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This Conference Digest captures key discussions and themes explored at the 
CTO 2017 Clinical Trials Conference. Our aim is to extend the reach of the live 
presentations by 39 speakers beyond more than 295 delegates who attended the 
event. By facilitating important conversations in the clinical research community, 
we look forward to continuing to build partnerships and momentum within 
Ontario’s vibrant health and life sciences sectors.

Clinical Trials Ontario (CTO) works with partners in  
Ontario’s thriving health and life sciences sectors to  
advance clinical research practice, maintain the highest 
ethical standards and make Ontario a preferred destination 
for global clinical trials. 

Dr. Arthur Slutsky, Chair, CTO Board of Directors opened the 
plenary day by welcoming delegates, speakers and three 
special guests in attendance: The Honorable Reza Moridi, 
Ontario Minister of Research, Innovation and Science; 
Gregory Wootton, Ontario Assistant Deputy Minister of 
Economic Development and Growth; and Tom Kmiec, 
Member of Parliament for Calgary Shepard. 

“Clinical trials are crucial to bring new, innovative treatments 
and therapies to patients, to offer training and research 
opportunities for healthcare providers and scientists, and 
to contribute well-paying, interesting jobs to our economy. 
The need to evaluate new and existing therapies to inform 
decisions with fast, high-quality and economically-feasible 
evidence to improve healthcare options for patients has 
never been greater,” said Dr. Slutsky. 

“CTO has demonstrated our commitment to bring more 
trials to the province and advance quality and efficiency. This 
commitment has been nurtured not only by the provincial 
government through its support of CTO, but also by the 
whole clinical research community,” said Dr. Slutsky. 

Susan Marlin, President and CEO of CTO also acknow-
ledged the collaborative efforts of the clinical research 
community: “The CTO mandate is enhanced by the work 
of all of our partner organizations, and we are fortunate and 
deeply grateful that they are committed to working with 
us. We also thank representatives from the provincial and 
federal governments who support our work, recognizing the 
health and economic value of clinical trials.” 

CTO’s partners include hospitals and research institutions, 
companies, sister organizations in the life sciences and 
innovation sectors, charities and health advocacy organ-
izations. Marlin said, “Our partners remind us that this is 
not an academic exercise, that we must keep pushing for 
better therapies and better clinical trials, and why we must 
not waste time or resources.” g
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The Honourable Reza Moridi said, “CTO is a terrific 
example of how various organizations work well together 
as a team in a public-private partnership in Ontario. Clinical 
trials save lives, make once-fatal diseases manageable, 
and bring hope to patients and families.” As an example 
of the impact of clinical research, he noted that the fi rst 
HIV prevention vaccine, developed in Ontario in 2011, is 
now ready for human trials. If successful, it has the potential 
to help the more than 35 million people living with AIDS 
around the world. 

“Two years ago, my Ministry launched the CTO Streamlined 
Research Ethics Review System at this very conference, 
designed to reduce red tape. Thanks to CTO’s hard work, 
we have made tremendous progress and continue to 
strengthen our position as one of the best places in the 
world to conduct clinical trials,” said Moridi. 

“Home to 47 per cent of clinical trial sites in Canada, Ontario 
leads the country in clinical trial activity and capacity. The 
top ten global healthcare companies all conduct clinical
trials in Ontario and more will choose to do so as we 
continue to pursue improvements in review and approval 
processes,” he added. 

Moridi summarized why Ontario leads: “We have world-class 
research infrastructure, a culturally and ethnically diverse 
population and a thriving research community. Research 
discoveries spur innovation and innovation is key to driving 
our economy. Our government is committed to fostering 
discoveries.” 

CTO’s dedication to advancing clinical care in Ontario will 
continue to build momentum to tackle the most pressing 
needs to improve the lives of patients here, across Canada 
and globally. z

CONFERENCE AT A GLANCE

295
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11
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7,700
Twitter impressions

39
Speakers
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Fostering more innovation, increasing research and development, 
and bringing the fruits of those efforts into commercialization are 
challenges that are part of the bigger problem of our country’s 
weak productivity, a problem that has befuddled policymakers for 
years, according to Jeffrey Simpson, the former National Affairs 
Columnist at The Globe and Mail. 

Public Policy and Innovation in a Health Economy:  

Clinical Trials as a Microcosm of What Needs to be Done  

for Patients of Today and Tomorrow

Simpson shared insights gained during 
his time as a multiple award-winning 
journalist and author focused on 
healthcare policy in Canada. He said, 
“The challenges facing clinical trials 
today are a microcosm of the chal-
lenges to innovation and productivity 
that have been shaped by various 
historical, economic and health policy 
perspectives over the years.”

Simpson explained that while there 
are many good things happening in 
Canada’s healthcare sector, he fears 

we will become complacent and 
believe the slogan, “the world needs 
more Canada.”

He described how the founders of 
Medicare assumed in the 1970s 
that the future would be like the 
past — that the economic growth 
seen in the 1960s would continue to 
support the program. Unfortunately, 
in 1973, Canada was hit hard by 
stagflation, an insidious combination 
of high interest rates, high unem-
ployment, high inflation and slow 
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growth. “Policy makers ever since 
have struggled to contain increases in 
healthcare spending while making the 
system more efficient, productive and  
patient-centred,” said Simpson. 

He reviewed how the Macdonald Com-
mission set forth an agenda in 1984 to 
address the productivity question with 
new investments in science and re-
search and the creation of a free trade 
agreement with the United States, 
an agreement that included extended 
patent protection for brand name g
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and research-based pharmaceutical 
companies.

