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Executive Summary

EXECUTIVE SUMMARY

In 2017, several members of Congress sent a letter to the World Health
Organization (WHO) warning that Purdue Pharma L.P. (Purdue), was attempting to
expand their drug sales to international markets using the same fraudulent marketing
tactics that instigated the opioid crisis in the United States. We expressed our concern
that Purdue’s expansion could trigger an opioid crisis on a global scale. When the WHO
failed to respond to the letter, we began to question why they would remain silent about
such a significant and devastating public health epidemic. The answers we found are
deeply disturbing.

In the 1990s, Purdue and the Sackler family, the company’s owners, developed an
aggressive marketing strategy to increase its sales of OxyContin. According to Purdue’s
own internal planning documents, the company sought to influence the WHO’s
recommendations on how health care providers and policy makers should administer
prescription opioids. Almost a decade later, multiple aspects of Purdue’s marketing
strategy were included in two WHO guidelines on opioid prescribing.

In 2011, the WHO published a document called Ensuring Balance in National
Policies on Controlled Substances, Guidance for Availability and Accessibility of
Controlled Medicines (Ensuring Balance). Ensuring Balance was written as an update to a
previous WHO guideline that focused solely on cancer pain. Ensuring Balance
corroborates the oft-repeated Purdue claim that dependence occurs in less than one
percent of patients, despite no scientific evidence supporting this claim and a multitude
of studies contradicting it. It states: “Opioid analgesics, if prescribed in accordance with
established dosage regimens, are known to be safe and there is no need to fear
accidental death or dependence.”

Following the publication of Ensuring Balance, the WHO published a second
document in 2012 called Pharmacological Treatment of Persisting Pain in Children with
Medical Illnesses (Persisting Pain in Children). This document was also created as an
update to a previous guideline that focused exclusively on using opioids to treat cancer
pain in children. This guideline uses the marketing term coined by the opioid industry
and utilized often by Purdue: ‘opiophobia.” Opiophobia is how the opioid industry defines
a physician’s “unreasonable fear” of prescribing opioids. Persisting Pain in Children tries
to overcome ‘opiophobia’ by emphasizing the safety of opioids. The WHO claims that
there is no maximum dosage of strong opioids, like OxyContin, for children. The WHO
published this claim despite the fact that U.S. public health agencies have found that fatal
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overdoses skyrocket in adult patients who are prescribed above 9o morphine milligram
equivalents (MME) per day.

What is most striking about Persisting Pain in Children is that it completely
eliminates the second step on the WHO’s model of treating pain: a three-step pain
treatment ladder. Under the initial guideline, the WHO recommended that physicians
start pain patients on non-opioids like Tylenol before moving patients “up the ladder” to
a combination of non-opioids with low strength opioids. If the first two steps were
unable to treat the patient’s pain, then the WHO recommended moving up to strong
opioids like OxyContin. Purdue’s planning documents from the late 1990s identified
replacing combination drugs with OxyContin on step two of the WHO’s pain ladder as an
important part of their marketing strategy. In 2012, the WHO gave Purdue exactly what
they wanted. Now, in Persisting Pain in Children, if a child’s pain is assessed as moderate
to severe, the WHO recommends skipping step two altogether and moving straight from
non-opioid medication to strong opioids such as OxyContin.

Evidence shows that the content in Ensuring Balance and Persisting Pain in
Children was influenced by many organizations and individuals known to have financial
ties to Purdue and to other major players in the opioid industry. The web of influence we
uncovered, combined with the WHO’s recommendations, paints a picture of a public
health organization that has been manipulated by the opioid industry. It is concerning
that the recommendations in these two documents, containing content that benefits the
opioid industry, is now being used as reference material for a multitude of other
publications.

We are highly troubled that, after igniting the opioid epidemic that cost the United
States 50,000 lives in 2017 alone and tens of billions of dollars annually, Purdue is
deliberately using the same playbook on an international scale. Moreover, we are
disturbed that the WHO, a trusted international agency, appears to be lending the opioid
industry its voice and credibility. Based on the course of events that has taken place in
the U.S. over the past 20 years, if the recommendations in these WHO guidelines are
followed, there is a significant risk of sparking a worldwide public health crisis.

The following report is a compilation of publicly available information that details
how Purdue was able to accomplish its goal of disseminating misleading information on
opioid prescribing to the international community. This report raises questions about
the integrity and accuracy of the WHO’s opioid prescription guidelines and the influence
Purdue may have had on their development. As we are limited to publicly available
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information, it is possible that there may be more to uncover regarding Purdue
and the Sackler family’s efforts to expand internationally.
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Purdue Pharma L.P. (Purdue) and the Sackler family, the company’s founders and
present-day owners, are widely attributed with instigating the U.S. opioid crisis by
marketing OxyContin as a safe and effective opioid prescription. Because of Purdue’s
role in igniting the opioid epidemic in the United States, the company is currently being
sued by multiple states and hundreds of smaller jurisdictions (see Appendix A).' But it
was not until recently that we became aware of Purdue’s efforts to expand into
international markets.

In 2016, the Los Angeles Times revealed that, through an international network of
companies called Mundipharma, the Sackler family has been deploying the same tactics
abroad that were so effective in raising the U.S. rates of opioid prescriptions (and rates of
substance use disorder and overdose death). In its investigation, the Los Angeles Times
detailed the international expansion of the opioid industry’s established pattern of
diminishing the perceived risks of opioids and then using trusted sources and groups to
aggressively market their safety and efficacy to medical doctors.

Following the Los Angeles Times exposé, several Members of Congress sent a
letter (see Appendix B) expressing apprehension that if Purdue were permitted to utilize
similar marketing tactics in the international market, the global community may face the
beginnings of a worldwide public health crisis. The WHO never responded, and this
failure to reply prompted our investigation into the WHO’s ties to Purdue and our
examination of the WHO’s public health recommendations on the use of prescription
opioids.

In the 1990s, Purdue began producing OxyContin, a potent opioid with highly
addictive properties.’ The quick and exponential rise in sales of OxyContin can be

Jonathan Stempel, iNew Yor k Sues Reweys@uynt 2018, Maker Pur due
www.reuters.com/article/ugsaopioidspurduepharma/nework-suesoxycontinmakerpurduepharmaover
opioidsi d USKBN1KZ1WZ; Tom Wi nt er vaniaduesROxycdntin®&akbrdywdue o, A Pen
Phar ma, says it t aBQGQNewshMay 1% 20d%tpd:/wwvanbahews.@in/sewsius
news/pennsylvaniguesoxycontinmakerpurduepharmasaysit-targetedelderly-n1005586.

2Harriet Ryan, Lisa Girion, Sco&l over , i Oxy CodniitWend rGo etn | G/l olbuaslitos Abgetes i ng S
Times,Dec. 18, 2018, www.latimes.com/projectsftee-oxycontinpart3/.

SPurdue Phar ma, i A last madifie® 2009 (aceessBchFahruarg 2019)
https://www.purduepérma.com/about/#&paneld6; Harriet Ryan, Lisa Girion, Scott GloveiYou Want a
Description of Hour? 6P rQorgselas Tonaddyss, 2015,
www.latimes.com/projects/oxycontipartl/.
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attributed to Purdue’s deliberate three-pronged strategy that successfully encouraged
doctors to increase the use and prescription of opioids:
1) Expand the use of OxyContin to reach patients suffering from non-cancer pain
(such as chronic back pain) and replace the prescription of combination pain
medication - i.e. ibuprofen and a weak opioid - with OxyContin;*
2) Aggressively market OxyContin to clinicians by falsely minimizing the drug’s
addictive potential and maximizing its effectiveness;> and
3) Deliberately spread misinformation by building financial relationships with
trusted physician groups, patient groups, and advocacy organizations.®

Purdue recognized it could maximize its profits if OxyContin was utilized by
patients suffering from both cancer-related pain and non-cancer pain. In its 1997 Budget
Plan, the company listed one of its objectives: “To roll out OxyContin into the non-
malignant pain market by positioning it as an alternative to shorter acting opioids.”” In
1998, Purdue emphasized the potential returns on this strategy by saying that “[t|he
market for OxyContin Tablets consists of patients with both cancer pain and non-cancer
pain. The non-cancer pain market is much larger.”® Purdue was even reluctant to
describe OxyContin as a cancer pain drug because they didn’t want to lose out on the
potential profits within the non-cancer pain market.’

