EDWARD J. MARKEY
MASSACHUSETTS

COMMITTEES:
EnvIRONMENT AND PusLic WORKS
FOREIGN RELATIONS
RANKING MEMBER:

SUBCOMMITTEE ON EAST AsiA, THE PACIFIC,
AND INTERNATIONAL CYBERSECURITY PoLicy

COMMERCE, SCIENCE, AND TRANSPORTATION
RANKING MEMBER:

SUBCOMMITTEE ON
SPACE, SCIENCE, AND COMPETITIVENESS

SmaLL BusiNESS AND ENTREPRENEURSHIP

CHAIRMAMN;
U.5. SENATE CLIMATE CHANGE Task FoRcE

Nnited States D

May 24, 2018

Surre SD-255
DIrRKSEN BUILDING
WasHingTon, DC 20610-2107
202-224-2742

EnatE 975 JFK FEDERAL BUILDING
16 NEw SUDBURY STREET
BosTon, MA 02203
617-565-8519

222 MiLuiken BouLevarp, Suime 312
FaLL River, MA 02721
50B-677-0523

1550 MaiN STREET, 4TH FLOOR
SPRINGFIELD, MA 01103
413-785-4610

The Honorable Alex Azar

Secretary

U.S. Department of Health and Human Services
200 Independence Avenue, S.W.

Washington, DC 20201

Dear Secretary Azar:

I write regarding the role opioid manufacturers play in designing and promoting continuing
education (CE) classes on opioid prescribing. According to a recent news report, pharmaceutical
companies have coopted these courses — often taken by prescribers to fulfill state education
requirements — to promote the use of prescription painkillers in ways that scientific and medical
data do not support.' I am concerned that the industry’s profit motives may be improperly
influencing the education that prescribers receive and endangering countless American lives.

Health professionals depend on CE courses for the most current information and professional
education on a wide range of medical issues. Under the Risk Evaluation and Mitigation
Strategies (REMS) instituted by the Food and Drug Administration (FDA), opioid manufacturers
are required to provide education for prescribers of opioid medications. This mandate is fulfilled
through CE activities funded by grants from opioid manufactures. Aside from the FDA loosely
outlining these opioid-prescriber courses, there is little quality control over, or evaluation of,
their content. The confluence of industry-funded education and minimal government oversight
leaves these CE classes rife for abuse.

A recent investigation by Mother Jones into the courses’ content revealed significant and
troubling shortcomings. Much of the opioid prescribing curriculum does not even conform to the
current Guideline for Prescribing Opioids for Chronic Pain promulgated by the Centers for
Disease Control and Prevention (CDC).? Indeed, the classes often do not cover the most recent

! Julia Lurie, Doctors Receive Opioid Training. Big Pharma Funds It. What Could Go Wrong?, MOTHER JONES
(Apr. 27, 2018), https://www.motherjones.com/politics/2018/04/doctors-are-required-to-receive-opioid-training-big-
pharma-funds-it-what-could-go-wrong/.

2 Dowell D, Haegerich TM, Chou R. CDC Guideline for Prescribing Opioids for Chronic Pain — United States,
2016. MMWR Recomm Rep 2016:65(No. RR-1):1-49. DOI: http://dx.doi.org/10.15585/mmwr.rr6301el.
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science on the treatment of chronic pain or the inherently addictive nature of these opioid
compotinds. Perthaps evén more disturbing, opioid manufacturers may be using-opioid.
prescribing and pain management CE courses to promote their products, at the expense of the
public’s health. As Mother Jones reported: “One medical school professor tried to incorporate
informatioen into.a REMS course about tapering off opioids-and using hon-pharmacological
options, but “that was not what we were being paid to'do,” he told [the reporter].”

A question and answer from-an opioid-manufacturer-sponsored CE class highlighted in the
Mother Jones report is telling. Prescribers are asked whether a doctor should continue to
prescribe opioids to a pafient' who has a history of alcoholism, smokes a pack of cigarettes a day,.
has a family history of substance abuse, and is already taking opioids every few hours for back
pain. The answet? The CE course recommends increéasing the patient’s dose of non-opioid
painkillers and switching hér to long-acting opioids that she should take every 12 hours.* But as
the Mother Jones teport points out, “there’s no evidence that opioids work for chronic pain,-
according to guidelines released in 2016 by the Centers for Disease Control and Prevention.
The course’s answer — more but different opioids — is.as troubling as-it is unsurprising;
because pharmaceutical companies that Spthorf’CE courses have a vested interest in promoting
further opioid use.

