,

on Daily Lif eEursgpeadJournaleffainoe 10(2006),pp.28833.0f note, CRS identified few
studies that examined the use of interdisciplinary approachesto pain treatmentin Europe.

WFEFred Finney, Timothy Gossett, Hsou Mei Hu, et al., “Rate ¢
Annals of Internal Mdicine vol. 171, no. 6 (2019), pp. 444 4 3 .  SRrescribifgPractices sect i on in this re

18pasgupta et al ., “ Opoils Cudentlyinsemel):.S. halth dara imstitutimssmany’as 2

90% of patients receive opioids for chronic pain managengeate Manchi kanti et al ., “Patterns
Opioid Abuse,” 200 4.

119 patricia Zheng, MingChih Kao, Nicholas Karayains , et al ., “ St agnant Physical Thera

Congressional Research Senice 19



Consumption of Prescription Opioids for Pain

Few studies directly compare nonopioid treat men
countri es.ormdotwessveettms ei ndi cat e t hasaEwirdere arna rcgal n
of nonpharmacol ogi d nt ceoantdmentwwh strcaspdt Sestheal t h
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experts havhéahs 8 gugpeys tbeed partially due to more exp
coverage of sEwalo pteramd?cmamtts iiers .

™Mo _8el &1 57807

Alt heltghical practice guidelines provide best p
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Some experts have argued t hat opaion hreegmacionusn turnidees
adeguate accessiZManyphelidea@at pasi the movement
opioid medications worldwide by WHO and others
under tr é8Hoende vpeari,n.a specific figure for safe anc
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u. S. prescribing practices may hasveclheas mloe e s
pain advocacy movamgaitgradomarketpihfgmmaceut i c al
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OECD, u. S. Gover nmeent WCcE.0udu,@datdhd rg bedd (if @rcte s
that difd femreqgcaedvdartising regulations have had ¢
practices @hd opeolUdi tsed. St ates, advertisers ar
Rising Opioid Prescription Ratesin Patients With LowBack Pain in the United State2109r 0, * [ JD: Mi ssi ng
journal/periodical title?] vol. 42, no. 9 (May 1, 2017), pp. 6501.

120Hausereal ., “The Opioi-T eEpn demiod da T elroarpyy , ” 2016 .

2lsee, for example, Miceli et al ., “ OpHealthGaeSBterksscr i pti on in

section below.

122 gee, forinstance, World Health Organizati®he Pursuit of Responsible Use of Medicines: Sharing and Learning
from Country Experience$ echnical Report preparedfor the Ministers Summit, Geneva, Switzerland, 2012.

185ee, for instance, Michael Zenz, Thorsten Zenz,- Michael T
year Survey of t JoenaléRaimand SySiptomuManaigememt.10,no. 3 (April 1995), pp. 187

191.

124\World Health Orgarsation,Ensuring Balance in National Policies on Controlled Substances: Guidance for

Availability and Accessibility of Controlled Medicing3eneva, Switzerland, 2014thttps://apps.who.intishandle/

1066544519

1Felicia Marie Knaul, Paul Farmer, and Erik Krakauer, “ Al e
RelieF—An | mperative of Universal Healt hanCawle39h(g048),pp.he Lancet
1391-1454.

1%see, for instance, Art Van Zee, “The Promotion and Market
T r a g Anhgricah Journal of Public Healtvol. 99, no. 2 (2009); OEC&\ddressing Problematic Opioid Use in

OECD Countries2019; U.S. Government Accountability Offiderescription Drugs: OxyContin Abuse and Diversion

and Efforts to Address the Proble@AO-04-110, December 19, 200Bttps://www.gao.goproductsgao04-110;
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thraddghrct funding t o pteRWHEREe IhéSi)p r £ alveessg st e ms
mar keting and Isoebdbty i m@V ecgdatipeadingantsi ve or compl emer
i nt er venptei osnit3d etld nes

Substance Abuse and Mental Health Services Administration, Office of the Surgeon General, U.S. Department of
Health and Human Service DFLQJ $GGLFWLRQ LQ $PHULFD 7KH 6XUJHRQ *HQHUDOYV 5HSR
Health, Washington, DC, Novemb&016;andc o t t Hadl and, Magdel ena Cerda, Yu Li, €
Phar maceutical Industry Marketing of Opioid BAMAducts to Phy
Internal Medicine vol. 178, no. 6 (June 2018).

127 saction 502(n) of the&deral Food, Drug and Cosmetic Act (21 U.S.C. 352(n)LaBdFood & Drug
Administration (FDA)regulations at 21 C.F.R. 202.1 address prescription drug adveridiran advertisingo the
public, drug companies must comply witharious requirements inatute andrDA regulationshoweverno federal
law has ever banned diretd-consumer advertisingor more information, seéé FDA webpagdackground on Bug
Advertising https://mww.fda.gowdrugsprescriptiondrug-advertisingbackgrounedrugadvertising

128 The requirements and procedures for marketing authorizat@primarily laid down irDirective 2001/83/E@nd
in Regulation (EC) No 726/2004or more information, see European Commissiegal Framework for Governing
Medicinal Products for Human Use in the Ealailable ahttps://ec.europa.dutalthhumanuselegatframework_en

129 pyplications Office of the European UnidPouncil Directive 89/552/EEC of 3 October 1989 on the Coordination
of Certain Provisions Laid Down by Law, Regulation, or Administrative Action im M States concerning the
Pursuit of Television Broadcasting Activitiédtps://op.europa.eehpublicationdetailt/publication63084a3theda
4415bf02-ac5f76524348anguageen. See also, World Health Organization, DirdotConsumer Advertising Under
Fire, Bulletin of the World Health Organization, vol. 87, no. 8, Geneva, August 2008// www.who.intbulletin/
volumesB87/8/09-040809/en/.

10¥New Zealand is the only other country to allow such mar ket
Healt hcare Professionals Need t o Kno wtioAlnternationgdtddd Ph ar maceut i c
Universities Allied for Essenti al Medi ci nes, Gal way, Il rel an

Prescription Medicines in the Eur &pepeanJoUrnalobHealthllaw Ther e St il
vol. 17, no. §December 2010), pp. 47484.

131 OECD, Addressing Problematic Opioid Use in OECD Countries2 019, p. 20, and Art Van Zee,
and Marketing of OxyContin: Co mmémercanddurndl of Publimpldalth Publ i ¢ Heal
September 2QR011.

182 Theincreases in opioid consumption differ by opioid type, suggesting that the marketing campaigns for specific

drugs may be at least partially responsible. The timing of the precipitous rise in opieielsgsecially in the United

States—aligns with the introduction of newopioid formulations such as OxyContin andthe corresponding upsurge in

marketing practices by Purdue Pharma and other pharmaceutical manufacturers. See, for example, Substance Abuse

and Mental Health Services Administration, 0&of the Surgeon General, U.S. Department of Health and Human
Services,)DFLQJ $GGLFWLRQ LQ $PHULFD 7KH 6XUJHRQ *HQHWS&shMgWEHSRUW RQ $OF
DC, November 2016; arld.S. Senate Homeland Security & Governmental Affairs CotteriFueling an Epidemic

Exposing the Financial Ties between Opioid Manufacturers and FPady Advocacy Groups: Minority Staff Report

2018.

BAndrew Joseph, “*'A Blizzard of Prescriptions’: Documents |
OxyCo n t STAT NewsJanuary 15, 2019.

B¥pasgupta et al., “Opioid Crisis:-méNdi EalsyUsFa xo, f" P2rOels8c,r iapntdi
2013.

