PREVENTING ANOTHER

OPIOID CRISIS
HOW CONSUMERS OF PRESCRIPTION DRUGS
CAN BE PROTECTED FROM SIDE EFFECTS THAT
CAUSE DEATH, DISABILITY AND DYSFUNCTION
David Carmichael, Executive Director

OPIOIDS
• Have caused hundreds of thousands of
deaths worldwide.
• Purdue Pharma considered a catalyst in
the opioid crisis with the introduction of
OxyContin in 1995.
• Purdue Pharma and three executives
fined $634.5 million in the United States
in 2007 for concealing data about the
risk of addiction and potential for abuse.

"The Sackler family made billions of dollars on
Purdue Pharma LP’s blockbuster painkiller
OxyContin before their name was tarnished
by a staggering public-health crisis in the U.S.
Now they’re quitting the drug business as
part of the company’s bankruptcy settlement,
which will allow them to largely preserve and potentially grow - the bulk of their
fortune, an estimated $11 billion.”
Source: Sacklers to Exit From Complex Purdue Bankruptcy
With Billions. Jeremy Hill, Sophie Alexander, Jef Feeley, and
Riley Griffin. Bloomberg Wealth. September 1, 2021.

OPIOID CRISIS

TIP OF THE ICEBERG
DEATH, DISABILITY AND DYSFUNCTION

PHARMACEUTICAL INDUSTRY PENALTIES, US - 1991 to 2015

Source: False Claims Act, Public Citizen Health Research Group

PHARMACEUTICAL
COMPANY

TOTAL FINANCIAL
PENALITIES

PERCENT OF TOTAL
($35.7 BILLION)

1. GlaxoSmithKline

$7.88
$7.88billion
billion

22.0%
22.0%

2. Pfizer

$3.94 billion

11.0%

3. Johnson & Johnson

$2.82 billion

7.9%

Illegal marketing of the antidepressants Wellbutrin and
Paxil (Paroxetine) and the fraudulent concealment of
negative clinical trial data for Paxil are major reasons
why GlaxoSmithKline (GSK) was the most penalized
pharmaceutical company in the US between 1991
and 2015, and paid the largest penalty of $3 billion
in a 2012 settlement with the federal government.

“GSK sales force bribed physicians to
prescribe GSK products using every
form of high priced entertainment
from Hawaiian vacations to paying
doctors millions of dollars to
go on speaking tours.”
Carmen Ortiz, US Attorney, Massachusetts
News conference about $3 billion penalty
The United States Department of Justice
July 2, 2012, Washington, D.C.

$275,000 PAYMENT TO DR. DREW
Out-of-Pocket Expenses, March and April 1999

STUDY 329
• Clinical trial data about suicidal side effects was
not presented in a 2001 article published in the
Journal of the American Academy of Child and
Adolescent Psychiatry.
• Journal article was written by a professional writer
hired by GSK (ghostwriter).
• Paxil was marketed as being effective and safe for
treating adolescent major depression (off-label).
• 22 medical researchers from the United States and
Canada signed the article as co-authors without
reviewing the data from the 8-week clinical trial.

THE INTER-RELATIONSHIP OF MENTAL HEALTH STATES

Senator Stan Kutcher - Professor Emeritus of Psychiatry at Dalhousie University,
Canada; has been involved in mental health work for children and adolescents
in more than 20 countries. Pyramid in Mental Health & High School Curriculum
Guide: Understanding Mental Health and Mental Illness. Updated edition/
version (2015). Developed the original version (2010), which promotes the
theory that depression is caused by a chemical imbalance in the brain, in
collaboration with the Canadian Mental Health Association (National Office).

“Clinical depression is believed to be caused by
a chemical imbalance in the brain.” New Zealand
“It’s a chemical imbalance in your brain that
needs to be treated.” United States
“Medications help the brain to restore its usual
chemical balance.” Australia
“Brain chemicals (neurotransmitters) play a mediating
role in the development of depression.” South Africa

“Antidepressant drugs affect and increase the activity
of the neurotransmitters to restore balance.” Sweden
“Chemicals in your brain called neurotransmitters
may be out of balance.” Canada
Source: Presentation of benefits and harms of antidepressants on websites: a cross-sectional
study. Maryanne Demasi and Peter C Gotzsche. International Journal of Risk and Safety in
Medicine. 31 (2020) 53-65 - Examination of 39 websites from 10 countries: 29 attributed
depression to a “chemical imbalance” or claimed antidepressants could fix an imbalance.

“We know that depression is associated with
abnormal levels of neurotransmitters.
The most important neurotransmitters
associated with depression are serotonin,
noepinephrine, and dopamine. They
are also the target of nearly every
antidepressant medication.” (2019)
Dr. Diane McIntosh - B.Pharm, MD, Psychiatrist.
General Manager, Copeman Healthcare Centres,
Canada. Chief Neuroscience Officer, TELUS Health.