Despite these initiatives, productivity 
still lagged. Moreover, said Simpson, 
the government under Prime Minister 
Jean Chrétien purposely avoided 
using the word “productivity” after 
public polls indicated that people 
thought it meant they would have  
to work harder while earning less,  
or else lose their jobs. 

However, Simpson pointed out, “To 
that government’s undying credit, 
it designed a suite of programs still 
with us today and which are among 
the pillars of the research effort in the 
country. These include the Canadian 
Foundation for Innovation, Genome 
Canada, the Canadian Institutes of 
Health Research (CIHR), and the Cana-
dian Research Chairs at universities.” 

Successive governments have largely 
maintained these programs. However, 
one of the most difficult policy issues 
facing the country remains — the wide 
gap between publicly-sponsored and 
privately-sponsored research. Simpson 
noted that Canada ranks high, among 
the leading countries in the Organ-
isation for Economic Co-operation 
and Development (OECD) for public 
investment in research and develop-
ment on a per capita basis, but among 
the poorest countries for private sec-
tor investment. 

He expects the current government 
led by Prime Minister Justin Trudeau 
will also try to crack the productivity 
puzzle, with another study group, 
report and funding programs. He 
stressed that we must not ignore 
the productivity pinch of the aging 
population, which will put substantial 
and growing demands on the public 
purse for pensions, healthcare and 
other services, demands that will be 

borne by a smaller workforce than in 
the past. 

Within this backdrop of past economic 
and healthcare policies, Simpson said 
that clinical trials are a clearway to 
discover and exploit improved health-
care outcomes. Productivity gains 
that improve the lives of patients will, 
in turn, produce gains for the health-
care system. 

He noted several obstacles facing the 
clinical research community. Canadian 
researchers and entrepreneurs face 
the “valley of death” between product 
development and the marketplace. 
Overwhelmingly foreign-owned, phar-
maceutical and research-oriented 
companies tend to prefer to invest in 
their own jurisdictions first. To address 
these challenges, Simpson said, “We 
need a bigger national effort to get the 
economy to be more innovative and 
creative. The economy needs help. 
Being tenacious is what clinical trials 
are all about.” 

Specifically, he recommended that we 
need to pitch clinical trials as part of 
the national effort to increase innova-
tion and productivity, be honest about 
our healthcare system, ensure that our 
regulations are as streamlined and as 
efficient as possible, and re-examine 
what we can do to advance break-
through discoveries to commercial-
ization more rapidly. We also need to 
encourage Industry and government 
to sit down and find out how to better 
work together to advance more clini-
cal trials. “We are, after all, trying for 
the same objectives: to create more 
work, innovation, jobs and help for pa-
tients. We’re trying to help our health-
care system, find more money for re-
searchers and companies, and create 
a more productive and a more skills- 
and knowledge-based Canadian 
economy upon which our future 
economic welfare depends. Clinical 
trials can be a microcosm of what that 
might take to move us as a country 
and a province in that direction,” 
concluded Simpson. z

Jeffrey Simpson
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Accelerating Clinical Research and Innovation 

in The Healthcare System: Attracting Investment 

and Nurturing Home-Grown Innovations Within a 

Health Economy

To attract more investment in clinical trials in Ontario,  
we must demonstrate that we can nurture innovation and 
accelerate clinical research. Building that momentum starts 
with an understanding of where we are now and where we need to be. 
A diverse panel of speakers from industry, government, academic research, 
patients and health policy explored the challenges and opportunities  
impacting on our ability drive the health economy and improve patient  
access to new interventions, medicines and therapies.

Health Policy Challenges and Opportunities 

“Ontario is one of the best environments to do global clinical 
trials. The quality of data is high. Study start-up time is pretty 
good for a highly-regulated, first-world environment, and 
when the Canadian dollar is low relative to the U.S. dollar, 
times are good for our clinical trials industry,” said Elaine 
Campbell, Principal of Synergeant Consulting and Advisor 
to the TOHealth! Steering Committee. 

She noted that we need to adjust the regulatory environment 
to account for the massive changes in how trials are being 
conducted today with more outsourcing, global investment 
and smaller patient populations: “The SR&ED Investment 
Tax Credit regime that we’ve had in Canada for 30 years 
is probably no longer a determinant of whether the invest-
ments in Canada are proportional, or whether Canadians 
and the healthcare system are benefiting.”

“The fact that the FDA sees a Canadian patient equal to 
an American patient is something we should embrace and 
build on,” said Campbell. She also recommended that we 
pay attention to the review cycle of the U.S. Prescription 
Drug User Fee Act (PDUFA), which is in progress right 
now, since it will increase opportunities for new drugs to 
come to market faster, with less data, more electronic 
capture and more post-marketing surveillance. She said, 
“We should adapt approvals that come through that sys-
tem and make them our own, allowing us to focus more 

on investing in health outcomes and building capability 
around clinical trials.” 

She added, “One of the things that industry sometimes 
gets pilloried for — the partnership with the FDA — came 
out of the incredible need for patients to get faster access 
to medicines. Almost every review since the 1980s has been 
directly aimed at more safety, efficacy and privacy for 
patients, and in return, industry has gotten speed and quality 
of reviews.” She also said, “The PDUFA review process is a 
moving target by design, meant to change every five years 
to get better and to meet the needs of the population. This 
is one area Canada has fallen behind on.” 