“Pur due Ph aBudgetPlanéi 1 © 8 gvailable by Kaiser Health News, June 13, 2018, khn.org/news/purdue
andthe-oxycontinfiles;Pur due Phar ma, fiepdt®availedle lolydaser HRaltraNewspJune 13,
2018,khn.org/news/purduandthe-oxycontinfiles/.

David ArmstTrooyge ReSeaaled& oBoMadk ed QrxuysCaodnet STAT NewsBepto2@,k bu st er
2016, www.statnews.com/2016/09/22/ablmtycontincrusade/.

5Aaron Kessler, Elizabeth Cohen, Kat herine Grise, A CNN
Money TheGNNMaréhdz, 018, www.cnn.com/2018/03/11/health/prescriptipioid-payments
eprise/index.htmiCeline Goundefiwho is Responsible for the Pahi | |  E p The NewiYarkefovember

8, 2013online atwww.newyorker.com/business/currency/wiseresponsibldfor-the-pain-pill -epidemi¢ Andrew
Kolodny, David T. Courtwright, Catherine S. Hwang, Peter Kreinter, John L. Eadie, Thomas W. Clark, and G.
Caleb Alexander, AThe Pr e AdcublicpléalthcAppro@ch to an Epideminaf Her oi n
Addi c AnnwmliiRewiew of Public Healtio. 36 (2015):5594.

‘Purdue Phar ma, fiep@t9 available loy ikaiser HBalthreNewspJune 13, kB prg/news/purdue
andthe-oxycontinfiles/.

8Purduem ar ma, @19 9 8repBrts dvgilable byPKaiaen Health News, June 13, ZKHi8prg/news/purdue
andthe-oxycontinfiles/.

David Armstrong, AiPurdueds Sackler Embraced Plan to Con
Deposi ti &SNAT Sdbrmawys2], 8019, online lattps://www.statnews.com/2019/02/21/purepkearma
richardsackleroxycontinsealeddeposition/.
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The expansion into the non-cancer chronic pain market was closely tied to
establishing OxyContin as the preferred alternative to prescribing combination pain
medicine. At the time, the WHO was still recommending the use of their three-step
analgesic ladder for the treatment of pain. The ladder recommended physicians
prescribe combination pain medication before moving on to strong opioids like
OxyContin. Under this three-step model approach, prescribers are instructed to first
give patients non-opioid pain relievers such as Nonsteroidal Anti-inflammatory Drugs
(NSAIDs) and Acetaminophen for mild pain. If the pain escalated to moderate pain, the
WHO recommended using drugs comprised of a combination of non-opioids and a
weaker opioid. Finally, if patients were experiencing severe pain, they should be given
strong opioids like morphine or oxycodone. See Figure 1 for a visual depiction of the
WHO'’s 3-step pain ladder.”

FIGURE 1: THE WHO'S 3-STEP PAIN LADDER

Moderate to Severe Pain

'Strong' opioid + nonopioid
+ adjuvant therapy

Mild to Moderate Pain
'Weak' opioid +
nonopioid + adjuvant

therapy

Mild Pain

Nonopioid + adjuvant
therapy

As a trusted public health organization, the WHO’s recommendation to use
combination pain medication before trying strong opioids like OxyContin represented an
obstacle to Purdue’s marketing strategy. Purdue made this clear in their 1996 Budget Plan
that stated, “Fixed combination opioids...have been the drugs of choice for treating

10wWorld Health Organization, Genev@ancer Pain Relief]986,(accessed May 20, 2019)
https://apps.who.int/iris/bitstream/handl@665/43944/9241561009_eng.pthe WHO created the-&ep pain
ladder in 1986.
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moderate to moderately severe cancer pain (W.H.O. Step 2) .... Combination
opioids are considered primary competition for OxyContin.”"

Purdue’s 1996 Budget Plan went on to establish the following marketing objective:
“To establish OxyContin as the opioid of choice in Step 2 of the W.H.O. analgesic
stepladder.” The Budget Plan goes on to say: “To displace MS Contin and Duragesic in
Step 3 of the W.H.O. analgesic stepladder, by positioning OxyContin as the opioid to start
with and stay with, thereby expanding the usage of Step 2.”*

Purdue remained resolute about transforming the WHO ladder. Five years later,
Purdue’s 2001 Budget Plan stated that “OxyContin Tablets are recommended and
promoted for Steps 2 and 3 of the W.H.O. analgesic ladder...Physicians’ understanding of
the utility and appropriateness of OxyContin Tablets therapy for persistent pain lasting
more than a few days will be essential to our efforts to compete with the Step 2 opioid

combination products.”™

The second successful aspect of Purdue’s marketing strategy was to downplay the
addictive potential of OxyContin by misinforming doctors about the use of opioids. For
instance, Purdue trained its sales and marketing team to tell doctors that the risk of
developing a substance use disorder was “less than one percent,” a claim based on an
infamous, discredited 1980 letter to the editor of the New England Journal of Medicine
known as the “Porter and Jick” letter.* The WHO would later repeat this claim in its 2011
and 2012 guidelines.

"Purdue PhaaBudgePlangi1868ports available by Kaiser Health
andthe-oxycontinfiles/.

124d.

BPurdue PheaBudgePansf200ports available by Kaiser Health
andthe-oxycontinfiles/.

Barry Meier,Pain Killer: A "Wonder" Drug's Trail of Addiction and Deafbnited States of America: Rodale Inc.,
2003), 8, 99,
https://books.google.com/books?hl=en&lr=&id=c4sqrn5WAwY C&oi=fnd&pg=PA5&ots=vmvuMnsp93&sig=Mb
9PXxUviMUwIDOhQ359Y739Veb4#v=0onepage&g&f=falséan Zee,The Promotion and Marketing of
OxyContin: Commercial Triumph, Public Health Tragedynerican Journal of Plib Health (Feb. 2009} ow a
Short Letter in a Prestigious Journal Contributed to the Opioid Grislashington Post, (June 2, 2017) (online at
https://www.washingtonpost.com/news/mornimix/wp/2017/06/02/hovthe-opioid-crisistracesbackto-a-five-
sentece-scholarlyletter-from-1980/?utm_term=.67a850250963his OneParagraph Letter May Have Launched
the Opioid EpidemicBusiness Insider (May 26, 2016) (online at www.businessinsider.com/Apodgick-letter
launcheéthe-opioid-epidemic20165). In 1980, Doctor Hershel Jick and his graduate student sent a short letter to
the New England Journal of Medicine claiming that individuals are unlikely to develop an addiction after using
painkillers. Unfortunately, their methodology was later shown to bewntsand never confirmed. Instead, over

4
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Part of Purdue’s effort to minimize the addictive properties of opioids was tied to
its goal of keeping patients on opioids longer. Purdue’s efforts are further described in a
pending lawsuit brought by the Commonwealth of Massachusetts against Purdue:

...Purdue deceived doctors into keeping patients on opioids for longer and
longer periods of time. Purdue gave its salespeople explicit instructions to
‘extend average treatment duration.” Purdue’s business plans valued
patients by how long they could be kept on Purdue’s opioids and targeted
patients who could be kept on opioids for more than a year. To ‘drive sales
and profitability,” Purdue deliberately worked to keep patients on its
opioids longer.”