295 6

In short, it appeats that opioid prescnbers taking industry-funded CE classes are niot learning
about the current nature of the opioid overdose-epidemic, the latest information questioning
opioid prescribing for chronic pain, or the effectiveness of non-opioid alternatives. To address
these shortcomings, I 'have introduced legislation entitled the “Safer Prescribing of Controlled
Substances Act.” Under my bill, those who-apply to the Drig Enforcement Administration for a
federal license to prescribe controlled substances must complete mandatory prescriber education
approved by the Department of Health and Human Services:

I believe that unbiased and scwntlﬁcally sound instruction will help encourage responsible
prescrlbmg practices. Over—prescnbmg of opioids is a leading cause of the opioid abuse epidemic
that the country is-experiencing. According to the CDC, “[a]n estimated 1 out-of 5 patients with
non-cancer pain or pain-related diagnoses are prescribed opioids in office-based settings.”” The
CDC also reports that, among new heroin users, approximately thtee out of four-abused
prescription opioids before using heroin, and among peoplé who started using opioids in 2015
and presented for opioid addiction treatment, about two out of three started with prescription

% Julia Lurie, Doctors Receive Opioid Training, Big Pharma Funds It. What Could Go Wrong?, MOTHER JONES
(Apr. 27, 2018), htips://www.motherjones.com/politics/2018/04/doctors-are-required-to-receive-opioid-training-big-
pharnia-funds-it-what-could-go-wrong/,

4.1d.
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8 CDC guidelines ata glance state: “we don’t have enough information about the benefits-of ppioids long term?,
hitps://www.cdc.gov/drugoverdose/pdf/guidelines_at-a-glance-a.pdf

? https://www.cde.gov/drugoverdose/data/prescribing. html.
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opioids.® The lesson is clear: preventing opioid addiction begins with the prescribers and
ensuring that they know the best opioid prescribing practices.

To better understand the role opioid manufacturers play in designing or promoting the education
that prescribers receive, I respectfully request that by June 14, 2018 you respond to the following
questions about your oversight of pain management and substance abuse CE courses.

1. How do the opioid education initiatives required under REMS receive
accreditation as a CE course?

2. Have any agencies within HHS independently evaluated the content of pain
management and substance abuse CE courses? If so, has any content raised
concerns about its promotion of continued opioid use or conflict with current
practice guidelines?

3. What oversight efforts, if any, has HHS taken to ensure that opioid
manufacturers are not able to design or influence the content of CE courses?

4. What oversight efforts, if any, has HHS taken to ensure that CE course
instructors do not have financial ties to opioid manufacturers that may present
a conflict of interest?

5. What additional authorities or resources would HHS need to help ensure that
CE courses are adhering to the most recent science and CDC Guideline
around opioid prescribing?

Thank you in advance for your attention to these requests. If you have any questions, please
contact Dr. Avenel Joseph of my staff at 202-224-2742.

Sincerely,

Edward J. Markey
United States Senator

8 https://www.cdc.gov/drugoverdose/data/heroin.html.
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Dr. Graham McMahon, MD., MMSc¢

President and CEO

Accreditation Council for Continuing Medical Education
401 N. Michigan Ave. Suite 1850

Chicago, IL 60611

Dear Dr. McMahon:

[ write regarding the role opioid manufacturers play in designing and promoting continuing
education (CE) classes on opioid prescribing. According to a recent news report, pharmaceutical
companies have coopted these courses — often taken by prescribers to fulfill state education
requirements — to promote the use of prescription painkillers in ways that scientific and medical
data do not support.' I am concerned that the industry’s profit motives may be improperly
influencing the education that prescribers receive and endangering countless American lives.

Health professionals depend on CE courses for the most current information and professional
education on a wide range of medical issues. Under the Risk Evaluation and Mitigation
Strategies (REMS) instituted by the Food and Drug Administration (FDA), opioid manufacturers
are required to provide education for prescribers of opioid medications. This mandate is fulfilled
through CE activities funded by grants from opioid manufactures. Aside from the FDA loosely
outlining these opioid-prescriber courses, there is little quality control over, or evaluation of,
their content. The confluence of industry-funded education and minimal government oversight
leaves these CE classes rife for abuse.

A recent investigation by Mother Jones into the courses’ content revealed significant and
troubling shortcomings. Much of the opioid prescribing curriculum does not even conform to the
current Guideline for Prescribing Opioids for Chronic Pain promulgated by the Centers for
Disease Control and Prevention (CDC).? Indeed, the classes often do not cover the most recent

! Julia Lurie, Doctors Receive Opioid Training. Big Pharma Funds It. What Could Go Wrong?, MOTHER JONES
(Apr. 27, 2018), https://www.motherjones.com/politics/2018/04/doctors-are-required-to-receive-opioid-training-big-
pharma-funds-it-what-could-go-wrong/.

2 Dowell D, Haegerich TM, Chou R. CDC Guideline for Prescribing Opioids for Chronic Pain — United States,
2016. MMWR Recomm Rep 2016:65(No. RR-1):1-49. DOI: http://dx.doi.org/10.15585/mmwr.rr6501el.
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science.on the treatment.of chronic pain or the inherently addictive nature of these opioid
compounds, Perhaps.¢éven more disturbing, opioid manufacturers may be using opioid
prescribing and pain management CE coursés to promote their products, at the expense of the
public’s health. As Mother Jones reported; “One medical school professor tried to incorporate
information into a REMS course about tapering off opioids and using non-pharmacological
options,.but ‘that was not what we were being-paid to do,” he told _[the reporter] 3