Campbell said that while we have advantages in the Ontario 
clinical research community, “we need to get to where the 
rest of the world is going to remain competitive and sustain 
competitiveness.” As an example, she noted that 27 EMEA 
(Europe, the Middle East and Africa) countries recently started 
combining clinical trial databases into one streamlined 
regulatory review process. 

She also remarked that Health Canada needs to think 
beyond current pricing decisions that slow down access to 
expensive drugs: “Canada will fall behind on patient access 
to new drugs if standard of care drugs become unavailable 
due to past pricing decisions.” g 
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jor jurisdiction in the world, particularly in the biologics space, 
which is a new and rapidly evolving space.” 

Regarding the cost of innovation, Casey advocated for con-
sidering value over cost. He said, “You can’t look at cost 
in a siloed fashion. You have to understand that decisions 
made in one part are going to have an impact further down 
and into other places. A novel therapy that allows a person 
to return to work full-time, be an active member of the 
work force and society more broadly is a value and should 
correspondingly be factored into the listing/reimbursement 
decision. You have to accept that and drive a value equation 
as opposed to a cost versus expense concept.” 

Casey provided a perspective on the modernization of the 
Patented Medicines Prices Review Board (PMPRB) and 
how research and development are counted. He said that 
the current framework doesn’t work since the metrics put 
in place in the past are measuring an industry that no longer 
exists. By contrast, he noted the example of Johnson & 
Johnson’s investment in JLABS, which he said is going to 
return to the economy far more than previous tax credits 
for brick and mortar investments achieved. “We require a 
new set of values rather than just considering how much 
was invested under the old SR&ED tax credit program. We 
need to measure value rather than a simplistic and dated 
investment metric,’ said Casey. 

Patients as Partners 

Mary Sunderland, Director of Research and Education for 
the Foundation Fighting Blindness, a patient advocacy orga-
nization that funds research for promising new treatments, 
shared her vision for the future of clinical trials from patient 
and patient group perspectives. 

In her role, she talks with stakeholders, researchers, clini-
cians and scientists to develop research initiatives that can 
spur the development of new treatments. For example, the 
FFB’s new Restore Vision 20/20 Initiative aims to address 
the “valley of death” in translational research by funding 
research that is essential to help get approval from Health 
Canada to initiate a first-in-human clinical trial. “Often this 
kind of research does not result in peer-reviewed publica-
tions, but it might result in the generation of data that is 
essential to initiate a new clinical trial, which is the kind of 
data that matters most to patients” said Sunderland. She 
also speaks with many patients who are eager to participate 
in clinical trials: “I’m always very surprised when I learn that 
patient recruitment and retention is a challenge to clinical 
trial success because I certainly have patients banging g 

Campbell noted that she’s reading more about how CROs 
are “drowning in excess patient data because today, 
nobody knows what is important to collect. We need a 
Canadian initiative to accelerate our ability to gather popu-
lation health data.” She also said that the Canadian clinical 
research community needs to start thinking about how it 
uses investment to build infrastructure to advance best-in-
class capability: “European countries are jumping into this 
space, taking the overheads that they charge and building 
systems to enhance their clinical data capabilities.” 

Clinical Research as an Extension of Care

Karen Michell, Executive Director of the Council of Academic 
Hospitals of Ontario (CAHO), which represents 24 research 
hospitals that collectively conduct $1.4 billion in annual 
research activity said, “We work really hard to change 
peoples’ mindsets to think about health research and 
research hospitals as an economic driver, not just a cost 
centre. We talk about the value of health research leading to 
a healthier, wealthier and smarter Ontario.” 

Michell shared her vision for health research as an extension 
of care through three stories of patients who participated in 
clinical trials. 

Regarding patient engagement, Michell said that at CAHO, 
“There’s a real shift regarding culture and mindset going on 
to partner with the patient in research. Not just to ask more 
relevant questions, but also to find out about engaging trial 
methodology that would be acceptable to the patients.”

Improving the Commercialization Processes 

Andrew Casey, President and CEO of BIOTECanada, an 
organization representing a range of big pharmaceutical 
companies and a large portion of small, pre-commercial 
companies said, “If you look at any asset map on clinical 
trials, Ontario is doing well. Canada punches above its 
weight, about second or third in the world.” 

He agreed with Campbell that we benefit from our proximity 
to the U.S. with similar cultures, patient populations and 
economy. However, he said, “Canada is doing a lousy job 
of capitalizing on this advantage in terms of commercializing 
the innovations that emerge from the clinical trials. We need 
to look at the things that are affecting our ability to drive 
innovation forward, pay attention to what other jurisdictions 
are doing, track investment, rethink how we treat intellectual 
property and reward innovation by paying for it. We have to 
ensure our regulatory process is keeping pace with every ma-
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down the door to get in. Her vision for the future is to have 
a tangible answer to the question of how patients can make 
a difference beyond sharing their stories to raise awareness, 
“a future where the role of patients is identifi ed as essential 
to the development of accessible, innovative treatments, 
where the patient partnership begins at the discovery
research phase and follows right through to the end.” 

Sunderland noted that patient-centered care means 
working with patients because they contribute valuable
perspectives and evidence. “One of my greatest frus-
trations is working with patients to get the best data and 
then feel like it doesn’t land as well at the regulatory tables 
because it’s too anecdotal,” she said. 

Differences in the Medical Devices Sector

Ken Spears, Canadian Country Director and Regional Vice 
President for Boston Scientifi c noted that in Canada, there 
are 18 pharmaceutical trials for every one medical device trial. 