The complaint sets forth a detailed explanation of some of the other deceptive
practices that Purdue and its salespeople employed in order to advertise the “safety” of
OxyContin, including that opioids have “no ceiling dose;” that “NSAIDs and Tylenol” have
“life-threatening” side effects, while opioids are “the gold standard of pain medications;”
and that Purdue funded “switch research” to “understand what triggers prescribers to
switch patients” from safer NSAIDs to more dangerous opioids.*

Prong 3:

Purdue strategically employed a third strategy to overcome what the opioid industry
called “opiophobia”: a marketing term describing any fear medical professionals may
have about prescribing opioids due to concerns about their risks or side effects.” Relying
on the assumption that medical professionals would listen to individuals and
organizations they trusted, Purdue began to foster financial partnerships to compromise
patient and physician pain groups. These partnerships allowed Purdue to subversively
market its misinformation by funneling it through seemingly unbiased organizations that

600 scholars have inaccurately cited this letter and spread the misinformation. This letter was also widely used by
opioid manufacturers to back up their claims that opioids carried a very low risk of addiction

Conmplaint, Commonwealth v. Purdue Iret. al, No. 1884cv-01808, at 24, Mass. Super. Ct. June 12, 2018,
www.mass.gov/files/documents/2018/06/12/Purdue%20Complaint%20FILED.pdf.

18d., at 2829.

"Ger man Lopez, fiThe Maker of Oxnw€oAddncWi ve WYixkebi Dyt S5t @
12, 2018, online at www.vox.com/scienrard-health/2018/2/12/16998122/opiedlisisoxycontinpurdue
advertising;seenote 2 (OxyContin Goes Global).
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advocated for relieving and treating chronic pain.”* The Annual Review of Public
Health describes Purdue’s intricate strategy: “Between 1996 and 2002, Purdue Pharma
funded more than 20,000 pain-related educational programs through direct sponsorship
or financial grants and launched a multifaceted campaign to encourage long-term use of
[opioid painkillers| for chronic non-cancer pain.” These doctors and organizations,
knowingly or not, functioned as fronts, lending their credibility to Purdue’s false and
misleading marketing claims.

As shown by the company’s exponential increase in opioid sales and profits, Purdue’s
documented marketing strategies worked.>* Trusted public health organizations
convinced doctors that opioids were safe and effective and, in turn, doctors focused their
efforts on minimizing pain for patients by increasing prescriptions for these highly
addictive drugs.

When we sent our warning letter, we were unaware that the WHO had already
published two opioid prescription guidelines that repeatedly affirmed and advanced
Purdue’s central marketing claim that opioids are safe and effective while downplaying
their addictive properties. In fact, the opioid industry’s influence on these reports began
at least a decade before we sent our letter.*

%Celine Gounder , @ Who -RillEpicRmispToenNew YorkeNovembrer 8t 20%8, oRliaeian
www.nhewyorker.com/business/currency/wiseresponsiblefor-the-painpill -epidemic.
18Andrew Kolodny, David T. Courtwright, Catherine S. Hwang, Peter Kreinter, John L. Eadie, Thomas W. Clark, and G.

CaebAlk ander, fAThe Prescription Opioid and Heroin Crisis

Addi c AnnmirReview of Public Healtio. 36 (2015):5594.
Katherin Eban, #fAOxyCont iFortuneMoventber8,&&l1,Pai nf ul Medicine, 0

fortune.com/2011/11/09/oxycontpurduepharmaspainfukme di ci ne/ ; Jul i e Scharper, i A

l i ke OxyCont i n Hayv elohhsaHopkins Magadt@&al 2016, e Tol | , 0O
hub.jhu.edu/magazine/2016/fall/opieddidictionpainmanagementin 1996, the year OxyContin was released on the
market, they made $45 million. In 2002, they made $1.5 billion and then doubled their sales in seven years, pulling in
nearly $3 billion in 2009. Overall, prescription opioid sales nearjdgupled from 1999 to 2014.

2 ohn Fauber, AUW a F doumal Sentmeldrad, 2011Ppr ug Gr owt h, 0
archive.jsonline.com/watchdog/watchdogreports/119130114;Atvalfld Health OrganizatioAchieving Balance in
National Opioids Control Policy: Gdelines for Assessmer000,

http://apps.who.int/medicinedocs/pdf/whozip39e/whozip39epdf.r due és i nvol vement may ha\

2007. In 2000, the WHO Collaborating Centre for Policy and Communications in Cancer Care at the University of
Wisconsin Pain & Policy Studies Group published a guidelahieving Balance in National Opioids Control Policy:

Guidelines for Assessment whi ch woul d serve as t heEmumyiBalandeonr t he WH!

National Policies on Controlled Sulasices: Guidance for Availability and Accessibility of Controlled Medicilmes.
2011, the WHO Collaborating Centre for Policy and Communications in Cancer Care at the University of Wisconsin
Pain & Policy Studies Group revealed that from 1999 to 2010diabaepted over $1.6 million from Purdue.
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The WHO began seeking input on the formulation of these two guidelines in 2007, and 8
of the 21 organizations the WHO consulted had known financial relationships with the
opioid industry (see Appendix C).>* Moreover, the WHO collected this input in the form of
a Delphi Study, a specific methodology that relies on the principle of reaching consensus
among the surveyed participants.” Given its ties to one-third of the survey participants,
the opioid industry had a significant influence on the “consensus” that was ultimately
reached for WHO guidelines.

Armed with this opioid industry feedback, the WHO set out to update their guidelines
on prescribing opioids: Ensuring Balance in National Policies on Controlled Substances,
Guidance for Availability and Accessibility of Controlled Medicines (Ensuring Balance)
and Guideline 2: WHO Guidelines on the Pharmacological Treatment of Persisting Pain in
Children (Persisting Pain in Children).2

A review of these guidelines makes it clear that the ‘problem’ the WHO seems to be
addressing is not how to limit the use of these highly addictive drugs, but rather how to
eliminate barriers to their use.

2ANorld Health OrganizationlyHO Normative Guidelines on Pain Management: Report of a Delphi Study to
Determine the Need for Guidelines and to Identify the Number and Topics of Guidelines that Should be Developed
by WHO,Jun. 2007, www.who.int/medicines/areas/quality_safety/delpldyspain_guidelines.pdf; Matthew
Perré&pderal Pain Panel Ri f e WheSdnttldTimedassuary 27, 2@16,ar ma C o my
www.seattletimes.com/business/fedgralnpanetrife-with-links-to-pharmacompanies/). In addition to these
opioid indwstry-f unded organi zations, the WHOO6s final report o
their advocacy in favor of expanding the use of prescription opioids. Principal among these was Kathleen Foley, a
central figur e icampdigh @ee dgble 2).iHdr worlnhdsubseen sowduable to Purdue that the
company donated $1.5 million to endow a chair in her name.

2’RAND Corporationii De | p h i &(akbedssdd May,2, 2018itps://www.rand.org/topics/delpimethod.html.