A question and answer from an opicid-mamifacturer-sponsored CE class highlighted in the
Mother Jones report is telling. Prescribers are asked whether a doctor should continue to
prescribe opioids to a patient who has a history of alcoholism, smokes a pack of cigarettes a day,
has a family history of substance abuse, and is already taking opioids every few hours-for back
pain. The answer? The CE course recommiends increasing the patient’s dose of non-opioid
painkillers and switching her to. long-acting opiocids that she should take every 12 houits.* But'as
the Mother Jores report points out, “there’s no evidence that opioids work for chronic pain,
according to guidelines released in 2016 by the Centers for Disease Control and Prevention.”,$
The course’s answer — more but different opioids — is as troubling as it is unsurprising,
because pharmaceutical companies that sponsor CE courses have a vested interest in prometing.
further opioid use:

Ini short, it appears that opioid prescribers taking industry-funded CE classes are not learning
about the current nature. of the opioid overdose epidemic, the latest information questioning
opioid prescribing for chronic pain, or the effectiveness of non-opioid alternatives. To address
these shortcomings, I have introduced legislation entitled the “Safer Prescribing of Controlled
Substances Act.” Under my bill, those who apply to the Drug Enforcement Administration for a
federal license to prescribe controlled substances must complete mandatory prescriber education
approved by tlie Department of Health and Human Setrvices.

I believe that-unbiased and-scientifically sound instruction will hélp encourage resporisible
prescribing practices. Over—prescrlbmg of opioids is a leading cause of the opioid abuse épidemic
that the country is experiencing. According to the CDC, “[a]n estimated 1 out of 5 patients with
non-cancer pain or pain-related diagnoses are prescribed opioids in office-based settings.”” The
CDC also reports that, , Among new heroin users, approximately three out of four abused
prescription opioids before using herom,_ and among people who started using opioids in 2015
and presented for opioid addiction treatment, about two out of three started with' prescription

3 Julia Lurie, Doctors Receive Opioid Training, Big Pharma Funds It. What Could Go. Wrong?, MOTHER JONES.
(Apr. 27, 2018), https://www.motherfones.com/politics/2018/04/doctors-are-required-to-receive- -0pioid-training-big-
pharma=funds-it-what-could-gg-wrong/.

tid.

S1d.

® CDC guidelines ata glance state: “we don’t have enough information about the benefits of opidids long term™,
https://www.cdc. gow’drugoverdose;’pdffguldelmes at-a-glance-a.pdf

7 https: waw cde.gov/drugoverdose/data/prescribing.html.




Dr. Graham McMahon
May 24, 2018

Page 3

opioids.® The lesson is clear: preventing opioid addiction begins with the prescribers and
ensuring that they know the best opioid prescribing practices.

To better understand the role opioid manufacturers play in designing or promoting the education
that prescribers receive, I respectfully request that by June 14, 2018 you respond to the following
questions about your oversight of pain management and substance abuse CE courses.

1. What steps does AACME take to ensure that CE that are accredited for pain
management and substance abuse reflect the most recent science and medical
practice?

2. Do you require that any courses on chronic pain management reflect
information and recommendations provided in the CDC Guideline for
Prescribing Opioids for Chronic Pain?

3. How frequently do you audit approved and accredited CE courses? Is every
course audited over a particular time frame? What is the criteria you examine
upon auditing? If changes are needed to a CE course, how are those changes
recommended and implemented?

4. Are there any penalties or actions you take when it’s found that a course
provides misleading or incorrect information?

5. When you have evaluated the content of pain management and substance
abuse CE courses for accreditation, or during your process of auditing, has
any content raised concerns about its promotion of continued opioid use or
conflict with current federal practice guidelines?

6. What oversight efforts, if any, has AACME taken to ensure that opioid
manufacturers are not able to design or influence the content of CE courses?

7. What oversight efforts, if any, has AACME taken to ensure that CE course
instructors do not have financial ties to opioid manufacturers that may present
a conflict of interest?

Thank you in advance for your attention to these requests. If you have any questions, please
contact Dr. Avenel Joseph of my staff at 202-224-2742.

Sincerely,
Edward J. Markey
United States Senator

# https://www.cdc.gov/drugoverdose/data/heroin.html.
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Dr. Loressa Cole

Chief Executive Officer
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Dear Dr. Cole:

[ write regarding the role opioid manufacturers play in designing and promoting continuing
education (CE) classes on opioid prescribing. According to a recent news report, pharmaceutical
companies have coopted these courses — often taken by prescribers to fulfill state education
requirements — to promote the use of prescription painkillers in ways that scientific and medical
data do not support.' I am concerned that the industry’s profit motives may be improperly
influencing the education that prescribers receive and endangering countless American lives.

Health professionals depend on CE courses for the most current information and professional
education on a wide range of medical issues. Under the Risk Evaluation and Mitigation
Strategies (REMS) instituted by the Food and Drug Administration (FDA), opioid manufacturers
are required to provide education for prescribers of opioid medications. This mandate is fulfilled
through CE activities funded by grants from opioid manufactures. Aside from the FDA loosely
outlining these opioid-prescriber courses, there is little quality control over, or evaluation of,
their content. The confluence of industry-funded education and minimal government oversight
leaves these CE classes rife for abuse.