Congressional Research Senice 21



Consumption of Prescription Opioids for Pain

Effectiveness of Pain Advocacy and Pharmaceutical Marketing

Some researchers posit thatthe pain treatment campaign and pharmaceutical marketing practices of the 19
1990s may have had a greater effect on U.S. health care providers when comptirétieir European
counterparts.Multinational opioid manufacters, such as Purdue Pharma and Janssen Pharmaceuticals, fund
advocacy organizations, medical societies, clinical practice guideline development efforts, and medical edu
the United States. In turn, advocacy groups, including the Americardeiay of Pain Management and the
Academy of Integrative Pain Management, issued guidelines recommending opioid use for pain manageme)
opposed efforts to monitor and regulate opioid overprescripti&it. One report found thatopioid manufacturers
contributed $9 million to 14 third-party advocacy orgarations between 2012 and 2017, aakbcated$1.6 million
in payment to physicians affiliated with these advocacy grsigsU.S. Surgeon General repofound that
physicians wheoeceived any opioidelated payments from industry had 9.3% more opipm@scription claims
comparedwith physicians who received no such payméats

Manyexperts contendthat the international opioid promotion campaign was more effective in the UniteteSta
because of cultural and systemic factors. For example, European countries may have had protectivedadatsty
some of the influence ahesecampaigs such as cultural stigmendstricter prescribing regulationthat kept
opioid use lowt38 The United States may have had risk facttirat madehealth care system and providers more
vulnerable to the influence of such campaitfi<f note, recent reports indicate that as opioidrescribing rates
in the United States decline, opioid manufactu@nsl distributors® such as Purdue Pharrhare promoting
broader use ofpainkillers in low and middleincome countriesising similar marketing tactit®

U0 OUPOOwWUOwW" OPOPEEOW&UPEEOEI
Adherence to clinical gui dand esftdnpbdd yi ogieds ud 4 e nfg
contrasting use ofSeoppeiroaild spraocfressss om@aunt miagsd onal

organizations have issued guidance on best prac
patHowe vdehrer eanc e atne et lmippequisd t o differ by count

L jz Whyte, Geoff Mulvihill, and Ben Wieder, “Politics of I
Cr i sCerdey for Public IntegritySeptember 18, 2016, abldS. Senate Homeland Security & Governmental Affairs
CommitteeFueling an Epidemidxposing the Financial Ties between Opioid Manufacturers and IPandy

Advocacy Groups: Minority Staff Repp018.

136 |pid.,

137 HHS, Facing Addiction in Americ&2016. See also footnol@2and footnote 26.

BBogsetti et al., “Trends in the Consumption of Opioids,” 2C¢
139 For example, research@ws that U.S. health providers may be more responsive to expectations for treatment or

patient demands t han providers in other countries. Survey d

hospitals decreased when they were not presgripioids, opioids were prescribed for minor procedures. In addition,
licensing requirements by state medical boards include criteria for supportive and appropriate pain control, which
experts believe have likewise influenced prescribing practices. Baiiagapioids or other drugkr many ailments

may be the feasible or incentivized interventionfor care provibatd is also viewed bynany patients asa
expectedsdisfactory form of medical care. See, forinstance, Koichiro Otani, Neale R. Chyritrick A.

Herr mann, et al ., “1 mpact of P ai HealthSenitesReésearchanbat i sf acti on |
Managerial Epidemiology November 3, 2015, and B. M. Kuehn, *“ Major dispa
some statescracko wn o n e x ¢ e daurng of thesAmrericdniMedical Associatjomol. 312 (2014).

140 see, for example, Keith Humphreys, Jonathan Caulkins, and Vanda #Betbabw n “Opioids of the Mass
St opping an Amer i can E goregn Afhirs, MayfJumen20G8p anchHarried Ryarh laida Gition,

and Scott Glover, — GQey Centinh yg ¢ elsos gnigaes BnhieDegembdr B8 2016d ,

141 According to theVH O 'thseestep pain laddepainanalgesics should be prescribedlie following order: first,

nonopioids (e.gacetaminophen aiSAIDs); then, if necessary, weak opioids (e.g., tramadol and codeimé)hen

strong opioids (e.g., oxycodone and morphigee World Health Organization+ 21V &DQFHU 3DLQ /DGGHU IRU
Aduls, 1986, ahttps:/mww.who.int¢ancerpalliativepainladde n/ ; T. O’ Brien, L. L. Christup,
“European Pain Federation Position Paper obuwropegnpropriate Opi
Journal of Painvol. 21 (2017), pp.-&9; World Health Organizatiofgnsuring Balance in National Policies on

Controlled Substances: Guidance for Availability and Accessibility of Controlled Medicbeegva, Switzerland,
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fewer adve?d e @adtddimameys .Eur opean countries use n:
programs to train medical pr aamtriotviiodree rf 2,e drbeawcike w
health car eflhpr ODhietsesd oftadtses relies primarily on
pr ogiams.

I n the Unniateidd nSatliad els ,gui dance for opioid use wa:
is nonbinding feo®Shbedbethscanetprenmadt | aws cons
guidelines is left to "hev edrialc rsettaitoens ohfa vien da p/ti el
pol itchiaggs at hgnr w¢c bhmendations, and research sugg
guidehbreped curb over“pQveesrdarldlbi agi prtdlcie eelpat t e
2011, athttps://apps.who.initis/handlel 066544519 INCB, Narcotic Drugs: Estnated World Requirements for

2019, Statisticsfor2012018; and Hel mer horst et al ., “ An20E/pThdemi c of t h
WHO recommendations wepgimarily designed fotreatingpain in palliative cancer care, bifieyprovide a

frameworkf or treating other pain conditions. See also Teryl Nuc

Prescribing: ASysteat i ¢ Review and Critical AppAnmisafinternaMediGnei del i nes f
vol. 160 (2014), pp. 387.

142 5ee for instanc€)ECD, Addressing Problematic OpioidUse 201 9; and Fimedichldseofet al ., “ Non
Prescr i pt i2018. Worfdl Health®dsganization+2V &DQFHU 3DLQ /D®®B6HAY IRU $GXOWYV
https:/mww.who.int¢ancenpalliativepainladde# n/ ; T. O’ Bri en, L. L. Christup, A. M. Dr
FederationPositiv Paper on Appropriate Opi oiEdrop¢anedouinalofdiwobni ¢ Pai n Mze
21 (2017), pp. 3L9; World Health Organizatiofsnsuring Balance in National Policies on Controlled Substances:

Guidance for Availability and Accessibility of Coolled Medicines Geneva, Switzerland, 2011, at
https://apps.who.iniris’lhandlel 066544519 INCB, Narcotic Drugs: Estnated World Requirements for 2019,

Statistics for 201,7/2018; andHelmr hor st et al ., “ An Epi demi c bdstoftlee Use, Mi st
world currently adheres to this step laddesome form, and several countries(e.g., Italy) have enacted national

regulations that align with the WHO recommendationsfonpama nagement . Bosetti et al ., “ Tr ¢
Consumption of Opioids,” 2019.

43see, for instance, Ingrid Schubert, Peter | hle, and Rainer
Bet ween 20 0Deutaches ArZedldttOntefnationalol. 110, no. 4 (January 25, 2013), pp-85, and Fischer

et al-medi Hah Use of Prescription Opioids,” 2013.