2%World Health OrganizatiorEnsuring Balance in National Policies on Controlled Substances: Guidance for
Availability and Accessibility of Controlled Medicing911,
apps.who.int/iris/bitstream/handle/10665/44519/9789241564175_eng.pdf?sequéioddedth
Organization, WHO Guidelines on the Pharmacological Treatment of Persisting Pain in Children with Medical
lliness 2012,
apps.who.int/iris/bitstream/handle/10665/44540/9789241548120 Guidelines.pdf;jsessionid=196A5F9BOC8A8F83
0A79EB845949983D2?sequence=1.
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Guideline 1: Ensuring Balance in National Policies on Controlled Substances, Guidance

for Availability and Accessibility of Controlled Medicines

The foundation upon which all of Purdue’s marketing strategies are built is the
idea that prescription opioids are safe and effective. Central to this misrepresentation is
the discredited claim that dependence occurs in less than one percent of patients.> The
2011 WHO guideline, Ensuring Balance, both repeats this false claim and then further
minimizes the risk of developing a substance use disorder. According to the guideline:

It should be recognized that controlled medicines, when used rationally for
medical purposes, are safe medicines. Opioid analgesics, if prescribed in
accordance with established dosage regimens, are known to be safe and
there is no need to fear accidental death or dependence. A systematic
review of research papers concludes that only 0.43% of patients with no
previous history of substance abuse treated with opioid analgesics to relieve
pain abused their medication and only 0.05% developed dependence
syndrome.>

By 2011, a study from the National Institute on Drug Abuse (NIDA) had discredited
this claim by reporting that substance use disorders among chronic pain patients treated
with opioids ranged between 3 and 40 percent.”” By 2019, NIDA had found that between 8
and 12 percent of individuals prescribed opioids end up developing an opioid use
disorder.*® Based on NIDA’s 2019 numbers, 160 to 240 times more people will develop a
substance use disorder from prescription opioids than the WHO guideline claims. It is
difficult to imagine that the WHO could have been unaware that their claim was widely

25Seenote 14 (OneParagraph LettgyRu s s e | | Por t en oOhrpnickise oflopiod analgeBics ineagn, A
malignant pain: reportof 38 casies. Pai n n o -82 Bwo indivRi@&s Yith 4tréry ties to the opioid
industry, Russell Porten@nd Kathleen Foley, also wrote an academic article that supported this claim. This
article has served as a reference for doctors, patient groups, and other pain studies that helped spread this falsity

NWorl d Heal thE®@sganngaBlabancé, o

21y.S. Department of Health and Human Services, National Institute of Health, National Institute on Drug Abuse,
Prescription Drugs: Abuse and Addictio@ctober 2011, at 13, www.documentcloud.org/documents/2 7723
prescriptionresearckseries#documefg13/a41513.

28.S. Department of Health and Human Services, National Institute of Health, National Institute on Drug Abuse
National Institute on Drug Abus@pioid Overdose Crisidast modified January 201@accessed Feb. 27, 2019)
https://www.drugabuse.gov/drugduse/opioids/opioidverdosecrisis#eight.
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disputed. Moreover, it seems impossible that the agency remains unaware of the true
risk of substance use disorder today. Yet, Ensuring Balance remains available to the
public, continuing the spread of this dangerous misinformation.

Once the WHO accepted the premise that prescription opioids are safe and
effective, they focused their efforts on how best to maximize access. It is clear from the
title of the guideline itself, the “balance” the WHO is trying to “ensure” involves reducing
the number of prescription opioids policies that restrict access to opioids in favor of
increased access. The guideline emphasizes this point:

As far back as 1989, the [International Narcotics Control Board (INCB)|] drew
attention to some governments’ overreaction to the drug abuse problem when
“the reaction of some legislators and administrators to the fear of drug abuse
developing or spreading has led to the enactment of laws and regulations that
may, in some cases, unduly impede the availability of opiates.”*

Ensuring Balance also expresses concern that restrictive drug control policies
could stigmatize the use of opioids and thereby reinforce what Purdue calls
“opiophobia.” For example, it makes the following recommendation: “Terminology in
national drug control legislation and policies should be clear and unambiguous in order
not to confuse the use of controlled medicines for medical and scientific purposes with
misuse.” It goes on to say, “it is recommended to avoid the use of stigmatizing terms like
‘dangerous drugs’, ‘addiction’, etc. for controlled medicines in legislation.”*

Furthermore, in line with the first prong of Purdue’s strategy to expand the use of
opioids to non-cancer pain, the WHO justified the creation of Ensuring Balance on the
premise that the WHO’s earlier set of guidelines, Achieving Balance in National Opioids
Control Policy: Guidelines for Assessment, placed too much emphasis on cancer
patients. The WHO recommends the use of opioids for both moderate and severe
chronic pain, despite the fact that no reliable evidence exists proving that the long-term
use of opioids for chronic non-cancer pain is safe or effective.>

World Heal thE®Osganng aBlébancé, o

S"%orl d Heal thE®@sganhng aR&X.ancé, o

SWorl d Heal thE®@sganng aBabancé, o

Al ex Smith, #fAOpioids Dondt Be ARRMach6e20l8Medi cati ons f or
www.npr.org/sections/heakshots/2018/03/06/590837914/opiocidentbeatothermedicationsfor-chronicpain;
Deborah Dowell, MD, TamaraM.ldag er i ¢ h, PhD, Roger Chou, MD, ACDC Gui
ChronicPaild Uni t ed St dteenal Mortalify WéeklpRepor65, (2016):149,
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Ensuring Balance goes on to make a bold claim that there should be no maximum
daily dosage of strong opioids. The guideline says:

When balancing drug control legislation and policies, it is wise to leave
medical decisions up to those who are knowledgeable on medical issues.
Therefore, the amount of medicine prescribed, the appropriate formulation
and the duration of treatment should be the practitioner’s decision, based
on individual patient needs and on sound scientific medical guidance (e.g.
national or WHO treatment guidelines). An example of how this rule may
sometimes be violated is the legal restriction on the maximum daily dosage
of strong opioids. Another example is the limitation of the use of strong
opioids only to certain conditions such as cancer pain or terminal cancer
pain, while other moderate to severe pain remains unaddressed.>

The WHO published this recommendation even though the Journal of the
American Medical Association had already found a clear association between higher rates
of opioid prescribing and higher rates of overdose deaths.*

When viewed through the lens of the opioid crisis in the United States, Ensuring
Balance’s recommendations are shocking. The WHO appears to conclude that
prescription opioids are safe and effective; that countries should avoid policies that limit
or discourage their use; and that no restrictions should be placed on their strength or
length of use. The WHO’s second guideline goes even further.

Guideline 2: WHO Guidelines on the Pharmacological Treatment of Persisting Pain in
Children

While Ensuring Balance uses the WHO’s credibility to validate the opioid
industry’s false safety claims, Persisting Pain in Children incorporates Purdue’s

https://www.cdc.gov/mmwr/volumes/65/rr/rr6501e1.htm 2016, the CDC further debunked the miytat opioids
are effective for chroncneoancer pain with its release of #fAGuidelin
which recommends that doctors exercise caution when prescribing opioids for chronic pain.

Worl d Heal thE®sgainng at®ad.ancé, o

Amy S. B. Bohnert, Marcia Valenstein, Matthew J. Bair,
Opioid OverdosdR e | a t e d JoDraahdf thesAmérican Medical Associati®d5(13) (2011): 1318321,
https://jamaetwork.com/journals/jama/fullarticle/896182
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Section Il

marketing terminology. By 2012, the WHO had adopted the use of the marketing term
“opiophobia.” In section 4.3 it states:

Changing the regulatory framework for opioid analgesics, for
example, by reducing the burden of dispensing procedures will not
automatically result in increased access to pain medication as it will
have no effect on unreasonable fear of opioid use (“opiophobia”)
among clinicians, pharmacists, nurses, patients and their families. In
order to change attitudes, a major effort should be made to educate
them on the rational use of opioid medicines.”

Persisting Pain in Children downplays the risk of developing a substance use
disorder by referring to “opiophobia” as an “unreasonable fear.” Rather than
acknowledge the highly addictive nature of opioids, the WHO insinuates that providers
and families are simply ignorant of the benefits of opioid medicines.