A recent investigation by Mother Jones into the courses’ content revealed significant and
troubling shortcomings. Much of the opioid prescribing curriculum does not even conform to the
current Guideline for Prescribing Opioids for Chronic Pain promulgated by the Centers for
Disease Control and Prevention (CDC).? Indeed, the classes often do not cover the most recent
science on the treatment of chronic pain or the inherently addictive nature of these opioid

! Julia Lurie, Doctors Receive Opioid Training. Big Pharma Funds It. What Could Go Wrong?, MOTHER JONES
(Apr. 27, 2018), https://www.motherjones.com/politics/2018/04/doctors-are-required-to-receive-opioid-training-big-
pharma-funds-it-what-could-go-wrong/.

2 Dowell D, Haegerich TM, Chou R. CDC Guideline for Prescribing Opioids for Chronic Pain — United States,
2016. MMWR Recomm Rep 2016:65(No. RR-1):1-49. DOI: http://dx.doi.org/10.15585/mmwr.rr6501el.
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compounds. Perhaps even more disturbing, opioid manufacturers may be using opioid
‘prescribing and pain management CE courses to promote their prodiicts, at the expense of the
public’s health. As Mother Jones reported: “One medical school professor tried to incorporate
information. into a REMS course about tapering off opioids and using noh-pharmacological
-options, but “that was not-what we were being paid to do,” he told [the repoiter].”

A question and answer from an-opioid-manufacturer-sporisored CE class highlighted in the.
Mother Jones report is telling. Preseribers are asked whether a doctor should continue to
prescribe opioids to a patient who has a history of alcoholism, smokes a pack of cigarettes a day,
has & family history of substance abuse, and is already taking opioids every few hours for back
pain. The answer? The CE coutse récommends i increasing the patient’s dose of non-opiocid
painkillers and switching her to long-acting opioids that she should take every 12 hours.* But as
the Mother Jones report points out, “there’s no evidence that opioids work for chronic pain,
‘according to guidelines released in 2016 by the Centers for Disease Control and Prevéntion.”,%
The course’s answer — more but different opioids —is as troubling as it is unsurprising,
because pharmaceutical companies that sponsor CE courses have a vested interest'in promoting
further opioid use.

In short, it appears that opioid prescribers taking industry-furided CE classes are nof learning
-about the current nature of the opieid overdosé epidemic, the latest information questioning
opieid preseribing for chironic pain, or the effectiveness of non-opioid altérnatives. To address
these shortcomings, I have introduced legislation entitled the “Safer Prescribing of Controlled
Substances Act.” Unider my bill, those who apply to the Drug Enforcement Administration fora
federal license to prescribe controlled substances must complete mandatory-prescriber.education
approved by the Department of Health and Human Services.

1 believe that unbiased and scientifically sound instruction will help ericourage responsible.
prescrlbmg practlces Over-prescribing of opioids is a leading cause of the opioid abuse epidemic
that the country is experiencing. According to the €DC, “[a]n estimated 1 out 6f 5 patierits with
non-cancer pain or pain-related diagnoses are prescribed opioids in office-based settings.” The
CDC also reports that, among new heroin usets, approximately three out of four-abused
prescription opioids before using heroin, and among people who started using opioids in 20135
and presented for opioid addiction treatment, about two out of three started with prescription

3 Iulia Lurie, Doctors Receive Opioid Training Big Pharma Funds It: What Could Go Wy ‘ong?, MOTHER JONES
(Api. 27, 2018), https://www.motherjones.com/politics/2018/04/doctors-are-required-to-receive-opivid-training-big-
pharma-funds-it-what-could-go-wrong/.

A Id.

3 Hd.

®CDC guidelines at a glance state: “we don’t have enough information abouit the benefits of opioids long term™,
https:/fwww.cde. govfdrugoverdose.fpdffgulde]mes at-a-glance-a.pdf

7 hitps://www.cde. gov/drugoverdose/data.fprescnbmg html..
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opioids.® The lesson is clear: preventing opioid addiction begins with the prescribers and
ensuring that they know the best opioid prescribing practices.

To better understand the role opioid manufacturers play in designing or promoting the education
that prescribers receive, I respectfully request that by June 14, 2018 you respond to the following
questions about your oversight of pain management and substance abuse CE courses.

1. What steps does ANCC take to ensure that CE that are accredited for pain
management and substance abuse reflect the most recent science and medical
practice?

2. Do you require that any courses on chronic pain management reflect
information and recommendations provided in the CDC Guideline for
Prescribing Opioids for Chronic Pain?

3. How frequently do you audit approved and accredited CE courses? Is every
course audited over a particular time frame? What is the criteria you examine
upon auditing? If changes are needed to a CE course, how are those changes
recommended and implemented?

4. Are there any penalties or actions you take when it’s found that a course
provides misleading or incorrect information?

5. When you have evaluated the content of pain management and substance
abuse CE courses for accreditation, or during your process of auditing, has
any content raised concerns about its promotion of continued opioid use or
conflict with current federal practice guidelines?

6. What oversight efforts, if any, has ANCC taken to ensure that opioid
manufacturers are not able to design or influence the content of CE courses?

