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b

E[ecutive Summar\b

The United States is currentl\ facing a unique challenge; one that consists of balancingb
a dual role of ensuring equitable access to scheduled medications, including opioidb
analgesics, along Zith Zorking to prevent illicit drug abuse and diversion.b b

Over the past several \ears there has been an abundance of Zork done to combat theb
issue of substance misuse Zith a particular focus on prevention.  Additionall\, billionsb
of dollars have been allocated to a number of federal programs including the HEALb
Initiative, National Pain Strateg\, the National Institutes of Health and the Patientb
Centered Outcomes Research Institute (PCORI), among others, to develop alternativeb
treatments for chronic pain, cancer pain and palliative care as part of this goal.b

Dail\ chronic pain is an issue that faces over 100 million Americans Zith 50 millionb
suffering from dail\ high-impact pain that impacts their qualit\ of life. Additionall\, theb
issue of chronic pain costs the nation over 635 million dollars annuall\ in lostb
opportunit\ costs, disabilit\, healthcare and other related costs.bb

As a result, the Affordable Care Act along Zith other legislation, including theb
Comprehensive Addiction Recover\ Act (CARE Act) and The SUPPORT Act haveb
passed a number of measures to combat this national public health issue.bb

Unfortunatel\, in doing so, Ze have revealed a number of s\stemic implementationb
issues that have created a subsequent public health emergenc\ of under and untreatedb
pain as Zell as Zide-spread civil right abuses/violations against the ver\ individualsb
these laZs set out to assist.bb

Chronic Illness Advocac\ & AZareness GroupŖs (CIAAG) goal is to Zork Zith theb
communit\, legislators and other stakeholders to educate them on the patientb
e[perience and on hoZ current public health polic\ changes are impacting theb
individual health of the consumer and in turn, the economic health of the nation.b
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We urgentl\ need a neZ approach for access to medicines as it relates to individualsb
Zho need opioid analgesics to manage their comple[ illnesses/conditions. We cannotb
Zait \ears before Ze act. The time is noZ.b

CIAAG is a coalition of healthcare organi]ations, disease groups, patient rights, privac\b
and data rights, civil rights, and ph\sician groups that have come together to preserveb
the personal autonom\ of the citi]enr\ of the United States and their rights to chooseb
the medications that provide them the highest qualit\ of life. We are advocating forb
federal legislation and action b\ government agencies to protect individuals fromb
discriminator\ healthcare practices . 

While some solutions are legislative, Ze encourage the administration to modelb
e[emplar\ human and civil right protections:  b\ eliminating bias and the groZingb
disparities in government programs; encouraging robust and meaningful agenc\b
enforcement; ensuring balanced representation on future healthcare committees andb
opioid task forces and supporting action in Congress to enact effective legalb
protections.bb

To that end, Ze urge \ou to adopt the folloZing action items starting ne[t \ear. Web
make ourselves available at \our disposal to assist drafting an\ orders, memos, andb
policies mentioned beloZ.b

b b
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b

AcWiRn 1: Perform an Impact Assessmentbb

š RecRmmendaWiRnV fRU Da\ Oneb

◦ Send a memorandum across the administration advising of the need forb
impact assessments specificall\ related to access to opioid analgesicsb
and subsequent increases/decreases in suicide, medical errors, disabilit\b
or other forms of medical decline - Zhether it be mental or ph\sical.bb

š RecRmmendaWiRnV fRU FiUVW 100 Da\Vb

ƕ Impact assessments and related reports should be provided to allb
appropriate agencies including but not limited to: the Department ofb
Health and Human Services, the National  Institutes of Health, The Centersb
for Disease Control and Prevention, Center for Medicare/Medicaidb
Services, Department of Defense, Agenc\ for Healthcare Research &b
Qualit\, the Food & Drug Administration, the National Governorsb
Association, the National Association of Attorne\s General. Additionall\,b
copies should be available to the public through one or more of theseb
agencies Zebsites.b