Persisting Pain in Children also contains some eerily similar recommendations to
Purdue’s own materials. For instance, the guideline claims that “[tjhere is no specific or
maximum dose of opioids that can be predicted in any individual case. The correct dose
should be determined in collaboration with the patient to achieve the best possible pain
relief with side-effects acceptable to the patient.”* The claim that there is no maximum
dose of opioids is a central piece of Purdue’s marketing strategy.” In addition, when
Persisting Pain in Children was published, the medical community was already
recognizing that higher doses of opioids are not more effective in relieving chronic pain,
and that higher doses of opioids significantly raise the risks of overdose and death.>*
Similar to Purdue’s marketing strategies, the guideline goes on to conclude that no limit

SWorl d Heal thPOrghasiizagi Batséaiin Chil dren, o

Wor |l d Heal thPOrgasiizagi Batidhfiin Children, o

S’ZackBudryk A Pennsyl vania attorney gener alThedil,dMayl1RL20t9due Phai
https://thehill.com/homenews/statatch/443656pennsylvanieattorneygeneralsuespurduepharmaover-opioid
epidemic).

38Centers for Disease Control and Raetion,Calculating Total Daily Dose of Opioids for Safer Dosa2@]16,
(accessed on Sept. 4, 2018) www.cdc.gov/drugoverdose/pdf/calculating_total daHg.mhifde 2016, the CDC
released its own guidance called, fACalculating Tot al
that, among chronic pain patients at the Veterans Health Administration (VHA) who were receiving opioids from
2004 to 2009, the avage prescribed dosage of patients who died of opioid overdoses was 98 MME per day.
Comparatively, patients only prescribed 48 MME per day did not die from overdoses. Based on this study, and
other similar statistics, the VHA goes on to recommend that pral eajvaid ofidarefully justify increasing
dosages too090 MM/ day.
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Section Il

should be placed on the “quantity of medicines or the length of the treatment inscribed
in a prescription,” despite the fact that longer prescriptions significantly increase the
likelihood of opioid dependence.** The WHO has so thoroughly bought into Purdue’s
assertion that opioids are safe and effective, it recommends no maximum opioid dosages,
even for children.

Moreover, the guideline goes on to highlight the risks of using non-opioid
painkillers while downplaying the risks of opioids. According to the guideline: “The risks
associated with strong opioids are recognized but are acceptable in comparison to the
uncertainty associated with codeine and tramadol.” On the following page, in a
risks/benefits analysis for a recommendation on paracetamol (acetaminophen) and
NSAIDs, the guideline says, “The long-term safety of both paracetamol and NSAIDs in
children is unknown. There are concerns about potential renal and gastrointestinal
toxicity and bleeding with NSAIDs. There are well-described risks of acute overdose
associated with paracetamol. There is age restriction in the use of ibuprofen below three
months of age.”™°

Worse, the WHO provides these recommendations even though it admits it has
relatively little evidence to substantiate them. The introduction of Persisting Pain in
Children makes it clear that the source material used to inform the guideline’s
recommendations is ambiguous: “The majority of the studies considered in these
guidelines have been conducted in children with acute pain and do not appropriately
address research questions regarding children requiring long-term pain treatment.”

Later in the document, the WHO indicates that every recommendation related to
practices involving opioid prescriptions are based on what the guidelines themselves call
“low” or “very low” quality of evidence. And yet despite this low quality of evidence, all of
Persisting Pain in Children’s recommendations for policy makers are intended to be
followed “unequivocally,” and it is “a measure of good quality care” for clinicians to
adhere to these recommendations.* In other words, the WHO is unambiguously
recommending that highly addictive, dangerous opioids should be available to children

World Heal thPOrgiasiizagi Bai n dii38 ; C R atlodpJudly of ®pioids, 1
in 5 Become Longl e r m UArssTechinicaMarch 18, 2017, arstectoa.com/science/2017/03/with10-day
supply-of-opioids1-in-5-becomelong-termusers/.When patients receive an opioid prescription for edfiye
supply, their chances of still being on opioids a year later are about ten percent. When they receiage a ten
supply, that chance leaps up to 20 percent.

World Heal thPOrghasiizagi Pati8®88.i n Chil dren, o

“World HealthPOrgasiizagi Batilifii n Children, o

2World HealthPOrgasiizagi Patildaidin Children, o
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Section lll & IV

even though they openly recognize that there is little evidence to support that
recommendation, and that any further research on the topic would “likely” change the
suggested course of action.

Finally, in the ultimate act of deference to Purdue’s marketing strategy, Persisting
Pain in Children makes a dramatic change to the WHO’s three-step analgesic ladder for
the treatment of pain (See Figure 1). It replaces the three-step model with a two-step
approach by completely eliminating the recommendation to use weaker combination
opioids—the drugs Purdue identified as their primary competition—before moving a
patient to strong opioids like OxyContin.# In the updated model, the WHO recommends
moving a child from non-opioids such as NSAIDs and Tylenol straight to strong opioids
with no intermediary step.+ Purdue could not have hoped for a better outcome.

We know that one key to Purdue’s (and the entire opioid industry’s) success in the
United States was their strategy of funding organizations, people, and research that
promoted the company’s marketing goals. We have discovered that many of these same
actors are directly affiliated with the work of the WHO. It is evident that Purdue and the
wider opioid industry exerted significant influence on the WHO as the organization
developed and wrote its guidelines on the use of opioid prescriptions.

Without having access to complete financial records for each of these
organizations and individuals, we are unable to say with certainty that money flowed
directly from Purdue to the WHO. With the evidence we were able to find in public
records, the visual (Figure 2) and the tables below begin to untangle the intricate threads
between Purdue, the broader opioid industry, and the WHO.

“Pur due Pha2rOnda2, Briuld9geesbrts &vhilabie by Kaiser Health News, June 13, 2018,
khn.org/news/purduandthe-oxycontinfiles/.
“Worl d Heal thPOrghasiizagi Pati3®d.in Chil dren, o
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Figure 2

FIGURE 2: INFLUENTIAL ORGANIZATIONS AND PEOPLE WITH TIES TO THE

OPI0ID INDUSTRY
PURDUE &ML I3 L[
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Table 1

TABLE 1: A DESCRIPTION OF INFLUENTIAL ORGANIZATIONS

| - _D
American Pain
/' Society/IASP

Richard Payne
Kathleen Foley
Russell Portenoy

The American Pain Society and its global arm, the International
Association for the Study of Pain (IASP), promote opioid use, especially
for chronic, noncancer pain.* The American Pain Society is an
organization with its own longstanding ties to Purdue that were the
The American subject of a Senate investigation in 2017.#° The investigation revealed that
Pain Society  multiple organizations that claimed to be independent patient advocacy

and the groups, including the American Pain Society, received significant
International payments from opioid manufacturers.+
Association for The American Pain Society is a recipient of funding from the

the Study of  Mayday Fund.# Both organizations are affiliated with multiple prominent

Pain (IASP)  individuals with connections to the opioid industry such as Russell
Portenoy, Kathleen Foley, and James Campbell, who have all been past
presidents of the American Pain Society and have their own relationships
to the Mayday Fund (see Table 1, Mayday Fund). In addition, Richard
Payne, an individual with ties to Purdue, is a former president of the
American Pain Society (see Table 3). Finally, Dennis Turk, a recipient of

45American Pain Societyfour Portal tothe Global World of Painast modified 2019accessed May 19, 2019)
http://americanpainsociety.org/abeng/iasp/overviewUse of Chronic Opioid Therapy in Chronic Noncancer
Pain; TheAmerican Pain Society in Conjunction with the American Academy of Pain Medidgeeof Chronic
Opioid Therapy in Chronic Noncancer Paifanuary 23, 2009,
http://americanpainsociety.org/uploads/education/guidelines/chomniid-therapycncp.pdf

46Y.S. Senate Homeland Security & Government Affairs CommiReeling an Epidemic: Exposing the Financial Ties
Between Opioid Manufacturers and Third Party Advocacy GroMasority Report, 11% Cong. (Feb. 12, 2018)
www.hsgac.senate.gov/imo/media/doc/REFT-Fueling%20an%20Epidemic
Exposing%20the%20Financial%20Ties%20Between%200pioid%20Manufacturers%20and%20Third%20Party%?2
OAdvocacy%20Groups.pdf).