“I work as a consultant and speaker with the pharmaceutical industry.”
Source: Dr. Diane McIntosh: The B.C. Therapeutics Initiative twists the
Facts. Opinion to The Province, British Columbia, March 20, 2018.

Debunking the Two Chemical Myths, Again – August 2, 2019
“Scientifically speaking, there never was a network of validated hypothesis
capable of sustaining a full-blown chemical imbalance theory of mental
illness. Moreover – and here we come back to Myth 2 – psychiatry as a
profession and medical specialty has never endorsed such a bogus “theory,”
when judged by its professional organizations, its peer reviewed
publications, its standard textbooks, or its official announcements.

The SSRIs were accorded a rock-star status as effective antidepressants
they did not deserve. Most troubling from the standpoint of misleading the
general public, pharmaceutical companies heavily promoted the “chemical
imbalance” trope in their direct-to-consumer advertising.”
Dr. Ronald Pies – Professor of Psychiatry, SUNY
Upstate Medical University, US. Editor in Chief
Emeritus, Psychiatric Times, 2007 to 2010.

“Chemical Imbalance” was a Big Pharma scam
to push drugs on normal people experiencing
the expectable sadness/anxiety of everyday life.”
Allen Frances, MD, Tweet, January 8, 2018

Interview with Allen Frances – October 25, 2017
“The drug companies have convinced the world that major depressive
disorder is one entity, that it’s always a chemical imbalance, and that it
always requires a chemical solution in the form of a pill.”
We’re turning the everyday distress of life - filled with anxiety, with
sadness, with loss, with disappointment - into mental disorders.
“When it comes to most psychiatric problems, they get better in a week,
two weeks, three weeks on their own.”
Dr. Allen Frances - Psychiatrist. Professor and Chairman Emeritus of the
Department of Psychiatry and Behavioral Sciences at Duke University School
of Medicine, US. Chair of the Task Force that produced the Fourth Edition of
the Diagnostic and Statistical Manual of Mental Disorders (DSM-IV).

Dr. Thomas Insel - Psychiatrist and Neuroscientist. Director of the
National Institute of Mental Health (NIMH) in the US from 2002 to
2015. Former Professor of Psychiatry at Emory University, US. Led
the Mental Health Team at Verily (formerly Google Life Sciences)
from 2015 to 2017. Co-founder and President of Mindstrong Health.

“I spent 13 years at NIMH really pushing on the
neuroscience and genetics of mental disorders,
and when I look back on that I realize that while
I think I succeeded at getting lots of really cool
papers published by cool scientists at fairly large
costs - I think $20 billion - I don’t think we moved
the needle in reducing suicide.”
Source: Interview with WIRED. Star Neuroscientist Tom Insel Leaves
the Google-Spawned Verily for … a Startup? May 11, 2017.

Source: Screening + Drug Treatment = Increase in Veteran Suicides
Robert Whitaker and Derek Blumke. Mad in America post. November 10, 2019.

ANTIDEPRESSANT USEAGE AND SUICIDE
RATE AMONG YOUNG AUSTRALIANS
Antidepressant Useage: Under 28

2009

2018

2.9%

4.8%

Number of Suicides: Under 25
2009

2018

279

458

Source: Antidepressant Prescribing and Suicide/Self-Harm by Young Australians:
Regulatory Warnings, Contradictory Advice, and Long-Term Trends. Martin
Whitely, Melissa Raven and Jon Jureidini. Frontiers in Psychiatry. June 5, 2020.

CORRELATION
does not imply
CAUSATION

CAUSAL RELATIONSHIPS
can be determined by analyzing
individual patient level data
from clinical trials.

REPORTED RESULTS/CONCLUSIONS
Study 329 (2001)
Paroxetine is generally
well tolerated and
effective for treating
major depression
in adolescents.

Restoring Study 329 (2015)
Paroxetine is not effective
for treating major depression
in adolescents and there is
an increased risk of harm
including suicidal ideation
and behaviour.

5% taking paroxetine (5/93)
and 1% on a placebo (1/87)
experienced “emotional lability”

12% taking paroxetine (11/93) and
1% on a placebo (1/87) became
suicidal
.

Study329.org

“By 2005, brand-name companies were spending
over $1 billion a year to reach seventy thousand
doctors in Canada.
Almost all doctors deny the influence and control
the drug companies exert. The medical profession in
Canada insists that it remains independent, even as
it goes to industry-sponsored ‘educational’ events,
dinners, trips, and training sessions, take freebie
samples from drug reps, and prescribes the
medicines recommended by drug reps.
In a 2016 survey, 46 percent of physicians said
that they had been retained by a pharmaceutical
company in some capacity at some point in
their career.” (2017)
Dr. Joel Lexchin - Emergency Physician, Toronto. Professor
Emeritus in the School of Health Policy and Management at
York University, Canada. Author of the 1984 book The Real
Pushers: A Critical Analysis of the Canadian Drug Industry.