Spears agreed with the points made earlier about patient 
engagement and improving outcomes. He explained that 
compared to pharmaceutical companies, medical device 
developers tend to innovate with more of an engineer-
ing DNA and spirit. “We work shoulder to shoulder with
physicians and patients to understand the needs and then 
we create a tool or a device that will help improve patient 
outcomes,” said Spears. 

He also noted that speed of innovation is much faster in  the 
medical device sector: “We have a two or three-year cycle, 
so we must identify opportunities and go from ideation to 
creation to commercialization very quickly. Otherwise, we 
are at a distinct competitive disadvantage.” 

Spears said he would like to see Canada take a strong 
leadership position in the new health economy as Japan 
has done: “Trying not to lose is not the same as winning. I 
would like to see a bold move to align stakeholders and put 
Canada on the stage with something meaningful, instead 
of shrinking, rationing, cutting and culling. Some countries 
are proving that strategic investments in healthcare can be 
the solution that simultaneously enables improved patient 
outcomes, attracts signifi cant global clinical research and 
drives GDP growth.”

He shared an example of Japanese leadership to advance 
the country’s health economy. In 2013 and in response 
to 10 years of economic stagnation brought on by a slow 
growing economy, an aging population and the heavy 

burden of the rising costs of healthcare, Japanese Prime 
Minister Shinzo Abe announced a bold Regenerative Med-
icine strategy. “The idea was to create a healthcare based 
solution to Japan’s aging population problem that would
simultaneously drive compelling economic growth for
Japan’s economy. The plan focused on easing Japan’s reg-
ulatory restrictions to attract and build a local regenerative 
medicine cluster.” Spears said by “giving companies access 
to the market faster than anyone else, Japan was able 
to create an industry cluster overnight”. Japan increased 
the number of Regenerative Medicine clinical trials from 6 
in 2012 to 39 International Regenerative Medicine Trials
in 2016 and as a result, it is estimated that Japan’s 
Regenerative Medicine market will contribute more than 
$6.5B USD per year to Japan’s GDP by 2019 and an
estimated $27B USD by 2030.

Investing in the Best Talent

Jeffrey Simpson, the former National Affairs Columnist at 
The Globe and Mail, said that Canada needs to do a better 
job investing in the brightest minds, “because it’s those 
people who can make a disproportionately huge infl uence 
on our country.” He provided the story of a colleague who 
was the top-scoring high school graduate in 1967 yet was 
refused entry to the mathematics program at University of 
Toronto because he was blind. The colleague went on to 
earn several degrees from prestigious universities in the 
United States. He developed technologies to assist blind 
people and conducted clinical trials funded by the National 
Institutes of Health (NIH) and his university. “Clinical trials 
were very useful to him to decide which technologies 
would work and which wouldn’t,” said Simpson. 

Simpson asserted that industry and government need to 
wipe the slate clean, acknowledge the healthcare industry 
is different today and sort out a new understanding of 
what each stakeholder needs to work together to advance
cutting-edge technologies and innovation. z

“Clinical trials make things 
possible that we never 
thought possible.”
Karen Michell, Executive Director, CAHO
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Maximizing the Value of Data 

in Clinical Research

The advent of big data is quickly trans-
forming how scientists and clinicians 
collect, access and apply information 
to make important decisions that 
impact patients’ lives.

This session explored how the growth of cognitive computing 
and artificial intelligence (AI) are shifting healthcare research 
paradigms in new and exciting ways.

Part 1: Where are we now, where are we going and how do we get there?

Leveraging AI with IBM Watson Health

“The cognitive era began in 2011 in response to the gen-
eration of massive amounts of structured and unstructured 
data, which is growing beyond human cognition. Each 
person will generate over 1,100 terabytes of health data 
over their lifetime, including clinical factors from electronic 
medical records (EMRs), genomic factors and exogenous 
factors from gadgets,” said Aditya Pai, Associate Partner, 
Healthcare and Life Sciences with the IBM Watson Group.

Using oncology as an example, he explained that the 
Watson Health cognitive computing platform learns and

adapts large quantities of information and provides
researchers with fast access to three capabilities: address-
ing evidence-based patient-specifi c treatment guidelines, 
matching patients to clinical trials, and processing genomic 
information from genome sequencing and knowledge 
databases. Processes that used to take several hours to 
several days can now be completed in a few minutes.

“Watson understands medical literature — 23 million 
abstracts, 800 thousand full-text journal articles, and
evidence-based guidelines — in a matter of a few minutes g

“If we don’t commercialize it here, 
it’s going to move to where the 
investors are.” 
Andrew Casey, 
President and CEO, BIOTECanada



CONFERENCE DIGEST 2017 · 11

For example, Watson understands 
what a tumor is, staging of a cancer, 
that tumors have mutations and 
depending on evidence these can be 
pathogenic, likely pathogenic, benign, 
likely benign or variants of unknown 
significance,” said Pai. 

He noted that Watson does not re-
place subject matter experts; instead it 
augments humans/experts experience. 
At Memorial Sloan Kettering Cancer 
Center, experts continue to train  
Watson for new cancers and leveraging 
the best treatments for that individual. 

To crack the challenge of low en-
rollment in clinical trials, “The Mayo 
Clinic has had success using Watson, 
matching trials to more patients with 
a high degree of precision, not just 
looking at the clinical trials process 
and specific trials, but also looking at 
inclusion criteria, and modifiable fac-
tors that can be used immediately at 
the point of care,” said Pai. As a result, 
the Mayo Clinic increased patient 
enrollment from 3% to about 8-9%. 
The system can also be used “on the 
pharma side of the business to identify 
a particular trial a client is interested 
in and matching for specific patient 
populations,” said Pai. 