47d.

“8American Pain SocietyAmerican Pain Society Awarded Research Grant from Mayday, fay 31, 2016,
ameicanpainsociety.org/abouis/pressoom/americaspain-societyawardedresearckgrantfrom-maydayfund.
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Table 1

personal fees from opioid manufacturers, is also a past president of the
American Pain Society.*

The IASP has been a recipient of funding from opioid
manufacturers, including Purdue and its international arm,
Mundipharma. According to the IASP’s 2008 and 2009 Annual reports,
Purdue and Endo Pharmaceuticals, another opioid manufacturer, are
two of the organization’s three affiliate members.>° The IASP’s website
states that it received funding in 2017 from Mundipharma, Janssen, and
Teva Pharmaceutical for grant funding and sponsorships.™

Connection to the WHO: The IASP provided funding for the
development of both Ensuring Balance and Persisting Pain in
Children.>? IASP also gave input on the development of the WHO
Delphi Study Report that surveyed multiple IASP Chapters such as the
European Federation of IASP Chapters and the Latin American
Federation of IASP Chapters (see Appendix C). Finally, the official
medical journals of American Pain Society and the IASP such as Pain,
The Journal of Pain, and Acute Pain are referenced throughout
Persisting Pain in Children.>

Kathleen Foley Mayday Fund

Russell Portenoy

49American Chronic Pain Associatiofgvisory Board Membeygaccessed Sept. 5, 2018) www.theacpa.org/about
us/advisorsh oar d/ ; D wo r k fional Mahagesnkent of Reurapatkeia Paie: NeuPSIG
Re c o mme n dPAIN 54ma. 41, (2013)224961, rsds.org/wpcontent/uploads/2015/02/interventiomahgt
neuropathipai n. pdf; John Fauber, il OM and CRddPagdPoady,n f u l
June 25, 201https://www.medpagetoday.com/painmanagement/painmanagement/46482.

S0nternational Association for the Study of PdiiSP 2008 Annual Repodt s3.amazonaws.com/rdcms
iasp/files/production/public/Content/ContentFolders/MembersOniy@ial_Report 2008 low_res_Final_082409
.pdf; International Association for the Study of Pdimiernational Association for the Study of Pain 2009 Annual
Report s3.amazonaws.com/rdcms
iasp/files/production/public/Content/ContentFolders/AboutlASP/IASPAriRegabrt2009.pdf.

Snternational Association for the Study of Pdhisclosures{accessed Sept. 4, 2018) www.iasp
pain.org/Leadership/Disclosurelanssen is a unit of Johnson & Johnson; Teva Pharmaceutical Industries is
another drug manufacturer.

WorldHe al t h Or gmsuwringBalancedii,atfivor | d He al tPersiging @ainnn Chiklren 6o na, t
6.

SWorl d Heal t hPe®istjm@Painin Ghildrepd , afi 76 1521, 123, 1438
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Table 1

The Mayday Fund is a grantmaking organization with a focus on
pain management. One of the Mayday Fund’s most advertised functions
is funding the Mayday Pain & Society Fellowship, which encourages pain
specialists to enter public leadership roles.* The Advisory Board for the
Mayday Pain & Society Fellowship was previously chaired by Russell
Portenoy (see Table 2). The Mayday fellowship Advisory Board also
included Kathleen Foley (see Table 2), Scott Fishman, and James
Campbell.»

Scott Fishman is the former chairman of the Mayday Advisory
Board, and he is a past president of the American Pain Foundation.”® The
American Pain Foundation was a Purdue-funded organization that
spread misinformation about the safety of opioids. The organization was
forced to dissolve after a Senate investigation and media reports
revealed that it received more than 9o percent of its annual funding from
drug-makers and the medical device industry.”” In addition to receiving
funding from Purdue, Fishman is accused of lying to his university
employer and a medical journal about the extent of his financial ties to
opioid manufacturers.*® Consequently, he is now the subject of dozens of
federal lawsuits stemming from his involvement in the opioid crisis as an
industry-sponsored “opinion leader.”

James Campbell served as a member of the Mayday Advisory board,
a former president of the American Pain Society, and a former chairman
of the Board at the American Pain Foundation.® He is credited with first
saying pain should be treated as “the fifth vital sign,” which became a key

Mayday Fund

54The Mayday Fundylayday Fellows(accessed on Sept. 2018) www.maydayfund.org/mayddgllows/.

Christopher James, AaDr. Brian Schmidt Name2d 1tHewofotke May d
University Dentistry Sept. 3, 2013, dental.nyu.edu/aboutus/news/articles/276.html.

56Seenote 55 New York University Dentistry; Charles Ornstein and Tracy Webipatient advocacy group funded by
success of painkiller dr ughe WashingtorbPedbdcembat 83, 2011He al t h anc
https://www.washingtonpost.com/national/hedadtlience/pient-advocacygroupfundedby-succesof-painkiller-
drugsprobefinds/2011/12/20/gIQAgvczDP_story.html?utm_term=.07fba2c85c3e.

Charles Ornstein, Tracy Weber, AAmerican Pain Foundati
Prescription Narcoticd,ProPublicg May 8, 2012, online at www.propublica.org/article/senmaetinvestigates
drug-companytiesto-pain-groups.

S8Tracy Weber and Charles Ornstéiibwo Leader s i n Pain Treat merPtoPudliaavr e Long
Dec. 23, 2011www.propublica.org/article/twdeadersin-paintreatmenthavelong-tiesto-drug-industry.

®Id;Roger Parloff, fANation6s Top Paivahooormantedpris, 2618 ce Scor e
finance.yahoo.com/news/natietap-paindoctorsface scoresopioid-lawsuits160906369.html.

50Seenote 55 New York University Dentistty Senat e Commi ttee on the Judiciary,
M.D.,110"Congress, 6 July 31, 2007,
www.judiciary.®nate.gov/imo/media/doc/Campbell%20Testimony%20073107.pdf.
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component of opioid manufacturer-funded promotional materials
encouraging higher prescribing rates.

In 2016, the Mayday Fund announced it would give the American
Pain Society $100,000 to support its Future Leaders in Pain Research
Grant Program.®

Connection to the WHO: In addition to its indirect ties to the
WHO, the Mayday Fund provided funding for Persisting Pain in
Children.®

IAHPC

Kathleen Foley

In 2010 and 2014, the International Association for Hospice &
International  Palliative Care (IAHPC), an international advocacy and education
Association for organization for pain relief received funding from the Mayday Fund.* In

Hospice & 2008, it reported donations of $20,000 from Open Society Foundations,
Palliative Care $25,000 from Purdue, more than $34,000 from Griinenthal, another
(IAHPC) opioid manufacturer, and $75,000 from the US Cancer Pain Relief

Committee.” Kathleen Foley (see Table 2) is the former Chair of the
Board of Directors for IAHPC.%

81Sarah Kliff,iThe Opi oid Crisis ChangedVdduwwes5Da®X’t or s Think Abou
www.vox.com/2017/6/5/15111936/opieatisis-painwestvirginia.

62Seenote 48 (Awarded Research Grant).

Worl d HealthPOrgasiizagi Batibnfiin Children, o

4nternational Association for Hospice & Palliative Cak&tachment to Form 990 for International Association for
Hospice & Palliative Care2010, https://hospicecare.com/uploads/2015/6/9@B6rm.pdf; International
Association for Hospice & Palliative Camttachment to Form 990 for International Association for Hospice &
Palliative Care,2014, https://hospicecare.com/uploads/2015/6/990%20Form.pdf.

55Attachment to Form 990 for Internationdksociation for Hospice & Palliative Car2008,
https://hospicecare.com/uploads/2011/8/268¥&-990-ez.pdf.