1441 addition to the WHO guidelines, 15 other Organization for Economio@eration and Development (OECD)

membercountries haveroduced their owopioid clinical practiceguidelines.Most of these guidelineagree on

several opioid risknitigation strategiesuch asupper dosing thresholdsautions with certain medicatiorettention

to potentialdruginteractionsand use ofisk assessment toaach asurine drug testingSee Teryl Nuckols, Laura

Anderson, loana Popescu, et al ., “Opioid Prescribing: A Sys
Chr o ni AnrRlsdfInterdl Medicinevol. 160, no. 1 (January, 2014). OECDAddressing Problematic Opioid

Use 2019.In some countries, such as Germangtional prescribing lawareclosely tied to clinicaguidelines See

Rosner et al ., “Opioid Prescription Patterns in Germany,"” 2

145 0ECD, Addressing Problenti Opioid Use 2019. T his study points smaller percentages of patienaginghigh-
dose opioidsmoreprovidersavoiding longacting opioidsfewer ceprescriptionswith other potentially dangerous
drugs such aBenzodiazepingsind physicians more Ity to use drug screens in patients with substancelisseles.

146 OECD, Addressing Problematic Opioid Us2019.

147 some experts have observed that slow adoption of the CDC guidelines may be attributed to opposition to the
recommendations by some patiewivocacy and industry groups, particularly those with a financial stake in continued

opioid use. See, for example, Dora Lin, Eleanor Lucas, and
Cent ers for Disease Contirnoel famrd Hrr es/cernitbiionng’ J&MERI Ooli 6d sGufi @le | Ch r
Internal Medicing vol. 177, no. 3 (2017), pp. 42428.

148 CDC reportedthat opioid prescribing decreased at a faster rate after the agency released the guidelines in 2016, for
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I n additthieon eder alized regulatory model in the L
to the states) may resultnitnhea wvd ® wefr wagdibsisdsdia
the more centralized systems iAncwmany aEuzedeapub
instance. See Amy BohnerteG vy Guy , and Jan Losby, “Opioid Prescribing in

Centers for Disease Contr ol aAndhaldfirdernal Medicioesrl 169,200166 Opi oi d Gu
(September 18, 2018), pp. 3675.

19 Forinstance, ongtudy found thabnethird of all patients who visited aamergencydepartmentn the United

States had opioids prescribed at discha®® Maryann MazeAmi r shahi, Peter Mullins, lrit Ra
Opioid Prescribing in Adult U.S. Emergency Department Visits: 2000 1 Academic Emergency Medicinel. 21,

no. 3 (March 13, 2014), pp. 23543.Another study found th&80% ofpatientaundergoingelatively minor surgeryn

the United States receivedprescription for an opioidéee Hannah Wunsch, Duminda Wijeysundera, Molly Passarella,

et al ., “ Opi oi d-RiBkrSagical rProbedudes iA the United Stadew; 2004 2 JolUrnal of the

American Medical Associatigwol. 315, no. 15 (April 19, 2016), pp. 1684656.

150 A full discussion of the many differences between the health care systems of the United States and other countries is
beyond the scope of thisreport. Hower, as described in thisreport, research suggests that a few notable differences
may particularly affect opioid use.

Blsee Steven A. Schroeder anfar-SWi vi c e mRaEigemdouth&ldfasi ng Out Fe
Medicine vol. 368, no. 21 (My 23, 2013),pp.2022 03 2; Miriam J. Laugesen and Sherry G
To US Physicians Drive Higher Spending FdealthAffayssvolci an Ser vi c
30, no. 9 (September 2011); and U.S. Congress, Office cdifdogy AssessmenHGLFDUHYV 3URVSHFWLYH 3D\PH
System: Strategies for Evaluating Cost, Quality, and Medical Techno®bA-H-262, Washington, DC, October

1985.

DR Oyl er, KS Deep, and PK Chang, *“ Opi oiadanBcademid n t he Acut e
Me di c al J&entlbfiOpiad Managementol. 14, no. 3 (May/June 2018), pp. 2230.

8Naoki | k e-ipaService PdyemtAn Evil Pract i ce T htemadenslouBaofSt amped O
Health Policy Managementol.4,na 2 ( February 2015), and Jacqueline O Reilly
al., “Paying for Hospital Car e: -Baisadéundlingn€iveiEaropeam Wi t h | mp | e me
Co unt HHealth £cofiomics, Policy and Lawol. 7, no. 1 (January 2@).
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154 Many European countries have vertically integrated healtéregulatorysystemshat have imposed restrictions on
theprescribing an@ccessibility ofprescription opioids. A vertically integrated health care system is an arrangement
whereby a hdth care organization offers, either directly or through others, a broad range of patient care and support
services. Evidence suggests that some European health systems are shifting toward more decentralization. See, for
exampleFederalism and Decentralition in European Health and Social Cared. Joan CostRont and Scott L.

Greer (Palgrave Macmillan, 2013). In the United States, medical practice regulations differ by state.

1550ne study notedthat the consumption of opioids has leveled off in recestiiy@aany Western and Northern
Eur opean c oun tthaitlesmeaswsesbeingileientedpy gbvernments may peat the évelopment of

an opioid crisis.” See Bosetti et al ., “TrendsThre t he Consu
Mi suse of Prescription Opioids,” 2015-—awnidallyibteggatedt he U. S. Ve
health system for military veterarsachieved a significant reduction in opioid prescribing after instituting several

systemwide safety ad pain management initiatives, such asthe Opioid Safety Initiative. See U.S. Department of

Veterans AffairsYHA Pain Management/Opioid Safety Initiatiexailable ahttps://mww.va.gov/

PAINMANAGEMENT /Opioid_Safety_Initiative_OSl.asp

1%6see, for instance, Richard B. Saltman and Joseph Figueras,
Re f o rHesdth Affairs vol. 17, no. 2 (March/April 1998).

"Gr 0ss éte &StorengfT hs and Weaknesses of Current U.S. Policy
8Martin Roland, Bruce Guthrie, and David Col iJoumaldiome, “Pri
the American Board of Family Medicineol. 25 (March 2012), pp -&1.

159 | pid.

10sp0ra Al Rowas, Michael Rothberg, and Tara !Ralged, “ The Asso«

Del ay i n Ca iThe AmekicaislourvakofMariaged Cawol. 23, no. 7 (July 2017), pp. 43B42.

Bl nstitute of Medicine Committee on the Consequences of Uni
Care Without Coverage: Too Little, Too Lgi®ashington, DC: National Academies Press, 2002), and Substance
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Abuse and Mental Health ServicesrAihistration, Office of the Surgeon General, U.S. Department of Health and
Human Services) DFLQJ $GGLFWLRQ LQ $PHULFD 7KH 6XUJHRQ *HQHUDOYfV 5HSRUW RQ
Washington, DC, November 2016.

162 T oby Gosden, Frode Forland, Ivar Kristianset al. Capitation, Salary, Fedor-Service and Mixed Systems of
Payment: Effects on the Behaviour of Primary Care Physici@oshrane Database of Systematic Reviews, Cochrane
Systematic Review Intervention, July 24, 2000, attps://mww.cochranelibrary.comdsrfoi/10.1002/
14651858.CD00221&bstractOne study revealed that oxycodone consumption in Poland, for instasceegligible

until 2011 when it gained reimbursement status by the Natldealkh Fundin the years following, oxycodone use
grew substantially: by 2015, oxycodone ranked fourth among opioids used in the country. Another study found a
similar pattern in Italy, with the increase in use of specific opioids corresponding to shiarrgenbursement

structures. Se@ omasz Dzierzanowski and Aleksandra Cialkowskg s z , “Accessibility of Opioid
Barriers t o ugportGaré Calthmolo2b (2@17)and Umberto Maria Musazzi, Paolo Rocco, Cinzia

Brunell,etd ., “ Do Laws I mpact Opioid Consumption? JéumBIreakpoint /
of Pain Researchvol. 11 (2018), pp. 1668672.