ƕ Direct all agencies Zith civil rights authorities to evaluate discriminator\b
practices as related to access to opioid analgesics. The previousb
administrationŖs efforts permitted a number of concerning actions asb
related to directives in the Affordable Care Act as it pertains to theb
National Pain Strateg\ and other programs. Such an instance Zas theb
approval of the FDA to remove informed consent as it relates to humanb
clinical studies, Zhich is a direct violation of the Belmont Agreement  andb
the United Nations Human Rights Agreement. We must ensure the stepsb
taken to address drug abuse do not interfere Zith the civil and humanb
rights of citi]ens in need of other healthcare services.bb

b
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ƕ Direct agencies not to adopt the use of dose caps on opioid prescriptionsb
as previousl\ stated b\ the CDC, FDA and HHS in 2018. This has beenb
proven to be a dangerous suggestion that has led to increased sufferingb
and even death among individuals Zith chronic illnesses/conditions.b
Additionall\, this has been disavoZed as ŗevidenced based/bestb
practicesŘ b\ the American Medical Association in their letter dated juneb
16, 2020.b

ƕ Establish an Interagenc\ Task Force on Access to Opioids, Zithb
participation from HHS, CDC, FDA, DoD, DOJ, and other relevantb
agencies Zith the goal of developing tools to identif\ and eliminateb
healthcare practices Zith disparate impact. It is vital this task forceb
consists of individuals that Zill ensure the best interests of those Zithb
serious illnesses in need of palliative care services are met.  Additionall\,b
these individuals should not possess undue financial ties to theb
pharmaceutical, behavioral health, alternative care, complementar\ care,b
data/privac\ industr\ or the substance use/recover\ industr\.  In order tob
solve the tri-crisis of substance use disorder, access to alternative careb
and access to opioids, Ze must address each of these three issues in anb
equitable manner Zhich includes the proper, balanced representation forb
each of the three communities Zith the full support from theb
administration.bb b
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AcWiRn 2: Include Qualified Painb
Management Specialists & Patientb
Advocates on the Opioid Task Forces andb
Committeesb

š RecRmmendaWiRnV fRU Da\ Onebb

ƕ RevieZ the composition of all federal opioid task forces and committeesb
for conflicts of interest and remove/replace individuals found to haveb
undue financial ties to the pharmaceutical industr\, behavioral healthb
industr\, recover\ industr\, alternative/complementar\ health,b
data/privac\ industr\ and/or insurance industr\. Additionall\, a minimumb
of tZo patient advocates, focused on the deliver\ of palliative care, shouldb
be appointed to all federal committees.bb
b

š RecRmmendaWiRnV fRU FiUVW 100 Da\Vb

ƕ Create a centrali]ed Zebsite to provide updates from all federal agenciesb
related to their activities to address the opioid crisis, including, relatedb
Zork regarding pain management and access to opioids.bb

ƕ Ensure transparenc\ of the past, current and future Zork/plans of theb
federal agenc\ opioid task forces to be regularl\ updated and provided tob
the public via a centrali]ed Zebsite to be managed b\ a neZl\ appointedbb
Opioid Crisis Accountabilit\ Coordinator. Currentl\, data is not available tob
the public in a timel\ manner Zhich has created an environment Zhereb
these Zork groups can go unopposed and recommend/implement policiesb
that ma\ not be in the best interest of the public health and Zell-being.b
The addition of a centrali]ed Zebsite Zill resolve this issue and enableb
more participation from the various stakeholders involved.bb
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AcWiRn 3: Ensure Patient Privac\ & HIPAAb
Complianceb

In recent \ears the use of data has become a groZing part of ŗdoing businessŘb
especiall\ as it relates to healthcare.  Along Zith this comes the responsibilit\ tob
simultaneousl\ maintain the integrit\ of the collected data and the privac\ protectionsb
of the individualŖs data being accessed.bb

While the Federal Trade Commission (FTC) helps to safeguard consumers and promoteb
competition, the\ lack rulemaking authorit\ on privac\ related issues. The Unitedb
States needs a federal agenc\ focused on privac\ protection/compliance Zith datab
protection obligations that is prepared to manage emerging privac\ challenges.b