Experts have trained Watson in cancer 
genomics. Watson for Genomics can 
extract structured and unstructured 
information from various key cancer 
genomics databases as well as 
medline. In a validation study at the 
University of North Carolina Lineberger 
Cancer Center, researchers analyzed 
patient and tumor data using standard 
analysis and also ran the data through 
Watson. “They found 99.5% concor-
dance between their interpretation 
and Watson’s interpretation. But more 
importantly, they found 30% more 
alterations – in 30% of those, thera-
peutic options changed,” Pai said. 

Pai noted that clinical research com-
munity members interested in enabling 
their organizations with cognitive com-
puting should define a problem they 
need to solve, solicit support from 
a chief health or medical officer and 
evaluate whether they wish to develop 
their own platform or access Watson’s 
capability in the cloud through a 
licensing fee. 

Harnessing Ontario’s Public 
Health Data

Charles Victor, Senior Director, 
Research and Data at Ontario’s Insti-
tute for Clinical Evaluative Sciences 
(ICES) said that ICES is “interested 
in validating disease algorithms, link-
ing data and de-identifying data to 
develop the infrastructure to support 
research.” 

ICES holds 15 billion records of health 
information in the province, com-
prising all the OHIP and discharge 
abstract data. Regarding the litmus 
test of the “four Vs of big data,” Victor 
noted that ICES data doesn’t meet 
the test for volume or velocity, but it 
does deliver on variety and veracity. 
“Just recently we received the Ontario 
Laboratory Information System (OLIS) 
which includes A1C and lipid values. 
This dataset alone has doubled the 
size of our repository,” he said. It has 
been challenging for ICES to process 
and analyze EMR records which con-
tain both structured and unstructured 
fields. The real value will increase as 
ICES solves that issue. 

To understand what’s in data and to 
be able to derive value from it, Victor 
said that we need more unicorns — 
data scientists who have expertise in 
computer science, machine learning, 
statistics, traditional research and 
subject matter expertise. “When we 
think about how we conduct research, 
empirical evidence is the gold 

standard, it implies observation. With 
shifting paradigms, however, we must 
realize that sometimes machines are 
better at seeing what we cannot,” 
said Victor. 

He shared the example of the recently 
FDA-approved Arterys platform, a 
deep learning cloud based cardio-
vascular imaging system that could 
perform as accurately or better than 
clinicians in a fraction of the time 
after being trained with data from one 
thousand cases. 

He explained how researchers can tap 
into ICES data: “Our data and analytic 
services are up and running, providing 
data to researchers external to ICES. 
Clinical trialists can bring their data 
in, link to ICES data and receive data 
back, all through a secure channel. 
The data resides on our servers, but 
researchers have access to over 75% 
of our data repository.” 

He identified privacy as a challenge, 
since ICES has separate data sharing 
agreements with over 90 different 
organizations. He envisioned a future 
where ICES data and researchers’ 
data can be married in safe spaces 
created for bespoke access, such as a 
recent collaboration with HPC4Health, 
a cloud computing partnership be-
tween The Hospital for Sick Children 
(SickKids) and the Princess Margaret 
Cancer Centre at University Health 
Network (UHN). 

“We’re trying to build an infrastructure 
in which you can leverage our assets 
and you’ll have tools available to you 
regardless of the research you are 
doing,” concluded Victor. z
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Part 2: Opportunities and considerations for 

ethics, privacy and data access in clinical trials

Privacy is a critical part of research design. In 
this session, three speakers explored the theme 
of maximizing the value of data with a focus on 
privacy, ethics, access and transparency from a 
policy and patient perspective.

Maximizing the Value of Data in 
Research and Commercialization 

Dr. Tom Mikkelsen, President and 
Scientifi c Director of the Ontario Brain 
Institute (OBI) shared how the organi-
zation uses data and manages privacy 
and ethics challenges while seeking to 
maximize the value of data in research 
and commercialization activities.

OBI uses ICES data to characterize 
the patient burden of 13 brain disor-
ders, including incidence, prevalence, 
and cost of care, to understand the 
impact of those brain disorders on the 
economy and the healthcare system. 
“The data helped OBI identify that 
traumatic brain injury and epilepsy 
have high incidences, yet are under 
recognized and under studied,” said 
Dr. Mikkelsen.

Given that the labels for TBI, epilepsy, 
dementias, autism spectrum disorder, 
ADHD and other brain disorders don’t 
track with outcomes, OBI wanted 
to conduct research to defi ne more
accurate taxonomies. OBI reached 
out to look for cross-disciplinary 
knowledge and to pool resources and 
expertise in new ways. As a result, 
they have used deep phenotyping and
genomics to resolve more accurate 
clinical categories and inform new ways
of thinking about brain disorders. 

OBI has data sharing agreements 
and plans for REB harmonization 
with 43 institutions in Ontario. “We 
have opportunities for data federation 
with our own Ontario-driven ICES 
data, with international collaborations
including the NIH’s National Database 
for Autism Research (NDAR) and 
intersection with the large MSSNG 
database in autism-related research, 
and intersections across the country 
with the Longitudinal Online Research 
and Imaging System (LORIS) platform 
in Montreal, which is the core of funding 
for the Alzheimer network across the 
country called the Canadian Consortium 
on Neurodegeneration in Aging (CCNA). 
We also have intersections with interna-
tional collaborators through the Global 
Alliance for Genomics and Health. 
These have all required independent 
work products on data standardization,” 
said Dr. Mikkelsen. 