% nternational Association fdri nto SifPirmeno& i Mal IHiostpii wee @anr

Wo r | d Jeiccgsseanl on May 17, 2019) https://hospicecare.com/newsletter2005/jan05/.
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Furthermore, Liliana de Lima is the Executive Director for the IAHPC
and has been the executive director since the early 2000s.” Liliana de Lima is
also heavily involved with the WHO. She is listed as the point of contact for the
IAHPC in the WHO Delphi Study, as a “Temporary Adviser” in the “WHO Staff”
section of Ensuring Balance, and as a member of Persisting Pain in Children’s
Expanded Review Panel.®

Connection to the WHO: IAHPC provided feedback to the WHO
Access to Controlled Medications Programme (ACMP) Framework in
2007 and has been a contributing funder to the WHO Collaborating
Centre for Policy and Communications in Cancer Care at the
University of Wisconsin. ®

US Cancer Pain

Richard Payne > A
Relief Committee

Kathleen Foley
Russell Portenoy

The US Cancer Pain Relief Committee is a Wisconsin-based
nonprofit that has consistently spoken out against placing reasonable
limits on opioid overprescribing and several members of its leadership

The US Cancer have longstanding ties to opioid manufacturers.” Kathleen Foley is
Pain Relief currently listed as the President of the US Cancer Pain Relief
Committee Committee.”™ Both Russell Portenoy and Richard Payne have also served

on the Committee’s board.™

One of the organization’s primary functions appears to be funding
other organizations that advocate for expanding opioid prescribing. For
example, in 2008, the International Association for Hospice & Palliative

" nternational Associ ati on, @ Bbxe cHotsipvi ec eDi& ePcatl d,ai a2t0i1vdea nCaa r
(accessed May 21, 201Bitps://hospicecare.com/bio/liliarde-lima/.

%Wor I d Heal t hWwWao NpanativeGuitelingsd, ait 45; Wor | d Ehserimd Balancglr gaatn i z
63, 66; Worl d HPesslstindPai®Oin Ghdldrend att o6, A

89Seenote 65 (Form 990, 2008)yorld Health Organization, Access @ntrolled Medications Programme
Framework, Feb. 2007, at 21, 24, www.who.int/medicines/areas/quality_safety/Framework_ACMP_withcover.pdf.

Guidestay fAUni ted States Cancer Pain Relief Committee | nc.
www.guidestar.org/profile/32 573802; Charl es Lane, AfAre Restrictions
Opinion,Washington PostApril 30, 2018, www.washingtonpost.comibjpns/arerestrictionson-opioidsa-
threatto-humanrights/2018/04/30/42c7ac3c8611e8af46-
b1d6dc0d9bfe_story.html?utm_term=.7abdde53458f.

Md; A@AForm 990 for US Canc @mwoPubieaj2016, Rieckssed Deceatbem2018) t ee | nc . |,
projects.popublica.org/nonprofits/organizations/391573802.

2Seenote 71 (Form 990 for US Cancer).
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Care, reported donations of $75,000 from the US Cancer Pain Relief
Committee.”

Connection to the WHO: The US Cancer Pain Relief Committee
provided funding for the development of Persisting Pain in Children.™

ICPCN

Kathleen Foley

The ICPCN is a nonprofit that focuses on palliative care for
children. The organization has expressed concern about opioid

International ; ‘
Children’s shortages for children.” The ICPCN has been funded by the Open Society
- Foundations and Griinenthal, another opioid manufacturer.” The ICPCN
Palliative Care .
Network has also presented at events sponsored by Mundipharma and hosted by
(ICPCN) the European Association for Palliative Care (EAPC).™

Connection to the WHO: The ICPCN provided funding for the
development of Persisting Pain in Children.™

73Seenote 65 (Form 990, 2008).

“Wor |l d Heal t hPe@istipgaRain in &hildrepa , afi 6 .

“Il'nternational Chil dr enos AbdwdadyDiettdr Vatkks ADaurChalldwges Avaumdk , 7l CF
Opioid Availability for Children in Sub-advec#icar an Af r i c
directortalks-challengearoundavailability-opioidschildrenseriousilinessessulrsaharaafrica/.

“Inter nati onal Chi | dr e n Bisanceantl Sustainakilifoeline@iawwe.icpNreotgiow r k ,
work/financeandsustainability/) (accessed on Sept. 4, 2018).

“"Eur opean Associat ild"€Coihgr eBal bif athee ECao@eamMayd& oci at i ¢
21, 2011, https://www.eapcnet.eu/Portals/0/adam/Content/KOFQ29AKX0i8oaDw
FxdJw/ Text/ Li sbon%20Abstracts%20. pdEAPEuU20b2 alhi Malsoki
May 30June 2, 2013,
https://www.eapcnet.eu/Portals/0/adam/Content/QSmeATO__ 0Cdo_rsyKK5RA/Text/prague%20programme%20.
pdf.

Worl d Heal t hPe@istm@Painin Ghildrepa , afi 6.
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’ [ -]

Open Society

Kathleen Foley F dati
oundations

Foundation Open Society Institute (Zug) is a branch of Open
Society Foundations, a grantmaking organization whose primary
function appears to be funding other organizations that advocate for
expanding opioid prescribing.
Open Society Foundations has also funded the International
Open Society  Association for Hospice & Palliative Care (IAHCP) and the International
Foundations Children’s Palliative Care Network (ICPCN).®
Multiple individuals with known ties to the opioid industry have
been involved with Open Society Foundations including Richard Payne
(see Table 2) and Kathleen Foley (see Table 2).
Connection to the WHO: Foundation Open Society Institute
provided funding for both Ensuring Balance and Persisting Pain in
Children.*

TABLE 2: A DESCRIPTION OF INFLUENTIAL PEOPLE

Russell Portenoy ‘

®Seenote 76 (Finance and Sustainabilityigenote 65 (Form 990, 2008).
8%Wor | d Heal t hPeBistm@Rainin €Hildremd , afi 6; Wor | d fAHEenaslutrh nQ@praigBaan i aznact!
iii .
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Russell Portenoy previously chaired the Advisory Board for the
Mayday Pain & Society Fellowship.® He is a past president of the
American Pain Society, is listed as a member of the US Cancer Pain
Relief Committee’s five-person board, and has been paid as a speaker
by Purdue.®

Portenoy is also a coauthor with Kathleen Foley of a famously
misleading article about the “Porter and Jick” letter.* He has been

Russell Portenoy sued in at least 18 different cases in federal court for his involvement
in the U.S. opioid epidemic as a paid “opinion leader,” who convinced
doctors to prescribe more opioids.*

Connection to the WHO: Our research indicates that Portenoy
had no direct connection to the WHO, but he has had relationships
with multiple organizations that provided financial support to the
WHO.

Willem Scholten

Willem Scholten was a WHO employee as the Team Leader for
the WHO Department of Essential Medicines and Pharmaceutical
Policies, Access to Controlled Medications Programme (ACMP), which
was the office responsible for producing both guidelines.®

He is listed as the Chairperson of the WHO Steering Group on
Pain Treatment Guidelines, one of the bodies credited with
contributing to the recommendations included in Persisting Pain in

Willem Scholten

81%eenote 55 (New York University Dentistry).

Patrick Radden Keefe, f@AThe ThaNewlYorkeOdioher30,B017,1 t an Empire
www.nhewyorker.com/magazine/2017/10/30aenily-thatbuilt-anempireof-pain; seenote 59 (Top Pain
Doctors);seenot e 71 (Form 990 for US Canc éAbout;Rusetl Rodenay,c a | Pai
MD, (&ccessed on Sept. 4, 2018) www.practicalpainmanagement.com/author/16278/portenoy.

83Seenote 82 (About Russell Portenoygenote 14 (OneéParagraph Lettereenote 25 (Portenoy, Foley).

84Seenote 82 (About Russell Portenoggenote 59 (Top Pain Dors).