18Nji col et a Stoicea, Andrew Costa, Luis PerielHealtbkcareal ., “ Curr
System: A Compr ehen dMediceneli 98,@0. 20t(2019¢ Revi ew, ”

% _.ynn Webster, Susan Cochella, Naburan Dasg-Regaed, et al ., *“ /

Overdose Deat h i PainMédeineWal. L2 seppl_2Jumetl@, 8011), and OE@@dressing
Problematic Opioid Use2019.

Hai den Huskamp, Lauren Riedel, Colleen Barry, et al., “ Co\
and Opioids for Pain ManageMekGartvol 56,nb& (Jlne 20p8).ace Pl ans, 2017,

166 Agency for Healthcare Research and Quallgninvasive Nonpharmacological Treatment for Chronic Pain: A
Systematic ReviewComparative Effectiveness Review Number 209, Rockville, MD, June 2018.

167 Michael Schatman andy nn Webst er, “ The Health Insurance Industry: Pe
Policiesof CostCont ai nment a dodrna aof Rain Resealfghvol. 8 (March 18, 2015), pp. 18158, and

St oicea et al ., “Curr eingi P eirns ptelce i WS sHeoanl tt theea rOg i Qyisdt €€m, * 20
%8james Heyward, Christopher Jones, and Wilson Compton, *“ Co

Back Pain Among US P uBldAMAd\etweork ©pepsol.ilwna. 6 (©ctdber S,2018)r s,
169 |hid. One commentary on pain treatmentin the United States proposed that the displacement of nonpharmacological
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treatments in favor of greater opioid use was not coincidental, nbtingag instrers limited coverage of behavioral

pain therapy, biopharmaceutionanufacturers sensed an opportunity. Pharmaceutical innovation propagated extended
release formulations, transdermal patches, nasal sprays, and oral dissolving strips. Medical device manufacturers drove
a proliferation of novel pain modulating implarits.

1see, for example, Michael Schatman, “The Role of the Healt
Ma n a g e rReimMedicinevol. 12 (2011), pp. 41-826.

11 Thelack of coverage fonondrug and nonmedical treatmemtay contribute tcadearthof providersavho are
knowledgeable and willing tprovide these services for people with chronic pparticularlyin theruralUnited States

(including in some areas disproportionatel ksamdf fected by t he
Weaknesses of Current US Policy to Address Pain,” 2019, and
12Gr oss et al., “The Strengths and Weaknesses of Current US
13 stephen Bernard, Paul Chelminski,and®imhy | ves, “ Manage ment—AdfiefHsmiyn in the Ul
and | mplicati ons f ldenlthSdiviecespighmal. d1l (FOp8), g By iared Ddra H. Lin,

Christopher M. Jones, Wil son M. Cformeatnoent of LawviBacla Pain , “Prescript
Among US Medicaid, Medi car e A daMANetwogkeOpenalnldno.Q@26MB)e r ci al | nsur

174 centers for Medicare and Medicaid Serviddedicare Coverable Services for Integrative and Non
pharmacological Chroit Pain ManagemenMLN Matters Number: SE19008, August 19, 2019. For more
information on Medicare and Medicaid, SERS Report R4042%/Jedicare PrimerandCRS Report R43357,
Medicaid: An Overview

1"Gross et al., “The Strengths and Weaknesses of Current US
1Franco De Conno, Carla Ripamonti, and Cinzia Brunelli, *“ Oy
European@ unt ri es: “ Ar e We Ralliative Medjcingrblf19 (ROD5),ph 1748412 '~

1"De Conno et al., “Opioid Purchases and Expenditures in Nir
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X national formularies to regulate which opioi
condi®ions
X requirements f dro & rpeesradmiitbeor | i cense
X restrictions regarding the prudwiosiimg,ion to
anrdequirements for the storage ao¥% controlled

Di spensiagl ude
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Foexampeéeer al countries resthakmwee@pepptiyprescriry
Germang othespeouhyridese | imits andimequire tha
duplicate or trip(steeWHRiiesIiditg) special f or ms

Gl obal health experts have imdtresttuicheedt es eventil o E
measunesestplwens ¢ edassae hisn due to oxycodone overdos
Amer.’BS@acent observations indicaaoamr o piadi,di n s ome
pr es cmayycihnmgimmg e pe¥®mi ssive.

178 Christopher Adolph, Scott L. Greer, and Elize Massar6dan seca, “ Allocation of Authority
P o | i Sogia) Sctience & Medicinevol. 75, no. 9 (2012), pp. 1595%03; and U.S. Congress, Office of Technology
AssessmentOHGLFDUHYV 3URYV Skkkey198% 3D\PHQW

1van Amsterdamseseadf ,PtraheriMpti on Opioids,” 2015.

180 Marjolein Vranken, John Lisman, and Aukje Manfliele e uwi s s e, “Barriers to Access to Op
of a Review of National Legislation and Relgallareet i ons of 11 C
Oncologyvol. 17, no. 1 (2016), pp. e1X?2.

18lpoi den Meyer, Cheryl LeClair, and James McDonald, “Opioid F
Rhode Island Journal of Medicin®arch 2020.

18yvranken et al ., *“ BaMerdiieri s etsg "Ac2c0elsés. t o Opi oi d

183 | pid.

BN, 1. Cherny, J. Baselga, F. de Conno, et al., “Formulary /

Opioids for Cancer Pain in Europe: A RepmalstofOnhaologn t he ESMO/ E
vol. 21 (2010), pp. 61526.

®Bogsetti et al., “Trends in the Consumption of Opioids,” 2C¢
BHumphreys et al., “What the US and Canada Can Learn,” 202(
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Opioid -Prescribing Regulations in Germany

Germany has the largest population and the largest economy in the EUt had the secondighest opioid
consumption rate in the world87 Opioid prescription in Germany istrictly regulated by the Narcotic Drugs
Prescription OrdinancéBetaubungsmittelVerschreibungsverordnun®tMVV)and by the German Narcotic
Drugs Act(BetaubungsmittelgesetBtMG), which entered into force in 199288 The BtMV\Vestablished detailed
prescription guidelines, which, among othentys, regulate

x themaximum quantities of opioidthat can be prescribed within a certain timefranand
X the maximum amount of diffent opioids prescribed during one visit to a health care provider/prescriber.

In Germany, every opioid dispensed requireprascription by a physician. Under the BtMG,aggioids classified
DV "VWURQJpu DQ G éxcepinTrhbhaddl@hdOMdipeZ KLFK DUH FODVVLILHG DV 7
need a special prescriptichrequire a spedfic narcotic prescriptim known asD ~ % \W&spription.

The majority ofopioid prescription regimensn Germany are based on the WHO guidelines for cancer pain
treatments published in 198@Gind updatedin 201Ynd I ROORZ WKH :+2-V SDLQ8WheseD W P H
guidelines also apply taate pain conditionsin 2008, sseparateguideline for longerm treatment ofchronic
noncancer pain (CNCRyas published. The guideline establisineés for longterm use of opioids (four weeks o
longer) and treatment methodolody® Some observers haweoted thathavingnultiple guidelines governing
opioid prescribing practices in different health care settings may have mymismtientionaloutcomes, such as
increasing opioid prescription rates and sowing confusion among proiefhough German guidales do not
recommend opioids as the firdine treatment for CNCP, since the early 2000s Germany has seen an increasy
WKH SUHYDOHQFH RI VW URXAhouRISiréstriBtioB 0pibid FuELiS @étnRigy Was increased
significantlysince 2000the prescription opioid overdose death rate has not increased at a comparabl&9?dte
comparison in the United States, adverse eversisch as opioid overdose deatparalleled increased prescription
opioid use from 19960 2010.