2007 SUICIDE, SARA CARLIN
Chief Coroner, Province of Ontario,
Canada. June 2010 Inquest.
Jury Verdict (June 28)
• Cause of death of 18-year Sara Carlin on May 6, 2007
in Oakville was “hanging by ligature while affected by
depression, cocaine and ethanol.”
• Sara had been taking the SSRI antidepressant Paxil for
about 14.5 months.
• Deputy Chief Coroner acknowledged that Sara might
have been without Paxil for 3-4 days before consuming
120 milligrams within 36 hours of her suicide.

PAROXETINE (PAXIL)
2007
Usual adult dosage range
10-60mg daily

2013
Usual adult dosage range
10-40mg daily

May 2004 letter to healthcare professionals,
following discussions with Health Canada
Adult and pediatrics: Additional data
There are clinical trial and post-marketing
reports with SSRIs and other newer antidepressants, in both pediatrics and adults,
of severe-agitation type adverse events
coupled with self-harm or harm to others.
The agitation type events include: akathisia,
agitation, disinhibition, emotional lability,
hostility, aggression, depersonalization.
In some cases, the events occurred within
several weeks of starting treatment.
Rigorous clinical monitoring for suicidal
ideation or other indicators of potential
for suicidal behaviour is advised in patients
of all ages. This includes monitoring for
agitation-type emotional and behavioural
changes.

KATINKA BLACKFORD NEWMAN
Filmmaker - London, England
1.
2.
3.
4.

5.
6.
7.

8.
9.

Distressed and sleep deprived in 2012
Was prescribed the SSRI antidepressant
Cipralex (Lexapro) by a private psychiatrist
Experienced akathisia and delirium after
one dose
After two days, she was feeling less
agitated, started hallucinating and was
delusional
Lacerated her left arm and taken to a
private hospital
Diagnosed with psychotic depression
Was told she had a chemical imbalance in
her brain and that she might need to be on
psychiatric drugs for life
Children told that their mom had a
chemical imbalance in her brain
Discharged from the private hospital after
four weeks

10.
11.
12.
13.
14.
15.

16.
17.
18.
19.

Was on seven psychiatric drugs after one
year
Gained 19 kilograms (42 lbs) and stayed in
her dressing gown much of the time
Started smoking 60 cigarettes a day
Started drinking dangerous amounts of
alcohol
Took herself to a public hospital after
private health insurance ended
Diagnosed with treatment resistance
depression
Taken off all psychiatric drugs
After three weeks, she was experiencing
emotions again and started feeling normal
Stayed in the public hospital for six weeks
Has been off psychiatric drugs since 2013

AntidepressantRisks.org

KURT DANYSH
Pennsylvania, United States
1.

Was prescribed the SSRI antidepressant Prozac
in 1996 by a general practitioner when he was
18 years old
2. Immediately experienced more energy and
became emotionally blunted
3. Was bothered by things much more than
normal and became abrupt
4. Stopped taking Prozac after 14 days
5. Became aggressive and delirious or delusional
after stopping Prozac
6. Felt as if he was watching himself from above
when he shot his father
7. Saw the vision from a position looking down on
the shooting
8. Was dissociative when he shot and killed his
father, 17 days after starting Prozac
9. Charged with first-degree murder
10. Eli Lilly informed Pennsylvania State Police that
Prozac “will not cause aggressive behavior” and
offered to provide expert witnesses to assist the
prosecution

11. His court appointed criminal defense lawyer
influenced him to plead guilty to thirddegree murder
12. Sentenced in 1997 to 22.5 to 60 years in
prison
13. Received paralegal diploma in prison
14. Filed a lawsuit against Eli Lilly, the
manufacturer of Prozac, in 2010
15. Claimed that Eli Lilly fraudulently concealed
clinical trial data about Prozac and violence,
including homicidal ideation
16. Argued that the two-year statute of
limitations period should start after he
received DNA metabolism test results
17. Lawsuit dismissed in 2012 based on a statute
of limitations argument from Eli Lilly
18. Released from prison in 2020, after being
incarcerated for 24 years
19. Has been off psychiatric drugs since 2001
20. Will be on parole until 2057, when he is 78
years old

MECHANISMS FOR SSRI ANTIDEPRESSANTS
CAUSING VIOLENCE AND SUICIDE:
1. Akathisia
2. Emotional blunting
3. Delirium-psychosis
Dr. David Healy - Psychiatrist, Psychopharmacologist and Scientist. Author of
several books including Pharmageddon (2012), Mania (2010), Psychiatric
Drugs Explained (2008), and Let Them Eat Prozac (2004). Professor at
McMaster University, Canada. Former Secretary of the British Association
for Psychopharmacology. Expert witness in homicide and suicide trials
involving psychotropic drugs. CEO and principal founder of Data Based
Medicine Americas Limited, which operates RxISK.org and SSRIstories.org.