He said that OBI’s goal is to populate 
and innovate within a larger healthcare 
data ecosystem of partnerships and 
collaborators across the country and 
globally. “We want to have safe spaces 
or safe harbors that would allow for 
data analyses while protecting, for ex-
ample, data linkage to clinical records.

“This larger knowledge network is 
going to be exploited using tech-
niques including machine learning, the 
AI; research with our partners need 
not necessarily be in the form of a 
randomized clinical trial. This transition 
towards a community-driven opportu-
nity for innovation will probably also 
require a rethink of our ethics about 
research consent and the role of the 
central REB process,” he added. 

Mikkelsen said, “Our platforms are 
built from the ground up with Privacy 
by Design standards. The fact is we 
are custodians of the patient data we 
hold and we have an obligation to add 
value.” He noted that there are some 
interesting initiatives underway in the 
healthcare sector for maintaining cus-
tody of patient data, including block 
chain technologies and electronic fi n-
gerprint confi rmation for identifi cation. 

Privacy by Design is not 
a Zero-sum Game 

Ann Cavoukian, Executive Director at 
the Privacy and Big Data Institute g

“I don’t want to see 
de-identifi cation and 
privacy protection as 
standing in for all 
ethical considerations. 
I think we owe more 
to participants.” 

Susan Zimmerman, 
Executive Director of the Secretariat for 
Responsible Conduct of Research, CIHR
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at Ryerson University candidly shared 
her personal experience as a patient 
to highlight that she sees both sides 
of the coin in privacy issues: “I want 
to make it very clear that the interests 
of patients are just as important as 
privacy. It’s not a zero-sum game, 
you can and must in fact, engage in 
both interests.” 

She defined what privacy is not and 
what it is: “Privacy is not about secre-
cy. Privacy is all about personal control 
relating to the uses of your personally 
identifiable data. You are the one who 
will know whether the data should be 
disclosed or not, and to whom. Free-
dom of choice is critical and context 
is key.” 

“It’s absolutely vital to preserve an 
understanding of the value of privacy. 
Not only for the obvious reasons but 
also for our freedom. I always say peo-
ple think ‘privacy stifles innovation. It 
just stands in the way.’ It’s the exact 
opposite: it breeds innovation and 
prosperity. It is absolutely essential, 
and if you don’t have it, you will have 
surveillance, which is the antithesis of 
privacy,” she said. 

Cavoukian developed the Privacy by 
Design model, which was adopted 
as an international standard in 2010 
by the International Assembly of Data 
Protection and Privacy Commission-
ers. She said that the model is pro-
active, about the prevention of harms, 
and is intended to help interests find 
positive-sum outcomes, not to engage 
in false dichotomies and unnecessary 
trade-offs. 

She focused on privacy by default, one 
of the seven foundational principles, 
in the context of health data. “Privacy 
as the default means you don’t use it 
for any other purpose unless you have 
the consent of the data subject, in this 

case the patient. Or — unless the data 
are de-identified, not personally identi-
fiable,” explained Cavoukian. 

Cavoukian cited partnerships with 
several major tech companies she 
worked with while she was Ontario’s 
Privacy Commissioner to demonstrate 
“that you can in fact imbed privacy pro-
actively, up front, to prevent the risks 
of privacy harms. That work doesn’t 
come for free, but the proactive cost 
will be a fraction of the cost from data 
breaches and privacy infractions if 
you don’t.” 

In terms of research and clinical trials, 
the notion of data minimization, re-
moving identifiable data from medical 
data, is the most important safeguard 
to protecting personally identifiable 
information. “You can still assign a 
meaningless identifier so you can 
track the data, but that doesn’t attract 
privacy harms or protections. The 
PHIPA, FIPPA and MFIPPA privacy 
laws all relate to personally identifiable 
data. I want you to innovate, to look for 
ways to maximize data utility — and 
also to minimize privacy dramatically,” 
she said. She acknowledged that it’s 
impossible to eliminate all risk, to zero, 
but that we should minimize the risk of 
information becoming identifiable to a 
very low, acceptable level. For exam-
ple, “to less than .03% which is less 
than the risk of being hit by lightning in 
a lightning storm.” 

In a recently published paper about 
research ethics by design, Cavoukian 
and co-authors recommended that 
rather than tacking privacy on at the 
end of the research process, it’s much 
better to engage with researchers 
during the design phase so that eth-
ical considerations can be identified, 
directly addressed and embedded 
into the science. 

Cavoukian cautioned that the rise 
of the Internet of Things, including 
wearable technologies and remote 
healthcare monitoring have a lot of 
privacy issues since third parties are 
controlling the information, not the in-
dividuals involved. She cited the work 
of The Article 29 Working Party in Eu-
rope that recommends privacy should 
be the default setting. 

Overall, she sees privacy steward-
ship as a benefit for clinical research: 
“Patients are keenly interested in their 
privacy and they want their informa-
tion protected. If you have a trusted 
relationship with them, there is much 
more likelihood that you will be able 
to obtain consent for secondary data 
for clinical research. And if you go the 
route of de-identifying the data, you 
are so much farther ahead because 
you save yourself the burden of having 
very sensitive identifiable data that 
could be subject to a data breach.” 

Cavoukian concluded, “If you’re pro-
active about privacy — addressing 
the risks proactively, embedding the 
necessary protections into the design 
of your operations — you’re ahead of 
the game. You will have much greater 
success in terms of any healthcare 
devices you use, any research that 
you’re contemplating.”