RecRmmendaWiRnV fRU FiUVW 100 Da\Vb

ƕ Establish a Federal Data Protection Agenc\.bb

ƕ Appoint a task force to address hoZ to bring data, privac\, and digitalb
rights under a single silo to address the coordination/implementation andb
to combine these public services as such.bb

◦ The task force should also e[amine the social, ethical, and economicb
impacts of high-risk data processing, such as that being untaken in theb
healthcare setting as Ze move toZards the biops\chosocial model ofb
care. There are concerns the neZ model of care Zill create a healthcareb
s\stem filled Zith s\stematic discrimination built into the algorithims thusb
preventing underserved populations (black/broZn, immigrants, disabled,b
Zomen, elder\) from accessing the necessar\ services the\ need.b b

◦ Prepare a report regarding the findings of the task force and theirb
recommendations to ensure protection of consumers privac\ and civilb
rights as related to data collection being performed b\ various federalb
agencies and private business enterprises.b
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◦ Outline disparities found Zithin the report and make recommendations forb
regulator\ or legislative changes to address issues found and ensureb
consumer privac\ protections.b

b

b

b

b

b

b

b

b

b

b

b

b

b

b

b
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AcWiRn 4: Remove Incentives to Promoteb
Denial of Opioid Analgesicsb 

• RecRmmendaWiRnV fRU FiUVW 100 Da\V:b

ƕ The HHS Pain Management Task ForceŖs recommendations in theirb
ŗPain Management ReportŘ has created a number of s\stematicb
barriers to accessing appropriate pain management for individualsb
Zith serious illnesses and conditions. Additionall\, the\ areb
recommending a ŗfail firstŘ / step-therap\ approach to theb
treatment of pain Zhich can lead to serious consequences for theb
individual patient. Dela\ of appropriate care can mean theb
difference betZeen full recover\ and a total disabilit\.bb

◦ Instruct CMS to de-incentivi]e the denial of opioid analgesics forb
postoperative patients.  It is unethical and creates a conflict ofb
interest for a surgeon to have financial incentives to Zithhold ab
medication from a patient. It is imperative consumers are receivingb
individuali]ed care based on their specific needs. This incentivi]ingb
of the denial of appropriate pain care creates a situation Zhere theb
decision-making process is coming from a financial mindset ratherb
than based on the patient's true needs. Additionall\, doing sob
directl\ impacts the results of clinical research (pragmatic clinicalb
trials) taking place and the record ma\ reflect medications Zere notb
needed Zhen the\ Zere.  The patient outcome Zould be recordedb
as ŗsuccessfulŘ thus leading the data to support the idea thatb
patients ŗdonŖt need post-op pain medicationŘ, Zhen in realit\ the\b
do, the medication Zas Zithheld due to financial incentives and theb
patient suffered greatl\. Doctors Zill not report patients did poorl\b
(Zithout opioids) as the\ Zould be violating their dut\ to the patientb
and potentiall\ liable for malpractice. Therefore, tainting the datab
being collected Zhich Zill further e[acerbate the issue Ze areb
currentl\ facing.bb
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AcWiRn 5: Increased Transparenc\ &b
Oversight Into the Population Studiesb 

• RecRmmendaWiRnV fRU FiUVW 100 Da\Vb
b

ƕ Establish an oversight committee to revieZ the Zork beingb
undertaken b\ the National Institutes of Health, National Painb
Strateg\, Inter-Agenc\ Pain Research Coordinating Committee, theb
HEAL Initiative, Patient Centered Outcomes Research Institute,b
Agenc\ for Healthcare Research and Qualit\, Centers for Diseaseb
Control & Prevention, Veterans Association, Department of Defenseb
as it relates to pain research, in particular pragmatic clinical trialsb
taking place throughout the nation.bb

ƕ Support a Congressional Hearing Zith the Drug Enforcementb
Agenc\ to address their protocols relating to investigations allegingb
ŗoverprescribing.Ř Additionall\, there must be accountabilit\ forb
displaced patients Zhen the DEA raids ph\sician offices. Theseb
raids often lead to the displacement of a large number of legitimateb
patients and as a result, puts the patients in a potentiall\ lifeb
threatening situation due to the disruption of their continuit\ of care.bb