7TDE®H dentifies several common | egal or regulato
anmrescribing7ramadabércesonomGecally advanced coun:
Public policies governing opioid use in the Uni
a number of ways. At the federal I|level, the Uni
of opioids a pekxmer aaenrlnp evggesitwheo,c t an receive opi
among other regulations commonl yFB3ARems kabroad. F
Evaluation and Mit i'§ian g tointmiStter gaatitesgo re sp r( REMSBY r e s

the safe usattbdbgokedt eemabons,the effectiveness o
Bastian Rosner, Jessica Neicun, Justin Yang, et al., “Opi

Epi demi c: Syst emat i ¢ ReRlos@mAugust 28 2049; dridtbrhation& NarcdtiesrCenérgl ”
Board,Narcotic Drugs: Etimated World Requirements for 2019, Statistics for 20t Unitel Nations, Vienna,
Austria, 2018at https:/mww.incb.orghcb/enharcoticdrugsi echnical_Reportearcotic_drugs_reports.html

188 | pid.

189\World Health OrganizationVHO Guidelines forthe Pharmacological and Radiotherapeutic Management of
Cancer Pain in Adultsand Adolescentanuary 2019.

WRosner et al ., “Opioid Prescription Patterns in Germany, "
191 |pid.

192| schubert, P.lhle,andBabat owski, “lncrease in Opiate Prescription i:1
Dtsch Arztebl Internationalol. 110, no. 4 (2013),pp.451. A. Wer ber , u. Mar schall, H. L' h

Therapy in the Treatment Of Chronic Pain Conditions im@Garn yair’' Physicianvol. 18, no. 3 (MayJune 2015).

193 Eyropean Monitoring Centre for Drugs and Drug Addicti@ermany Country Drug Report, 2019.

194 For more information on REMS, s&RS Report R4481 DA Risk Evaluation and Mitigation Strategies (REMS):
Description and Effect on Generic Drug Development

195gyzanne Murrin)'$TV 5LVN (YDOXDWLRQ DQG OLWLIJDWLRQ 6WUDWHJIJLHY 8QFHUWDLC
Opioid Crisis U.S. Department of Heddtand Human Services Office of Inspector General -QEL7-00510,
Washingt on, DC, September 2020; and James Heyward, Lily OlIs
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care and |l aw efRecermentudiyesd eims .t he United St a
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st economicallysRaDdWPasn cteod ntoonu rttorri eospi oi d prescr
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ExtendeeRelease/LongActing Opioid Prescribing Risk Evaluation and MitigatiameBegies by the US Food and
Drug Admi nJAMA Inteantl MedicineDecember 30, 2019, pp. EE9.

1% see, for example, Title 11 of P.L.9%13, The Controlled Substances Act, as amended; 21 C.F.R. §1301.71 et seq_;
and 21 U.S.C. §823.

97gara Imhofad Bri an Kaskie, “How Can We Make the Pain Go Away? F
o f L Thé @erohtologistvol. 48, no. 4 (2008), pp. 42431.

198 OECD, Addressing Problematic Opioid Us2019.

19y.s. Government Accountability OfficState Maitoring Programs Provide Useful Tool to Prevent Diversion
GAO-02-634, May 2002, alhttps://www.gao.goview.itemsd02634.pdfOne review noted that PDMPs effectively

reduced “doctor shopping” strategies, curbed prescription n
Julie Worley, “Prescription Drug Monitor i naiveResspagd ams, a Res
Directi ons f o rlssiesih Mantal HeakhNersingal.l833, fio. 5(2012), pp. 3138.

205ee, for example, Liza Reifler, Danna Droz, and J. Elise E
State Trendsin Opioid Abas/ Mi s BaneMdicine vol. 13, no. 3 (March 2012), pp. 43W2.

20lgr yce Pardo, “Do More Robust Prescription Drug Monitoring
Addiction vol. 112, no. 10 (October 2017), pp. 177383.

202 pustralia andtheNeh er | ands appear to have robust national systems,

limited in its ability to identify and monitor national trends over time. See OEGIdressing Problematic Opioid Use
2019, and Chenaf et nall.ges‘ikRr &dserimpt FoanOpi,di @ 0A 9.

23 pid., and Cherny et al., “Formulary Availability and Regu
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240ki e, “A FIl ood Section®qB2(afithe SYPPORT AGROL. 115271) allowsthe HHS Secretary
to require, as part of a REMS for a drug that has a serious rabueé or overdose, thidite drug balispensediith a
safe disposal packaging or safe disposal sysTéis. provision did not requireuch packaging or disposal system,
however, and it is unclear whether the provision has had any effect on drug disposal practices.

205T he state of Missouri does not have a staige system. It is operated on the county level, with some counties
optingto ollaborate with one another.

206 Each state determines which agency houses the PDMP; which controlled substances must be reported; which types
of dispensers (e.g., pharmacies) are required to submit data; how often data are collected; who may accesminforma

in the PDMP database (e.g., prescribers, dispensers, or law enforcement); the circumstances under which the
information may (or must) be accessed; and what enforcement mechanisms are in place for noncompliance. For more
information on prescription dggmonitoring programs in the United States, &S Report R4259®rescription

Drug Monitoring Programsby Lisa N. Sacco, Johnathan H. Duff, and Amanda K. Sagetaalso, Office of National

Drug Contol Policy,Prescription Drug Monitoring Program$-act Sheet, Washington, DC, April 2011, at
https:/mmww.ncjrs.govgdffileslondcpp d mp . pdf ; and Dianne Goede and Scott Joy,
Prescrig i on Dr ug Mo n iSGtMForumgvolPiL, nog 7 (dulsn2018). There may be benefitsto having

different state PDMPs; however, evaluating the benefits and drawbacks is beyond the scope of this report. What is
notable is that the partitioned strustwf the PDMP system in the United States may explain some differencesin

opioid consumption compared with other countries.

27For the purposes of this report, “culture” refers to the ¢
religious, o social group, and the set of shared attitudes, values, and practices that characterizes a group of people.
8Bopsetti et al., “Trends in the Consumption of Opioids,” 2

2®sye Peacock and Shil pa P a 8ritish JourhaCaPain, wot. B ho. 2 (20D8).uences on Pair

210 For exampleone study of pain in minority populations found that if clinicians and patients were of different ethnic
backgrounds, the patieswereless likely to be fully honest about the intensity of their physical.[@surab Sharma,
J. Abbott, and Mark Jensen, “Why c¢linicibBrazilanX®brmalwf d consi der
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Congress hasohmemmumedratedn addressing the opioi
St aThesl!sand!Tabgeersacsteercer al | aws addr asheing op
Comprehensive Addiction aRJdL ReR84at ehfeg RAlutr yof 2
Cur esP.Ac.2 5@ , 4tahned Su b sDiasnocreccedre BR i on t hat Pr omot
Recovery and Treat ment for PatjPert-2 D@Edk s@o mmu
|l awsacludedspeovd 8 £ aidabdydilr ess wi despread overpre
of opioids imlERlhteurlUai ¢efedorStatley .Congrlensist ecdoul d ¢
Stdtemparatively high use of pres,crarptliegi solpaitoiic
on t hiAs tdepiccr.iChendyrieeslsow,oul d consider several o0}
opioid consumption in the United States

Physical Therapyvol. 22, no. 5 (SeptOct. 2018).