7. What oversight efforts, if any, has ANCC taken to ensure that CE course
instructors do not have financial ties to opioid manufacturers that may present
a conflict of interest?

Thank you in advance for your attention to these requests. If you have any questions, please
contact Dr. Avenel Joseph of my staff at 202-224-2742.

Sincerely,

Edward J. Markey
United States Senator

* https://www.cdc.gov/drugoverdose/data/heroin.html,
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Dear Ms. Luke:

I write regarding the role opioid manufacturers play in designing and promoting continuing
education (CE) classes on opioid prescribing. According to a recent news report, pharmaceutical
companies have coopted these courses — often taken by prescribers to fulfill state education
requirements — to promote the use of prescription painkillers in ways that scientific and medical
data do not support.! I am concerned that the industry’s profit motives may be improperly
influencing the education that prescribers receive and endangering countless American lives.

Health professionals depend on CE courses for the most current information and professional
education on a wide range of medical issues. Under the Risk Evaluation and Mitigation
Strategies (REMS) instituted by the Food and Drug Administration (FDA), opioid manufacturers
are required to provide education for prescribers of opioid medications. This mandate is fulfilled
through CE activities funded by grants from opioid manufactures. Aside from the FDA loosely
outlining these opioid-prescriber courses, there is little quality control over, or evaluation of,
their content. The confluence of industry-funded education and minimal government oversight
leaves these CE classes rife for abuse.

A recent investigation by Mother Jones into the courses’ content revealed significant and
troubling shortcomings. Much of the opioid prescribing curriculum does not even conform to the
current Guideline for Prescribing Opioids for Chronic Pain promulgated by the Centers for
Disease Control and Prevention (CDC).? Indeed, the classes often do not cover the most recent
science on the treatment of chronic pain or the inherently addictive nature of these opioid

! Julia Lurie, Doctors Receive Opioid Training. Big Pharma Funds It. What Could Go Wrong?, MOTHER JONES
(Apr. 27, 2018), https://www.motherjones.com/politics/2018/04/doctors-are-required-to-receive-opioid-training-big-
pharma-funds-it-what-could-go-wrong/.

* Dowell D, Haegerich TM, Chou R. CDC Guideline for Prescribing Opioids for Chronic Pain — United States,
2016. MMWR Recomm Rep 2016:;65(No. RR-1):1-49. DOI: http://dx.doi.org/10.15585/mmwr.rr6501el.
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compounds. Perhaps even more disturbing, opioid manufacturers may be using opioid
prescribing and pain management CE courses to promote their products, at the expense of the
public’s health. As Mother Jones reported: “One medical school professor tried to incorporate
informatton-into a REMS course about tapering off opioids and using non-pharmacological
options, but ‘that was not what we were being paid to do,” he told {the reporter].™

A question and answer from an opioid-manufacturer-sponsored CE class highlighted in the
Mother Jones report is telling. Prescribers are asked whether a doctor should centinue to
prescribe opioids to-a patient who has a history of alcoholism, smokes a pack of cigarettes a day,
has a family history of substance abuse, and is already taking opioids evety few hours for back
pain. The answer? The CE course recommends increasing the patient’s dose of non-opioid
painkillers and switching her o long-acting opiocids that she should take every 12 hours:* But as.
the Mother Jones report points out, “there’s no evidence that opioids work for chronic pain,
according to guidelines released in 2016 by the Centers for Disease.Conttol and Prevention.”s.5
The course’s answer -— more but different opioids — is as:troubling as it is unsurprising,
because pharmaceutical companies that sponsor CE courses have a vested interest in promotin_g
further opioid use. ' |

In short, it appears that opioid preseribers taking industry-funded CE classes are not learning
about the current nature of the opioid overdose epidemic, the latest information questiohing
opioid prescribing for.chronic pain, or the effectivériess of non-opioid alternatives, To address
these shortcomings, I have introduced legislation entitled the “Safer Prescribing of Controlled
Substanices Act.” Under my bill, those-who- apply to the Drug Enforcement Administration for a
federal license to prescribe controlled substances must complete mandatory prescriber education
approved by the Department of Health and Human Services.

['believe that unbiased and scientifically sound instruction will help encourage responsible
prescribing practices. Over-prescribing of opioids is.a leading cause-of the opioid abuse epidemic
that the country is experiencing. According to the CDC, “[4]n estimated 1 out of 5 patients with
non-cancer pain or pain-related diagnoses are prescribed opioids in of'ﬁce-"t’)ased_.se‘r‘ri'ng_fs.f”7 The
CDC also reports that, among new heroin users, approximately-three out of four abused
prescription opioids before using heroin, and among people who started using opioids in 2015
‘and presented for opioid addiction treatment, about two out of three started with preseription

* Julia Lurie, Doctors.Receive Opioid Training. Big Pharma Furids It. What Could Go Wrong?, MOTHER JONES
(Apr. 27, 2018), https://www.mothetjones.com/politics/2018/04/doctors-are-required-to-receive- -opioid-trajning-big-
‘pharma-funds-it-what-could-go-wrong/.

i,

s 1d.