ƕ RevieZ the DEA Request for accessing additional patient data forb
privac\ concerns. It has been proven b\ clinical studies thatb
prescribing is not the root cause of addiction Zith less than 3% ofb
individuals developing Opioid Use Disorder from a legitimateb
prescription. The pursuit of illicit drug abuse cannot takeb
precedence over individual privac\ rights and access tob
healthcare/medicines.bb

◦ FDA Waiver or Alteration of Informed Consent for Clinicalb
Investigations Involving No More Than Minimal Risk to Humanb
Subjects  must be rescinded in its entiret\. If the research beingb
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conducted carries no risk of harm to the patient, then there shouldb
be no issue Zith obtaining consent.  Consent is a vital human right.b
We all should maintain personal autonom\ to Zhat does or doesb
not happen to our oZn bodies. Additionall\, the Zaiver leaves it upb
to judgement of a third part\ to determine Zhat the\ deem to beb
ŗminimal risk.Ř  As Ze have seen Zith the forced taperingb
e[periment conducted b\ HHS in recent \ears, the failure tob
provide adequate pain care, including appropriate access to opioidb
analgesics, has caused ma[imum damage Zith individualsb
committing suicide as a result. The FDA Waiver has permitted thisb
to take place and must be rescinded to ensure Ze are inb
compliance Zith the Belmont Agreement as Zell as the Unitedb
Nations Human Rights Agreement.bb

b b
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AcWiRn 6: Raise AZareness & Advocateb
Against the Stigma Placed Upon Peopleb
Living Zith Painful Conditions and/orb
Illnessesb

š RecRmmendaWiRnV fRU FiUVW 100 Da\Vb

š Recogni]e there is a tri-crisis in the United States rather than a dual crisisb
as originall\ thought during the creation of the National Pain Strateg\.b
Over the past several \ears Ze have seen a subpopulation of patientsb
emerge that do ver\ Zell on opioid medications (improved function andb
qualit\ of life) that do not respond to other forms of treatment.  Whenb
these individuals lose access through forced tapering, it often results inb
medical decline, as Zell as suicide.  It is imperative for the United Statesb
to achieve the goals outlined in the National Pain Strateg\, the Health\b
People campaign, among other federal and international strategies;b
therefore, Ze must Zork together on the tri-crisis Zith respectiveb
representatives from all three communities participating.b b

• Support the allocation of federal monies to the states to create andb
implement public aZareness campaigns about the impact of untreatedb
pain and the tri-crisis facing our nation.bb

• Send a memo to various agencies to ensure all programs related to raisingb
aZareness of opioid abuse include detailed education regarding theb
differences betZeen addiction and dependenc\, as Zell as the vital roleb
proper palliative care has in patient care and harm reduction.b

• Support dual aZareness campaigns for those suffering Zith substance useb
disorder and chronic pain. These communities must Zork together tob
create a de-stigmati]ing language that serves the tri-communities.bb

b
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š Support a public aZareness campaign educating our nationŖs \outh thatb
the pills the\ receive from a ŗfriendŘ (or at a part\) ma\ not be ab
pharmaceutical grade product; therefore, can potentiall\ be laced Zithb
other unknoZn, dangerous substances.  Failure to put forth ab
concentrated effort into a campaign educating the nation of this vital factb
has contributed to the overdose crisis as there is a false sense of securit\b
that taking ŗpillsŘ that are medical grade is ŗsafeŘ Zhen it is not.bb

b
b b
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AcWiRn 7: Support Legislative Action ŗEqualb
& Fair Access to Palliative CareŘbb

RecRmmendaWiRnV fRU LegiVlaWiYe AcWiRn:b
Support federal legislation that includes clear language relating to the treatment ofb
palliative care and access to opioid analgesics as a basic human right.bb

• Amend the federal definition of ŗpalliative careŘ to align Zith the Worldb
Health Organi]ation. This Zould ensure that those Zith refractor\ and/orb
debilitating conditions (incurable and/or curable) that necessitate theb
alleviation of their s\mptoms of their condition/illness, receive theb
treatment and care the\ need.b