"Hauser et al., “The-T@pimoiOgp iBp iddelmiea aapnyd, "L 02n0g

212 bid.

283gee, for example, Van Hecke, “Chronic Pain Epidemiology ar
24 pid., and R. Zaslansky, W. Meissner, and C.R. Chapman, *“F
Reported Outcomes | n The Un British dourSdl af Anaesthegieloggol 520, hon4dt er nat i onal
(February 2,2018).Prodiga bar i ni , “How Different Cul tTheCosverdatoper i ence anc
2015.

25%Van Amsterdam et al., “The Misuse of Prescription Opioids,
216 | bid.

217 For more information on the SUPPORT AseeCRS Report R45403he SUPPORT for Patients and
Communities Act (P.L. 12871): Food and Drug Administration and Controlled Substance Provisions
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Congress could also consider other policy or pr
opi oFiodrs .e xeawpd leegthe iUnited States could |l ook to ¢
possible approaches to curb excessive prescrinpt

applying some strategies ftsomptilme dVelatreatnys IHeiatli
whtih accordimgduiuoed hpr & cr i ption opioid use in p
system?? Bost4%l e strategies for reducing prescri
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Congress funds smoantiet ogprriensgc rpirpagroaamsd r(URRDMPs) t hr
the Har ol d Rog?Alst gometc prrrogmtamaut hori zing stat
practicesstf atre® Divil?set,g unerest mnefifeetwomiacntd at e st at e P DMF
to interact with other electronic medical recor
21821 U.S.C. §826.

21921 U.S.C. §826 and 21 C.F.R. §1301.71 et seq.

220 gee, for example, 21 U.S.€823.

22lpl exander Chi u, Raymond Jean, Jessica Hoag, et al., “ Assoocg
Medi c al Record Systems Wit h JAMASurgerpvelrla3tnoMe(Juy @8, 2018y Pr escr i bi n
222 Mitesh Patel, KevinVolp, David Asch, et al., “Nudge UnNewws to | mprove

England Journal of Medicinevol. 378, no. 3 (January 18, 2018).

223,S, Department of Veterans AffailHA Pain Management/Opioid Safety Initiative (Q®Etps://www.va.gov/
PAINMANAGEMENT/Opioid_Safety Initiative_OSl.asp.

24y . s, Depart ment of Veterans Affairs, Office of Public and
Opioid Use by 64% during t he Pas http&iwgwva.goddeapressrel/” press r el ea
pressrelease.cfid®5492#:~

22542 U.S.C. 280@.
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promoting best clinical practices, rather than
outlining state strategies to improve PDMPs, th
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i st ed 2®threanti cradys be manufact dtoeplr omi degfoent bal
estimated medical, scientific, research, and in
requirements, and for the est aBlMasrhymepnrte samrdi pntaiic
opioids are Schedwese Uunhded®ht & oDBE L Ae sstuabbsltissmes ac
production quotas (APQs) and then assigns indiyv

226 National Governors AssociatioBState Strategies to Improve the Use of Prescription Drug Monitoring Programs to
Address Opioid and other Substance UseoRisrs Washington, DC, July 202@ttps://www.nga.orgip-content/
uploads202007NGA_PDMP _T oolkit-July-2020.pdf.

227 For more detailed information on health information technology and EMRS, see, for exampleit@anom P atient
Safety and Health Information T echnology, Institute of Medichteglth IT and Patient Safety: Building Safer Systems
for Better Care Washington, DC, November 10, 20 https:/mmw.ncbi.nlm.nih.govibooksNBK189661/

228Guy et al.Vital Signs: Changesin Opioid Prescribing in the United States: 20085 2017; and Zhuet al.,
“I'nitial Opioid Prescriptions among U.S. Commercially I nsur
229 Centers for Diseas€ontrol and Preventiof§DC/Opioid Information/State Information/State Succes2@$9,
https://mmw.cdc.govdrugoverdosglolicy/successes.html.

230 These listed chemicals are ephedrine, pseudoephedrine, and pheayigeopine, which are ingredients commonly
found in overthe-counter cold medicines that may be used in the production of methamphetamine and amphetamine.
See Drug Enforcement Administratid@MEA (Combat Methamphetamine Epidemic Act) Questions & Answers
https://mmww.deadiversion.usdoj.gowéthf_a_cmea.htm

23121 U.S.C. 826(a).

282 Fgr more information on the CSA, s€RS Report R45948heControlled Substances Act (CSA): A Legal
Overview for the 117th Congress
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233 gstatement for the record of Joseph T. Rannazzisi, Deputy Assistant Administrator, Office of Diversion Control,
Drug Enforcement Administration, before the U.S. Congress, USitses Senate Caucus on International Narcotics
Control,Improving Management of the Controlled Substances Quota Pracb48Cong.15'sess., May 5, 2015; and

21 U.S.C. 826(b) By regulation, the DEA Administrator must considprecificfactorsin makig APQ
determinationsSee 21 C.F.R. §803.11(b)(1)(5). In establishing quotas for fentanyl, oxycodone, hydrocodone,
oxymorphone, or hydromorphone, the Attorney General estinllaéesmount of diversiothat occursin the United
States. In estimating dudliversion, the Attorney General must consider, in consultation with the HHS Secretary,
information they determine to be reliable on rates of overdose deaths and abuse and overall public health impact related
to the substancalong withwhatever other agces of information the Attorney General determines reliable. After
estimatingthe amount of diversion, the Attorney General makes appropriate reductions from thiesquotad have
otherwisebeenestablished had such diversion not been considered.

234 Under the CSA, every person winmanufacturs, distributes, or dispenses any controlled substance, or who proposes
to engage in any of those activities, must register with DEA, unless an exemption.&g@ied U.S.C. §822 a2d
C.F.R. Part 1301

23521 U.S.C. §842(b) The CSA allows registrantsto apply for an increase in individual manufacturing quota if it is
necessary. é€dtoi meteeéd di sposal, inventory, and o0Sedh2ér requirem
U.S.C. 8826(b) and (e)

2621 U.S.C. 826.

2%’sSee Drug Enforcement Administration, “Proposed Aggregate F
Substances and Assessment of Annual Needs for the List | Chemicals Ephedrine, Pseudoephedrine, and
Phenylpropanolamine for 202, " Fe8efal Registeb4407-54414, September 1, 2020; and Drug Enforcement
Administration, “Proposed Aggregate Production Quotas for S
of Annual Needs for the List | Chemicals Ephedrine, Pseudoepleedrinand Pheny |l propanol amine for
Federal Registed817048177, September 12, 2019.

28For more information, see Lisa Schwartz and Steven Woloshi
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similté&amosoeHohoefr countries, or international traini
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2 0 1 8AMA vol. 321, no. 1 (2019), pp. 896.

29 isa M. Schwartz and Steven Wol oshin-20“8BevMavot.321,ndMar ket ing i
1 (January 2019).

20Ri chard Frank, Keith Humphreys, and Har olJdumBlofl | ack, “ Pol i
Health Politics,Policy, and Lawvol. 8970796 (January 22, 2021). See 8162 and Rev. R#80929922 C.B. 57,
September 11,1992, and 26 U.S.C. §162.