Incorporating Ethics and  
Privacy Considerations

Susan Zimmerman, Executive Direc-
tor of the Secretariat for Responsible 
Conduct of Research, a joint office 
of the three federal funding agencies 
(CIHR, NSERC and SSHRC) opened 
her talk by stating that privacy is one 
of the ethics considerations that re-
searchers need to take into account at 
the research design stage. 

Her responsibilities include revisions 
to the Tri-Council Policy Statement: g 
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Ethical Conduct for Research Involving
Humans (TCPS). She explained 
that while the TCPS is not a law 
or a regulation, it is highly respected 
and enforceable, since it’s the policy 
of the three funding agencies, and 
compliance with Agency policies is 
a condition of eligibility for funding. 
TCPS 2 is the second edition that 
has been available since 2010. The 
2014 edition is currently being updated.
It is based on the fundamental value
of respect for human dignity, as
expressed through three core principles: 
respect for persons, concern for 
welfare, and justice. The defi nition of
harms has broadened over time to 
include privacy harms. 

Zimmerman noted that the require-
ments to register all clinical trials 
and disseminate findings in a timely 
manner are important. Researchers 
benefi t from the voluntary participation 
of participants. “Patients have a right 
to learn about the research fi ndings, 
but the fi ndings also need to be pub-
licly disseminated because Canadian 
taxpayers invested in the research 
and they should also benefit from it,”
she said. 

“Transparency between the researcher
and the participant is an ongoing
responsibility. Consent is not some-
thing that happens once at the 
beginning. It’s a process where you 
continue to tell the participant any-
thing new that you have found during 
the research that may affect their deci-
sion to participate,” said Zimmerman. 

On the topic of incorporating ethics
considerations into trial design,
Zimmerman said, “A well-designed 
trial is one that has taken into account 
all eventualities. That means thinking 
about the ethics of your design as you’re 
designing it.” She also advocated

for a continuous dialogue between researchers and REBs 
throughout the design of the research, “not just at the end 
as an exam at the end of term. The dialogue should serve 
as a great resource.” That dialogue can continue throughout 
the life cycle of the research.

“I do think that we may need to reconsider how we get con-
sent. But I think sometimes we are using de-identifi cation as 
a surrogate for consent. The three elements of consent are 
that it is voluntary, informed and ongoing. The informed part 
is quite extensive. Privacy and knowing where your informa-
tion is going is only part of our list of things that you should 
be considering,” said Zimmerman. 

“I worry that we have moved very far away from our 
traditional notion of consent. If we’re going to do that, let’s 
not do it by default or unconsciously. If we’re going to 
deliberately move to a new paradigm for consent, we have 
to talk about why and how we’re doing that and justify it 
very well. I don’t want to see de-identifi cation, important 
though it is, and privacy protection, as standing in for all
ethical considerations. I think we owe more to participants,” 
concluded Zimmerman. z
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embedding the necessary protections 
into the design of your operations — 
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Clinical Trials Conduct: Emerging Practices  

and Upcoming Changes to GCP Guidelines

In this session on clinical trials conduct, three speakers shared their 
perspectives on emerging practices in study design and recent 
amendments to the Good Clinical Practices Guidelines. 

Adaptive Trials by Design

John Amrhein, Vice President of McDougall Scientific, defined 
adaptive trial design as a format that prospectively plans 
for changes in some study features. Researchers can incor-
porate learning as the trial progresses using data collected 
during the study. 

“Adaptive design helps sponsors determine if the therapy 
is going to fail, and if so, to fail early, shortening timelines 
and reducing costs. Analysis is inextricably tied to the study 
of design. When you decide on a design, you are largely 
deciding on the analysis. It’s better to work backwards. Start 
with your question, talk to someone who knows statistical 
analysis and come up with design options,” said Amrhein. 

He shared two case studies to illustrate the benefits of 
adaptive trial design. In the first example, a biotech company 
developing a product to treat sexual dysfunction learned 

through a phase II study that the drug was showing high 
variability among patients due to timing of medication, and 
that there was a placebo effect. They also did not have 
evidence to inform the optimal dose. 

To solve these issues, McDougall Scientific designed a 
study that had a placebo run-in phase, so that only patients 
that were placebo non-responders were brought in. They 
collected data on different timing of medication from subject 
matter experts to inform what timing to recommend in the 
phase III study. They also stratified patients and performed 
two interim analyses to confirm sample size. Finally, they 
created computer models under different scenarios to 
inform decision making and demonstrate how the sponsor 
would save a lot of time and money with the adaptive 
design model. g 
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In a second example, they incorporated a biomarker into 
the study design for a cancer treatment, since results after 
a phase II trial indicated there were different endpoints for 
two different tumor types: “The product seemed to treat the 
tumors that remained by making them disappear. For the 
ones resected, the outcome measured was the length of 
time to recurrence,” said Amrhein. The biomarker could pre-
dict failure to the first line treatment, allowing researchers to 
randomize patient selection and “the part that I found really 
cool was using adaptive design to address the question of 
optimal dose,” he said. 

Amrhein recommended consulting with a statistician to 
help with study design: “The features that can be adapted 
are almost endless, including eligibility criteria, randomiza-
tion, treatment regimens, medications that are allowed or 
disallowed, visit schedules, endpoints and the number of 
endpoints, and statistical methods.” 

Trial Conduct Compliance and  
Enforcement Update

Chad Sheehy, Health Canada’s National Manager of Clinical 
Trial and Biological Product Compliance, provided an update 
on compliance and enforcement topics from the Regulatory 
Operations and Regions Branch (RORB). RORB, primarily 
a merger of the former Health Products and Food Branch 
Inspectorate and the Regions and Programs Bureau in April 
2016, “seeks to strengthen accountability and simplify the 
delivery of health product compliance and enforcement pro-
grams across one management structure and one budget, 
with more consistency across the country,” said Sheehy. 