• Add language reinforcing the United States commitment to the Unitedb
Nations Human Rights Agreement, Zhich requires nations to provideb
morphine for their citi]ens as a basic human right to alleviate suffering.b

• Our e[ecutive team and coalition partners are available to assist Zith theb
development of the billŖs language.b

b b
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AcWiRn 8: The HHS Proposedb
Unprecedented Regulator\ Reform throughb
Retrospective RevieZb

š RecRmmendaWiRnV fRU FiUVW 100 Da\Vb

• Obtain and publish for public revieZ a full list of the regulations to beb
revieZed as a part of the HHS Regulator\ Reform through Retrospectiveb
RevieZ of all past regulations.bb

š Send a memorandum to HHS advising the establishment of ab
Zebsite/portal Zhere all regulations up for revieZ are listed along Zith theb
planned ŗactionsŘ to ensure ma[imum public transparenc\ andb
participation in the process.  This includes the publication of the proposedb
comment collection and public testimon\ dates Zith accommodationsb
allotted for virtual testimon\ to take place due to the COVID-19 pandemic.b
This Zill alloZ for ma[imum participation in the process and therefore, isb
not e[clusive to the elite/special interests Zith the mone\ and abilit\ to getb
people floZn in to testif\.bb

 
 

 

 

 

b

b
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AcWiRn 9: Ensuring balance in theb
Administration's plan to pursue tZo jointb
goals: eliminate over-prescribing forb
prescription opioids for pain, and improveb
the effectiveness of and access tob
alternative treatment for painb b

š RecRmmendaWiRnV fRU FiUVW 100 Da\Vb

• We appreciate the administrationŖs commitment to ensuring access tob
complementar\ and alternative care for the management of chronic pain.b
HoZever, Ze urge the administration to be mindful that there is ab
subpopulation of individuals Zho require pharmacological management ofb
their conditions/illnesses. These individuals must be ensured access to theb
medications and treatments that provide them the best qualit\ of lifeb
Zithout having to submit to ŗfail firstŘ protocols ofb
alternative/complementar\ treatments before the\ are affordedb
pharmacological options, as recommended b\ the HHS Pain Managementb
Task ForceŖs report on Zhat is being presented as ŗbest practices.Řbb

š While the administration has committed to the research of alternativeb
non-opioid medications, Ze must recogni]e there are millions of citi]ensb
Zho need pain care noZ. These individuals cannot Zait \ears for theb
development of neZ drugs/treatments, Zhich ma\ or ma\ not be effectiveb
and must be afforded access to the medications that provide them theb
best qualit\ of life.bb

• Send a memorandum to all federal agencies advising of theb
administration's commitment to guaranteeing the appropriate palliativeb
care, focused on improving the qualit\ of life, for those Zith chronicb
illnesses, diseases and other incurable conditions.bb
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š AcknoZledge that prescribing is not the root of the overdose crisis. Thereb
are an abundance of studies shoZing that individuals prescribed opioidb
pain medications often do Zell and do not become addicted. Theb
continued focus on the idea of ŗoverprescribingŘ has resulted in theb
e[acerbation of the overdose crisis in America as Zell as a dramaticb
increase in patient suicides due to untreated pain. We as a nation mustb
come together on a plan to combat drug abuse Zhile ensuring andb
preserving the personal autonom\ of those Zho need access to painb
medications to treat their chronic illnesses/conditions. Theb
administration's plan to focus on overprescribing Zill lead to furtherb
e[acerbation of the tri-crisis. Our e[ecutive team is available to provideb
additional resources/research to support the administration's decision tob
shift aZa\ from this polic\.bb

bb

b

 
 
 
 
 
 

Chronic Illness Advocacy ² Awareness Group, Inc. 
Po Box ÂÃÁÄ 

Worcester, MA ÁÂÇÂÄ 
www.ciaag.net 

Phone ¥ÈÈÅ¦ ÃÇÃ-ÇÇÈÂ 
Fax ¥ÆÁÉ¦ ÅÆÄ-ÂÁÄÄ 

http://www.ciaag.net/