241 For more information on this issue, SERS Report R4059Mirect-to-Consumer Advertising of Prescription
Drugs

2Matt hew D. Eisenberg, Eli zabeth M. Stone, Harlan Pittell,
Restricting DirectTo-P hy si can Mar ket i ng Heahh A@girg voli38, nd6r(Jang 2020).bi ng, ”

243CRS Report R4059Mirect-to-Consumer Advertising of Prescription Drugs

244 For a list of FDA REMS opioigelated continuing education resources, lsgps://search.opioidanalgesicrems.com/
RP GRMSPRODGuestGuestPageExternal.aspkor more information on REMS, s&RS Report R4481F%DA
Risk Evaluation and Mitigation Strategies (REMS): Description and Effect on Generic Drug Development

245 gee, for example, European Commissibwinning European Neighbourhood Policy and Enlargement
Negotiations, August 10, 202Bttps://ec.europa.eutighbourhoodenlargementéndergminning_en and Centers for
Disease Controland Preventid@inical Mentors Make a Real Difference in Training New Frontline Health Wsrke
in South AfricaGlobal Health Stories, February 16, 20&#tps://mww.cdc.gowdlobalhealthgtoriestlinical-mentors
healthworkersin-southafrica.htm.
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Reducing opioia -culseel |heanggci enngv plkaom wrb a@llhiigeift i n g
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reducingctohéidr haaye consequences for pain patien
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are restricted. Reducing opioid use does not ne

246, S, Department of Health and Human Services, Cefiters Me di care & Medicaid Services,
Revisions to Payment Policies Under the Physician Fee Schedule and Other Revisionsto Part Bfor CY 2016; Proposed

Rul e ,Féderd Registed1773, July 15, 2015; and Centers for Medicare & MedicaidiSes ,Advance Care

Planning Medicare Learning Network (MLN) Fact Sheet, August 2019, p@.Https://mww.cms.gowutreachand
educationvhedicarelearningnetwork-min/minproductsdownloadsadvancecareplanningpf.

247 DrFirst, DrFirst Survey: Americans Think They Know Whether or Not They Are Prescribed an Opioid, But They're
Wrong, Press Release, Rockville, MD, August 20, 2020ps://drfirst.comgressreleasedrfirst-surveyamericans
prescribeebpioids!/

28g5ee, for instance, Leonard Paulozzi and Daniel Stier, “Pr
New Yor k and JwenlofPyblicktalth Pdicy Vol. 31 (2010), pp. 42232; and Linda Wastila and

Christine Bishop, “The Influence of Mult i gdumal@@opy Prescriopt
Pharmaceutical Care in Pain & Symptoifebruary 17, 2010, pp-19.

249 Corey Davis Amy Judd Lieberman, Hector Hernand@z | gado, et al ., “Laws Limiting the

Di spensing of Opioids for Acute Pain in DigandAcohbled St at es:
Dependencevol. 194 (2018), pp. 16672. States thdtave imposed restrictions on thgration, number of pills, or

dosein a single prescriptiomclude Alaska, Connecticut, Delaware, Hawaii, lllinois, Indiana, Kentucky, Louisiana,

Massachusetts, Maine, Minnesota, Missouri, North Carolina, New HampskineJ&tsey, Nevada, New York, Ohio,

Pennsylvania, Rhode Island, South Carolina, Tennessee, Utah, Virginia, and Vermont. T he specific restrictions vary by

state.

Congressional Research Senice 37



Consumption of Prescription Opioids for Pain

Al t heoungeh pati entfs onmapa mbiedh emedi cation regi men f or
pajimany magéootnitiat & soetph eori dtsr @ dt mehretys f i r st
Congressetmagnsure that asceoptiné Ostaaeeetimecuituesaesde,d
so that nonopioigreephacamgapFohepapmpbe eat oneina
access to nonaddictive pain products, the SUPPO
meeting with stakehodder st alnadasduubmecdrugeensd d aygc £ h e
challenges of dewdlicmiln gt fianesadtdnefmaoirvoef 2Mpai n or &
I n response to this directive, FDA convened bot
meeting and i s®PCedgdreafst mpyi dadwcé deentireas i agme
encout adgei vnegl capndeofts mewo pi oi d otrh exrodrfaidedaa d d il tvieo n
Member s oft oQodadrgsriedsesr t #3 leiveSpetrtilwiec dJs STask Force w
evaluating the efficacy of nonopioidnperms treat
for MekdMecddarcemi d ServiOdesmmompoebexamplke. multidisci
management would |ikely fesruelat memnti.ncreased fin

" OOOUEDEW. xDOPEW4 Ul WEOE W, | OUEOwW 1 EOUT w( UOUIT L

Congress could seek to address theuseparcédntasund
undertreated mental health disorders. Pain and
health conditions s u’@Moraesacad®aarrbisds iaonnd aunndt raenaxti eed
health disorders are associated wit P Tshebst ance
ment al health treatment system in the United St
medi ®iYeeanyn i ndi viidhuwaltso mpmrees emlt providers may b
underlying mental health conditi®d®hstegusatnggor
ment al health care into mainstusiammg me cbdal car e
approaches thocéam@groedongi.pgScorpdenidngisfeor t hese me
issues, and subsequentldemdnedt o’pigpt hgmat crog !l d r

250 gection 3001 oP.L. 115271
BPIlEDASt 4t ement on agency's first year accomplishments impler

opioids crisis * Oc t o b ehttps2/viwv.fd2 goviledvseventgpressannouncementstatementagencysfirst-
yearaccomplishmentémplementingsupportactauthoritiesaddressopioids

252The National Institutes of Health (NIH) operates the Helping to Endciddi Longterm (HEAL) Initiative, which
includes supporting research on, among other things, the management and treatment of pain without the use of opioids.
For more information, segtps://heal.nih.gov/

253gee, brexample, Anke HinrichRocker, Kerstin Schulz, | mke Jarvinen, et al
Correlates for Chronic PoSurgical Pain (CPSP}YA Sy st e ma t EumpeRreJournalwf,Painol. 13, no. 7
(August 2009), pp. 72:930; and Danielle® d d i and Natasha Curran, “Chronic Pain Af

Ri sk Fact or s, Postgraduaf Medica JotrnamIn90,’ho. 1062 (2014).

45ee, for example, Lynn WeEbet Bif sot Ré s ldaeBtldAng pvelsl?dsh e e, Opi oi d
no.5 (2017), pp. 1741748.

255Thomas W. Croghan and Jonathan D. Brolmtegrating Mental Health Treatment Into the Patient Centered

Medical HomeU.S. Department of Health and Human Services, Agency for Healthcare Research and Quality, AHRQ
Publication No. 160084-EF, Rockville, MD, June 201(ttps://pcmh.ahrg.gopageintegratingmentathealth
treatmentpatientcentereemedicathome.

26NatalieSach&€r i csson, Kiara Cromer, Annya Hernandez, et al ., “A

Rel at ed Probl ems: The Role of P s yaudmal &f Trauma& Oissosiationdbe r s and Cur
10, no. 2 (2009).

257 Few prospective longitudinal studies examining the relationship between mental health interventions and subsequent

opioid use exist; however, some studies suggest adequate mental health treatment could potentially reduce future opioid

use. See, forexample,ar k  Sul | i van, Mar k Edl und, Lily Zhang, et al ., ‘A
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Appendix A. ( OUI UOEUDPOOEOQuw
. xP@PE UEUDPHBXWEUDPOOU
Table A-1.Common National Regulatory Systems for Medical Opioid Use in
OECD Countries

Regulation Description

National clinical practice guidelines Recommendations for the appropriate use of prescription opioids in the treatme
of pain. Guidelines may be issued by governmental bodies, professional
organizations, or other stakeholder§or example, mst guidelines agree on severe
opioid riskmitigation strategies, including upper dosing thresholds, cautions witt
certain medications, attention to druglrug and druedisease interactions, use of
risk assessment tools, treatment agreements, and urine drug tésting.