SCDC guidelines at a glance state: “we don’t have enough information about the benefits of opioids long term”,
hitps://www.cde.gov/drugoverdose/pdf/guidelings: at-a-glance-a.pdf

7 hittps:/fwww.cde. gov/drgoverdose/data/prescribing htm?.
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opioids.® The lesson is clear: preventing opioid addiction begins with the prescribers and
ensuring that they know the best opioid prescribing practices.

To better understand the role opioid manufacturers play in designing or promoting the education
that prescribers receive, I respectfully request that by June 14, 2018 you respond to the following
questions about your oversight of pain management and substance abuse CE courses.

1. What steps does ARC-PA take to ensure that CE that are accredited for pain
management and substance abuse reflect the most recent science and medical
practice?

2. Do you require that any courses on chronic pain management reflect
information and recommendations provided in the CDC Guideline for
Prescribing Opioids for Chronic Pain?

3. How frequently do you audit approved and accredited CE courses? Is every
course audited over a particular time frame? What is the criteria you examine
upon auditing? If changes are needed to a CE course, how are those changes
recommended and implemented?

4. Are there any penalties or actions you take when it’s found that a course
provides misleading or incorrect information?

5. When you have evaluated the content of pain management and substance
abuse CE courses for accreditation, or during your process of auditing, has
any content raised concerns about its promotion of continued opioid use or
conflict with current federal practice guidelines?

6. What oversight efforts, if any, has ARC-PA taken to ensure that opioid
manufacturers are not able to design or influence the content of CE courses?

7. What oversight efforts, if any, has ARC-PA taken to ensure that CE course
instructors do not have financial ties to opioid manufacturers that may present
a conflict of interest?

Thank you in advance for your attention to these requests. If you have any questions, please
contact Dr. Avenel Joseph of my staff at 202-224-2742.

Sincerely,
Edward J. Markey
United States Senator

8 https://www.cdc.gov/drugoverdose/data/heroin.html.
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Mary Borysewicz

Director

Commission for Continuing Education Provider Recognition
211 East Chicago Avenue

Chicago, Illinois 60611

Dear Ms. Borysewicz:

I write regarding the role opioid manufacturers play in designing and promoting continuing
education (CE) classes on opioid prescribing. According to a recent news report, pharmaceutical
companies have coopted these courses — often taken by prescribers to fulfill state education
requirements — to promote the use of prescription painkillers in ways that scientific and medical
data do not support.' I am concerned that the industry’s profit motives may be improperly
influencing the education that prescribers receive and endangering countless American lives.

Health professionals depend on CE courses for the most current information and professional
education on a wide range of medical issues. Under the Risk Evaluation and Mitigation
Strategies (REMS) instituted by the Food and Drug Administration (FDA), opioid manufacturers
are required to provide education for prescribers of opioid medications. This mandate is fulfilled
through CE activities funded by grants from opioid manufactures. Aside from the FDA loosely
outlining these opioid-prescriber courses, there is little quality control over, or evaluation of,
their content. The confluence of industry-funded education and minimal government oversight
leaves these CE classes rife for abuse.

A recent investigation by Mother Jones into the courses’ content revealed significant and
troubling shortcomings. Much of the opioid prescribing curriculum does not even conform to the
current Guideline for Prescribing Opioids for Chronic Pain promulgated by the Centers for
Disease Control and Prevention (CDC).? Indeed, the classes often do not cover the most recent

! Julia Lurie, Doctors Receive Opioid Training. Big Pharma Funds It. What Could Go Wrong?, MOTHER JONES
(Apr. 27, 2018), https://www.motherjones.com/politics/2018/04/doctors-are-required-to-receive-opioid-training-big-
pharma-funds-it-what-could-go-wrong/.

* Dowell D, Haegerich TM, Chou R. CDC Guideline for Prescribing Opioids for Chronic Pain — United States,
2016. MMWR Recomm Rep 2016;65(No. RR-1):1-49. DOI: http://dx.doi.org/10.15585/mmwr.rr6501el.
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science on the treatment of chronic pain or the inherently addictive nature of these opioid.
compounds: Perhaps even more disturbing, opioid manufacturers may be using opioid.
prescribing and pain mariagement CE courses to promote their products, at the expense of the
public’s health. As Mother Jones reported: “One medical school professor tried to incorporate
information into a REMS coutse about tapering off opioids and using non-pharmacological
options, but “that was not what we were being paid to do,” he told [the reportér].”

A question and answer from an: 0p101d—manufacturer sponsored-CE class highlighted in the
Mother Jones report is telling, Prescribers-are asked whether a doctor should continue to
prescribe epioids to a patient who has a history of al¢oholism, smokes a pack of cigarettes a day,
‘has a family history of substance abuse, and is already taking opioids every few hours for back
‘pain. The answer? The CE course recormmends i increasing the patient’s dose of non-opioid
painkillers and sw1tchmg her to long -dcting opioids that she should take every 12 hours.* But as
the Mother Jones report points out, “there’s no evidence that opioids work for chronic pain,
according to guidelines released in 2016 by the Centers for Disease Control and Preventlon._’”,ﬁ'
The ¢ourse’s answer — more but different opioids — is as- troublmg as it is: unsurpnsmg,
because pharmaceutical companies that sponsor CE courses have a vested interest in promoting
further opioid use.