Source: Lessons from SSRIStories #3: How do SSRIs cause violence
and suicide? Julie Wood blog post. RxISK.org. November 5, 2015.

PRESCRIPTION DRUGS
ASSOCIATED WITH VIOLENCE
1.
2.
3.
4.
5.
6.
7.
8.
9.
10.
11.
12.
13.
14.
15.
16.

Chantix/Champix
Prozac/Sarafem
Paxil/Seroxat/Aropax
Amphetamines (Adderall)
Lariam
Strattera
Halcion
Luvox
Effexor
Pristiq
Singulair
Zoloft
Ambien
Cipralex/Lexapro
Xyrem
Celexa

17.
18.
19.
20.
21.
22.
23.
24.
25.
26.
27.
28.
29.
30.
31.

Abilify
OxyContin/Roxicodone
Wellbutrin/Zyban
Geodon
Ritalin
Remeron
Neurontin
Keppra/Elepsia/Spritam
Valium
Xanax
Cymbalta
Klonopin
Roferon
Risperdal
Seroquel

Source: Prescription Drugs Associated with Reports of Violence Towards Others.
Thomas J. Moore, Joseph Glenmullen and Curt D. Furberg. PLoS ONE. December 2010.

Reports of adverse drug reactions (ADRs) are based
on side effects that consumers experience after
a prescription drug is on the market.
In 2019, the FDA received 2,191,956 reports
of ADRs, including 173,988 deaths.

95% of the 2019 reports were from pharmaceutical
companies, which are mandated to report ADRs.

Globally, no more than 10%
of serious ADRs are reported
to government regulators of
the pharmaceutical industry.

CONSUMER
PROTECTION

CONSUMERS
(PARENTS, GUARDIANS OR CAREGIVERS)

To make informed choices about
prescription drug use, it is important
to not “blindly trust” doctors.
QUESTION doctors about the most common
and serious side effects before a drug is prescribed.
RESEARCH the most common and serious side
effects at RxISK before a prescription is filled.

Consumers will be better protected from
the side effects of prescription drugs if
HOSPITALS, DOCTORS and CONSUMERS
(PARENTS, GUARDIANS OR CAREGIVERS)
report ADRs to government regulators
of the pharmaceutical industry.

April 15, 1998 - Incidence of Adverse Drug
Reactions in Hospitalized Patients: a Metaanalysis of Prospective Studies. Jason Lazarou,
Bruce H. Pomeranz and Paul N. Corey.
• Examined databases from 1966 to 1996
from 39 hospitals in the United States;
• 2,216,000 hospitalized patients (6.7%) had
serious ADRs in 1994;
• 106,000 hospitalized patients (0.32%) in
1994 died from ADRs;
• ADRs estimated to be the fourth to sixth
leading cause of death in American
hospitals in 1994.

Protecting Canadians from Unsafe Drugs Act became a
federal law on November 6, 2014 after being passed
unanimously in the House of Commons and Senate.
On December 16, 2019, a regulation went into effect making
it mandatory for hospitals to report serious ADRs to Health
Canada within 30 days of the incident being documented.
“Less than five percent are being reported” according to researchers
at Simon Fraser University and the University of British Columbia.
Source: SFU and UBC researchers take aim at preventing adverse drug events.
Ellen Balka (SFU) and Corinne Hohl (UBC). SFU News. June 3, 2021.

Barriers to Reporting ADRs
Some doctors:
• Fear that the acknowledgement of
adverse reactions may reflect negatively
on their competence or put them at risk
of litigation.
• Might be reluctant to report adverse
reactions because of doubts regarding
the causal role of the drug.

“Medical error” includes mistakes involving prescription drugs
FDA received 116,815 reports of ADR deaths in 2013; 97% of all 1,074,538 ADR reports
received that year were from the pharmaceutical industry through mandated reporting.

(PARENTS, GUARDIANS OR CAREGIVERS)

Reporting ADRs to
drug manufacturers
can be confusing.

Reports of ADRs from consumers
(parents, guardians or caregivers)
are KEY to consumer protection.
REPORT suspected ADRs to
government regulators of the
pharmaceutical industry.
RxISK Reports determine how likely
it is that an adverse reaction was
caused by a drug side effect.

QUESTION
RESEARCH
REPORT
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IT COULD BE A MATTER OF LIFE AND DEATH
Adverse drug reactions are a leading cause of death

Get involved with this
Global Awareness Campaign

KnowYourDrugs.org