8Department of Essential Medicines and Pharmaceutical Policies Health Systems and Services, World Health
OrganizationAccess to Controlled Medications Programme Component: Developing WHO Clinical Guidelines on
Pain TreatmentApril 2012,
https://www.who.int/medicines/areas/quality_safety/ACMP_BrNote_PainGLs_EN_Apr201@/pdf] Health
Organi Patrisomstimg PatigWoirhdCiHieladt @aE®é gainh g aBiad2ancé, o
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Children.*® He is also listed as a member of the five-person team that
made up the WHO Secretariat for Persisting Pain in Children.®

Scholten now works as a consultant and vocally opposes U.S.
government efforts to rein in prescribing.*

After the publication of Ensuring Balance and Persisting Pain in
Children, he received personal fees from Mundipharma, including
compensation for speaking at medical conferences in support of
greater opioid prescribing.* He had a relationship with Mundipharma
at least as early as 2015, only three years after Persisting Pain in
Children was published.*

Connection to the WHO: As the Team Leader for the WHO
Department of Essential Medicines and Pharmaceutical Policies,
Access to Controlled Medications Programme (ACMP), Willem
Scholten was a key player in authoring both Ensuring Balance and
Persisting Pain in Children.

y

Kathleen Foley has been such a valuable and vocal advocate for
the opioid industry’s interests that she is the namesake for a pain
management position, the Kathleen M. Foley Chair for Pain and
Palliative Care, at the Center for Practical Bioethics. Purdue made the

Kathleen Foley

%Wor | d Heal t hPe®istm@Paii zna tCha dt, 2 n, 0

Wor |l d HealthPOrgasiizagi Batil42iii n Chil dren, o

88Seenote 2 (OxyContin Goes Global); Willem Scholi@@®pi oi d overdose death epidemic
of pai n Eprepean Assdciatipndor Palliative Care, March 2, 2016,
https://eapcnet.wordpress.com/2016/03/02/opinidrdosedeathepidemiesensationalisedtthe-costof-pain

patients/.
Wi llem Scholten Consultancy, P r e s Substamce liists of tha interhatiosah o n A d

Drug Conventions -P5e2pi5t i mate?, 0 Sept. 23
www.lisbonaddictions.eu/attachements.cfm/att_ 242876 _EN_11h00_05 r2_ 25 Willem%20Scholten%20LisbonAd
d2015%20Session23%20ScholtenW.pdenote 2 (OxyContin Goes Glohal

90Seenote89 (Presentation at Lisbon).
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Table 2

Kathleen M. Foley Chair position possible with an endowment of $1.5
million.”

She is currently listed as President of the US Pain Cancer Relief
Committee, but she has also been a past President of the American
Pain Society, a member of the Mayday Pain & Society Fellowship
Advisory Board, and she directed two projects for the Open Society
Foundations.”

Foley also helped start the American Pain Foundation.” The
American Pain Foundation was a Purdue-funded organization that
spread misinformation about the safety of opioids. The organization
was forced to dissolve after a Senate investigation.*

Connection to the WHO: In addition to her ties to the opioid
industry, Kathleen Foley was a member of Persisting Pain in
Children’s Expanded Review Panel, which was responsible for
“defining the scope of the guidelines and...reviewing the evidence
retrieval report.”” She is also listed as an external consultant for the
WHO Delphi Study.*®

Finally, Foley is the past director of the WHO Collaborating
Center at Memorial Sloan Kettering Cancer Center and she chaired
three committees resulting in the publication of three WHO
Monographs: Cancer Pain Relief (1086), Cancer Pain Relief and

91Seenote 22 (Federal Pain Panel).

92Seenote 71 (Form 990 for U.S. Cancesgenote 55 (New York University Dentistry); Samantha Kupferman
Physicians for Human Rights, fAFor | mmediate Rel ease:
Foley to
humanrightswelcomesdr-kathleenfol ey-to-its-boardof-directors.html; Kathleen Foley, Memorial Sloan

Ketteri

ng

its Board of Directors, 0 Juwmrdeasesphysidaést-5 ,

Cancer Center, OQur Physicias & Nurses:

Sept. 4, 2018) www.mskcc.org/experience/physicatnsork/kathleerfoley-work. In an article for Memorial
Sloan Kettering Cancer Center, where Kathleen Foley has served in various roles, she discusses running the Project
on Death in America for the Open Society Foundations. Foley 8&lgs:[Project on Death in America] also

recognizedhat we had tdocus on the development of leaders and palliative care expemswere going to be
able to change the care of patients. We created leadership programs for physicians, nurses, and social workers. For

example, over the years, we awardeahgs to 87 faculty scholars, many of whom now hold positions at leading

academic institutions around the country, including at Memorial Sloan Kettering Cancer Center. These

professionals were to be the Trojan horses within our institutions to lead pginaahdl i at i v e

previously discussed, the effort to educate and
to increase their sales.
93Seenote 60 (Testimony of James Campbell); Charles Ornstein, Tracy Webeme r i can Pain Foundat |
Down as Senators Launch Investigation of Prescription NargoResPublicg May 8, 2012,
www.propublica.org/article/senatgmnetinvestigatesdrug-companyties-to-pain-groups.
%4Seenote 60 (Testimony of James Campbeienote 57 (Senators Launch Investigation).
“Worl d Heal thPOrgasiizagi Pati6n42i n Chil dren, o
Wor |l d Heal t hwWoOghNoi matiove, Gdi del i at8s on Pain Mahagemen
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Table 2

Palliative Care (1990) and Cancer Pain and Palliative Care in
Children (1996).”7

_Y
“p

Richard Payne

Richard Payne received grants from the Open Society’s Project
on Death in America. He is another former president of the American
Pain Society and served on the board of the U.S. Cancer Pain Relief
Committee.”® Payne has been a consistent presence in the Purdue-
sponsored movement to increase opioid prescriptions in the U.S.,
including as a speaker at opioid prescribing-related events.”

Connection to the WHO: Our research indicates that Payne
had no direct connection the WHO, but he has had relationships
with multiple organizations that provided financial support to the
WHO.

Richard Payne

TABLE 3: A DESCRIPTION OF WHO AFFILIATES OR PRODUCTS THAT
BENEFITTED FROM PURDUE AND OPIOID INDUSTRY FUNDING

The WHO Collaborating Centre for Policy and
Communications in Cancer Care at the University of Wisconsin
(the Centre) is known for advocating for increasing the volume
of opioid prescriptions.°
R : . In 2000, the Centre published Achieving Balance in
University of Wisconsin  n,;54] Opioids Control Policy: Guidelines for Assessment,
the document Ensuring Balance later replaced.

WHO Collaborating
Centre for Policy and
Communications in
Cancer Care at the

9International Association for Hospice & Palliative CaieK at hl een Fol ey, (accebsadsMay o di f i ed
2019) https://hospicecare.com/bio/kathideley/.

®Harvard University, ACurriculum Vitae of Richard Payne
hms.harvard.edu/sites/default/files/assets/Sites/AlumagfaD14CandidateCV_Payne.pséenote 71 (Form 990
for U.S. Cancer).

%d.

100Seenote 21 (UW aForce}Wor | d Heal t hA©Ocgasi zatContrdll ed Medicati or
at7, 21, 24.

0lseenote 21 (UW a Force).
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In 2007, the WHO developed a strategic framework for
the ACMP.* This initial framework received input from the
WHO Collaborating Centre for Policy and Communications in
Cancer Care at the University of Wisconsin. In 2011, the same
year the first WHO guideline was published, the Centre
revealed that it had accepted around $2.5 million from opioid
manufacturers, including $1.6 million from Purdue between

was

1025eenote 69(Access taControlled Medications).

1035eenote 21 (UW a Force).

1045eenote 22 YWHO Normative Guidelings

109d.
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