In short, it appears that opioid prescribers takiiig industry-funded CE classes are not learning
about the current nature of the opioid overdose epidemic, the latest information questioning
opioid prescribing for chronic pain, or the éffectiveness of non-opioid alternatives. To address
these shortcomings, I have introduced legislation entitled the “Safer Prescribing of Controlled
Substances Act.” Under my bill, those who apply to the Drug Enforcement Administration for a
federal license to prescribe controlled substances must complete mandatory prescriber education
approved by the Department of Health and: Hurnan ‘Services.

I believe that unbiased and scientifically sound instruction will help encourage responsible
prescribing practices. Over-prescribing of opioids is a leading cause of the opioid-abuse epidemic
that the country is experiencing. According to the CDC, “[a]n estimated 1 out of 5 patients with
non-cancer pain ot pain-related diagnoses are prescribed opioids in office-based settings:*? The
CDC also repottsthat, among new heroin users, approximately three out of four abused
prescription optoids before-using heroin, and amotg people who started using opioids in 2015
and presented for opioid addiction treatment, about two out of threé started with prescription

3 Julia Lurie, Doctors Receive Opioid Trammg Brg Pharma Finds It. What Could Go Wrong'? MOTHER JONES
(Apr. 27, 2018), https://www.motherjones.com/politics/2018/04/doctors-are- required-to-receive-opioid-training-big-
pharma-funds-it-what-could-go-wrong/.

*1d.

SHd,

¢ CDC guidelines at a glance state: “we don’t have eniough information about the benefits of opidids long term”,
https/fwww-cde.gov/drugoverdose/pdf/guidelines -at-a-glance-a,pdf '

7 hitps:/iwww.cdc.gov/drugoverdose/datarprescribing hitml..
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opioids.® The lesson is clear: preventing opioid addiction begins with the prescribers and
ensuring that they know the best opioid prescribing practices.

To better understand the role opioid manufacturers play in designing or promoting the education
that prescribers receive, I respectfully request that by June 14, 2018 you respond to the following
questions about your oversight of pain management and substance abuse CE courses.

1. What steps does the Commission for Continuing Education Provider Recognition
take to ensure that CE that are accredited for pain management and substance abuse
reflect the most recent science and medical practice?

2. Do you require that any courses on chronic pain management reflect
information and recommendations provided in the CDC Guideline for
Prescribing Opioids for Chronic Pain?

3. How frequently do you audit approved and accredited CE courses? Is every
course audited over a particular time frame? What is the criteria you examine
upon auditing? If changes are needed to a CE course, how are those changes
recommended and implemented?

e 4. Are there any penalties or actions you take when it’s found that a course

~. provides misleading or incorrect information?

5. When you have evaluated the content of pain management and substance
abuse CE courses for accreditation, or during your process of auditing, has
any content raised concerns about its promotion of continued opioid use or
conflict with current federal practice guidelines?

6. What oversight efforts, if any, has the Commission for Continuing Education
Provider Recognition taken to ensure that opioid manufacturers are not able to design
or influence the content of CE courses?

7. What oversight efforts, if any, has the Commission for Continuing Education
Provider Recognition taken to ensure that CE course instructors do not have financial
ties to opioid manufacturers that may present a conflict of interest?

Thank you in advance for your attention to these requests. If you have any questions, please
contact Dr. Avenel Joseph of my staff at 202-224-2742.

Sincerely,
Edward J. Markey
United States Senator

8 https://www.cdc.gov/drugoverdose/data/heroin.html.
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David Hebert

Chief Executive Officer

American Association of Nurse Practitioners
225 Reinekers Lane Suite 525

Alexandria, VA 22314

Dear Mr. Hebert:

I write regarding the role opioid manufacturers play in designing and promoting continuing
education (CE) classes on opioid prescribing. According to a recent news report, pharmaceutical
companies have coopted these courses — often taken by prescribers to fulfill state education
requirements — to promote the use of prescription painkillers in ways that scientific and medical
data do not support.' I am concerned that the industry’s profit motives may be improperly
influencing the education that prescribers receive and endangering countless American lives.

Health professionals depend on CE courses for the most current information and professional
education on a wide range of medical issues. Under the Risk Evaluation and Mitigation
Strategies (REMS) instituted by the Food and Drug Administration (FDA), opioid manufacturers
are required to provide education for prescribers of opioid medications. This mandate is fulfilled
through CE activities funded by grants from opioid manufactures. Aside from the FDA loosely
outlining these opioid-prescriber courses, there is little quality control over, or evaluation of,
their content. The confluence of industry-funded education and minimal government oversight
leaves these CE classes rife for abuse.

A recent investigation by Mother Jones into the courses’ content revealed significant and
troubling shortcomings. Much of the opioid prescribing curriculum does not even conform to the
current Guideline for Prescribing Opioids for Chronic Pain promulgated by the Centers for
Disease Control and Prevention (CDC).? Indeed, the classes often do not cover the most recent
science on the treatment of chronic pain or the inherently addictive nature of these opioid
compounds. Perhaps even more disturbing, opioid manufacturers may be using opioid

! Julia Lurie, Doctors Receive Opioid Training. Big Pharma Funds It. What Could Go Wrong?, MOTHER JONES
(Apr. 27, 2018), https://www.motherjones.com/politics/2018/04/doctors-are-required-to-receive-opioid-training-big-
pharma-funds-it-what-could-go-wrong/.