National provider training and Didactic programs thatinclude specific eviderased guidelines combined with

stewardship programs educational initiatives and direct trainiegrriculums and activities for prescribing
health care professionals. Outreach campaigns promote judicious use of opioid:
access to trainings and resourdes.

Special permit/license required for  National laws limit the competence to prescribe controlled medicines to certain
prescribing specified medical specialists; designated institutions and/or providers are allowe
prescribe controlled medicies if a special permit or license is obtairfed.

Special prescription forms Special forms omultiple copies are required and/or other administrative

required/prescribing in multiple requirements for health care professionals prescribing op#bids.

copies required

Limited prescription vality Prescriptions for some controlled medicines expires within a certain time after
issuancé.

Amount of controlled medicine to be Restrictions on the duration, number of pills, or total MMEs in a single
prescribed is fhited prescriptiond

Daily dosage is limited Limits on the maximum dailjosage for an opioid prescriptich.

National prescription drug Nationalelectronic databasesthattrack prescriptions for contdllmedicines,
monitoring program such as opioids

National prescription drug adverse  Nationalelectronic databasesthat tracdverse eventfor medical products and
events tracking system controlled medicines, such as opiolds

Disciplinary action for Deliberate or unintended violation of adnitrative requirements and regulations
overprescribers may result in sanctions for health care providers.

Marketing restrictions Limits on allowable marketing prtices for the pharmaceutical industry, including

constraints or prohibitions on directo-consumer or directto-provider activities.

Consumer warning systems Labels on medications contain warnings regarding possible adverse outcomes
associated with use.

Consumer education campaigns Messaging campaigns that seek to inform the public about the possible danger:
associated with opioid use and mistise.

Postdispensing control mechanisms Widespread and systematic mechanisms to safely collect or dispose of excess
medications.

Source: CRS analysis. See table notes belowselectedcitations.

Notes: Table format and information based on those providedviarjolein Vranken, John Lisman, and Aukje

Mantet 7HHXZLVVH “"%DUULHUV WR $FFHVV WR 2SLRLG OHGLFLQHVY 5HVXOWYV RI
5HIXODWLRQV RI &HQWUDO D Q GThHeLawtet Origolo¥gl RISt DIQ2@LR)XpR. WAB LHYV 1

e22, andOECD, Addressing Problematic Opioid Use in OECD C@mEiPHealth Policy Studies, Paris, France,
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June 11,201 &thttps://www.oecd.ordiealthAddressingproblematicopioid-usein-oecd-countriesal 828610
en.htm.

a. OECD, Addressing Problematic Opioid Use in OECD CQE€iesealth Policy Studies, Paris, France, June
11, 2019, ahttps://www.oecd.ordiealthAddressingproblematieopioid-usein-oecd-countriesal8286f0
en.htm

b. 6HH IRU LQVWDQFH <XNLR 6XJD OD\DNR 8FKLGD 6KXQ\D 6X]XNL HW DO
Related with Opioid Analgesics in Japan: Assessment Based on Japanese Adverse Drug Event Report
'D W D E Bidl.HPharm. Bullol. 42, no. 5 (2019), pp01-809.

c. 6HH IRU LQVWDQFH %DVWLDQ 5RVQHU -HVVLFD 1HLFXQ -XVWLQ <DQJ H\
*HUPDQ\ DQG WKH *OREDO 2SLRLG (SLGHPLF 6\ VPWsORBMWUSE2EHYLHZ RI $YDL
2019

d. For examples, see Marjolein afrken, John Lisman, and Aukie MantégHHXZLVVH “~"%DUULHUV WR $FFHVYV
Opioid Medicines: Results of a Review of National Legislation and Regulations of 11 Central and Eastern
(XURSHDQ & RNeQ&vidét Ghidolpgyl. 17,n0. 1 (2016), pp. elR2.

e. FoU H[DPSOHV VHH :LQIULHG +DXVHU 6WHSKDQ 6FKXJ DQG $QGUHD )XUOD
*XLGHOLQHV IRU 2SLRLG 7KHUDS\ IRU &KURQLF 1RQFDQFHPBaBDLQ $ 3HUVS
Around the Wotldrol. 2, no. €599 (2017).

f. Europen Medicines AgencY¥he European Regulatory System for Medicines: A Consistent Approach to Medicine
Regulations across the European, BENoW71625/2016,2016; Gerard Arnoldus Kalkman, Cornelis Kramers,
S5REHUW YRQ 'RQJHQ HW DO isus&éi QuibMs inQh&WKthierivld: DREBospective,
Multi VRXUFH 'DW D Eanvet PacXi@altml. 4 (2019), pp.e49805; and Health Canada,
"0LQLVWHU RI +HDOWK *LQHWWH 3HWLWSDV 7D\ORU $QQRX@FHV ,QWHQW V
press release, June 19,2018htaps://www.canada.oaihealth-canadaiews2018/06Mministerof-health
ginette petitpastaylor-announcesntent-to-severelyrestrict-marketingof-opioids.html.

g. See, folinstance, Health Canaddew Regulations to Provide Better Information for Patients on the Safe Use of
Opioid Medicatignslay 2, 2018, dtttps://www.canada.cahealthcanadaiews2018/05hew-regulations
to-provide better-informationfor-patientson-the-safeuse of-opioid-medications.html

h. See, forinstance, The Royal College of Anaestheti@pjoids Aware A Resources for Patients and
Healthcare Professionals to Support Prescribing of OpMiedicines for PainpuLondon, England, 2018, at
https://fpm.ac.ukbioidsaware.

i.  For more information, and examples, see National Academies of Sciences, Engineering, and NPadticine,

Management and the Opioid EpideBailancing Societal and Individual Benefits and Risks of Prescription Opioid
Use Washington, DC, 2018.
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To gather relevant arnegdrmRSameésiemafrearmmati bomarfiamn:
Il iter at uirhee bsrevaarrOyhe2s2®r ch was for |literature on
n the United States and comparisons with other
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ternatd.osh.a)l c(onmepnar i sons of padkKH hbanFaH\e ERED @ r &
DaWkreevi ewed medical journal focusing on glob
arches included geographiwr dadpea,msi n(tierenat iUnn & le,
untry names) in combination with the followin
phabetically:
x Chronic pain
x Compl ementary
Xx I ntegrative
Xx Nonaddictive

x Noncancer pain

x Noninvasive

x Nonnarcotic

Xx Nonphar macol ogic

X Opi oinb/pNomi d

Xx Pain

Xx Pain Management

x Palliative

X Prescribe

X Prescription

Xx Surgical/ nonsurgical

X Treatment/intervention/therapy

his search initially identified 108 scientific
iterature to idehéerteyg I ns§obgmatimomino tdiaftf er ences
lobally. Ref erences, additional ciwteatei ons, and
eviewed wheinna@alpypdiompg isaegwer al duwbltiosthad d tolwreau @0
ournalJ] whtielpapers, and government, agency, o0
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258 | dentification and classification of thesa followed principles of content analysis; however, no formal coding
occurred. For more on content analysis, see Robert Philip Wedeic Content AnalysidNewbury Park, CA: Sage
Publications, 1990).
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