* Dowell D, Haegerich TM, Chou R. CDC Guideline for Prescribing Opioids for Chronic Pain — United States,
2016. MMWR Recomm Rep 2016;65(No. RR-1):1-49. DOI: http://dx.doi.org/10.15585/mmwr.rr6501el.
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prescribing and pain management CE courses to promote their products, at the expense of the
public’s health. As Mother Jones reported: “One medical school professor tried to incorporate
information into a REMS course about tapering off opioids and using non-pharmacological
options, but ‘that was not what we were being paid to do,” he told [the reporter].™

A question and answer from an. 0p1o1d-manufacturer-sponsorecl CE class hi ghlighted in the
Mother Jones report is telling. Preseribers are asked whether a doctor should continue to
‘prescribe opioids to a patient who has.a history of alcoholism, smokes a pack of cigarettes a day,
has a family history of substance abuse, and is already taking opioids every few hours for'back
‘pain: The answer? The CE course recommends i increasing the patient’s dose of non-opioid
painkillers arid switching her to lonig-acting opioids that she should take every 12 hours.* But as-
the Mother Jones report-points out, “there’s no-evidence that opioids work for chronic pain,
according to guidelines released in 2016 by the Centers for Disease Coritrol and Prevention. 36
The course’s-answer — more but different opioids — is as troubling as it is unsurprlsmg,
because pharmaceutical companies that sponsor CE courses have a vested interest in promoting
further opioid use.

In short, it appears that opioid prescribers taking industry-funded CE elasses are not learning
about the current nature of the opioid overdose epidemic, the latest information. questioning
opioid prescrlbmg for chronic pain, or the effectiveness‘of nen-opioid alternatives. To address
these shortcomings, I have introduced legisiation entitled the “Safet Preseribing of Controlled.
Substances Act.” Under my bill, those who apply to the Drug Enforcement Administration for a
federal license to prescribe controlled substances must complete mandatory prescriber education
approved by the:Department of Health and Human Seivices.

[ believe that unbiased and scientifically sound instruction will help encourage responsible
prescribing practices. Over-prescribing of opioids is a leading cause of the opioid-abuse. epidemic
that the country is experiencing, Accordmg to the CDC, “[a]n estimated 1 out of 5 patients with
non-cancer pain or pain-related diagnoses are prescribed Oplolds in office-based settings. *7 The
CDC also reports that, among new heroin users, approximately three out of four abused
prescription opioids before using heroin, and among people who started using opiocids in2015
and presented for opioid addiction treatment, about two out of three started with prescription
0p101dS The lesson is clear: preventing opioid addiction begins with the ‘prescribers and
ensuring that they know the best opioid prescribing practices..

# Julia Lurie, Doctors Receive Op:ord Training. Big Phavma Funds It. What-Could Go Wrong?, MOTHER JONES
(Apr 27,2018), https://www.motherjones,com/politics/2018/04/doctors-are- -required-to-receive-opioid-training-big-
pharma-funds-it-what-could-go-wrong/.

‘i,

i

¢ CDC guidelines at a glance state: “we don’t have enough information-about the benefits of opioids long term™,
hitps://www.cdc gov:’drugoverdosefpdffgmdelmes at-a-glance-a.pdf

* https://www.cdc. gov/drugoverdose/data/prescribing.html,

8 https {iwww.cdc. gov/drugoverdose/data/heroin. html.
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To better understand the role opioid manufacturers play in designing or promoting the education
that prescribers receive, I respectfully request that by June 14, 2018 you respond to the following
questions about your oversight of pain management and substance abuse CE courses.

1. What steps does AANP take to ensure that CE that are accredited for pain
management and substance abuse reflect the most recent science and medical
practice?

2. Do you require that any courses on chronic pain management reflect
information and recommendations provided in the CDC Guideline for
Prescribing Opioids tfor Chronic Pain?

3. How frequently do you audit approved and accredited CE courses? Is every
course audited over a particular time frame? What is the criteria you examine
upon auditing? If changes are needed to a CE course, how are those changes
recommended and implemented?

4. Are there any penalties or actions you take when it’s found that a course
provides misleading or incorrect information?

5. When you have evaluated the content of pain management and substance
abuse CE courses for accreditation, or during your process of auditing, has
any content raised concerns about its promotion of continued opioid use or
conflict with current federal practice guidelines?

6. What oversight efforts, if any, has AANP taken to ensure that opioid
manufacturers are not able to design or influence the content of CE courses?

7. What oversight efforts, if any, has AANP taken to ensure that CE course
instructors do not have financial ties to opioid manufacturers that may present
a conflict of interest?

Thank you in advance for your attention to these requests. If you have any questions, please
contact Dr. Avenel Joseph of my staff at 202-224-2742.

Sincerely,

Edward J. Markey
United States Senator