The Clinical Trial Compliance Program of RORB, in collabo-
ration with the Offices of Clinical Trials in the Biologics and 
Genetic Therapies Directorate and the Therapeutic Products 
Directorate of the Health Products and Food Branch (HPFB) 
makes decisions on suspension or cancellation of trials due to 
non-compliance with regulations. “We have a dual mandate. 
One is for compliance to ensure patient safety, and the other 
is looking at the accuracy of data capture,” said Sheehy. 
“The references we use are Division 5 of the Food and 
Drug Regulations: Drugs for Clinical Trials Involving Human 
Subjects and the International Council for Harmonisation of 
Technical Requirements for Pharmaceuticals for Human Use 
(ICH) Good Clinical Practice (GCP) Guidelines E6.“

Currently, RORB is looking mainly at sites with open phase III 
trials that have active subjects. Studies selected for inspec-
tion are based on a variety of risk-based criteria including 
study phase, complexity of study design, participant 

population, novelty of the therapy or dosage form, signifi-
cant or frequent reports of adverse events, and notices from 
sponsors of protocol deviations, said Sheehy. 

Consistent with trends seen in previous years, in 2015-16, 
the most frequent of the 488 observations noted in 57 
inspections conducted were mainly in three categories: 
systems and procedures, records, and training. Only 2% 
(10) of all observations received a Risk 1 (critical) rating  
under Section C.05.010, which requires sponsors to ensure 
that medical care and medical decisions at each site are 
under the supervision of a qualified investigator, and that 
systems and procedures are in place to ensure quality of 
every aspect of the clinical trial. 

RORB is in the process of forming an internal working 
group with compliance and enforcement and the health 
products and food branch, to work through the changes  
in the recent ICH E6 (R2) update, and plans to submit  
input on the update in May. 

Stakeholders will be consulted during the implementation 
process regarding the development of a guidance 
document based on ICH E6(R2) and Part C Division 5 of 
the Food and Drug Regulations. This guidance document 
will address implementation of ICH E6(R2) in the Canadian 
context, address frequently asked questions on Health 
Canada’s expectations under Part C Division 5 of the Food 
and Drug Regulations, and provide guidance in areas where 
deficiencies are commonly found during inspection. In 
addition, Health Canada plans to develop training programs 
for stakeholders and internal staff prior to implementation of 
ICH E6(R2). 

(reference : http://www.hc-sc.gc.ca/dhp-mps/prodpharma/
activit/announce-annonce/e6r2-step4-notice-avis-eng.php)

The Clinical Trials Compliance Program Review is another 
upcoming initiative. The mandate on subject safety and 
compliance will remain the same, but RORB is looking at re-
balancing the mix of inspections to get broader coverage of 
phases and players in the sector, including sponsors, quality 
inspectors, CROs, bioequivalence sites and closed sites. g  

NOTE

Since the conference, Health Canada has announced 
that April 1, 2018 will be the target date for full imple-
mentation date for ICH E6(R2) in Canada.
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Sheehy noted that there will be an opportunity for stake-
holders to engage on various aspects as the review develops. 
He also added that while RORB is a small team, he wants 
to find ways to promote mutually beneficial, two-way 
communication with stakeholders in the clinical trial sector 
on a regular basis. 

ICH GCP Guidelines Updates 

Janette Panhuis, Chief Operating Officer of the Population 
Health Research Institute (PHRI), shared her views and 
opinions on recent amendments to the ICH GCP Guidelines.

She noted that early clinical research started in public health 
and has grown over the years to include more activity from 
the drug and pharmaceutical industry, which has led to a 
subtle shift from quality measures of scientific design and 
outcomes to quality measures of regulatory compliance. 
“It’s not a zero-sum game. We must have quality measures 
of both since regulators need to be able to be confident with 
drug applications, but we also need to recognize that quality 
of scientific design builds in quality and reduces burden,” 
she said. 

Global harmonization of national regulations happened 
in the late 1990’s with ICH guidelines for all interventional 
clinical research. The International Committee for Harmoni-
zation (ICH) from being a Committee to a Council and is now 
a legal entity. This will change the dynamic of the guidelines 
coming out of ICH,” she noted. 

Panhuis outlined recent updates to the ICH GCP Guidelines 
E6 (R2) and noted the additional resource: Reflection on 

“GCP Renovation”: Modernization of ICH E8 and Subse-
quent Renovation of ICH E6. “The additions made in E6 (R2) 
are basically making sure that they’ve incorporated some 
of those new national regulations since the ‘90s — such as 
risk-based monitoring, and updating operational realities due 
to advances in technology. There modifications made were 
mainly for clarity in terms of interpretation and in response to 
stakeholder feedback regarding relevance,” she said. 

Panhuis said that ICH needs to more effectively connect 
and integrate the scientific concepts in E8 General Consid-
erations – Phases and Purpose and E9 Statistical Principles 
for Clinical Trials into E6 and advocated for the GCP Guide-
lines to be rewritten using a systems approach rather than 
a task approach: “not to not just reference other chapters 
and say that they should be thought of when implementing 
GCP, but to actually incorporate them.” Chapter E8, which 
includes core concepts for risk management and quality, 
and E9, which is intended for more than statisticians, 
important for understanding E6, she noted. 

Panhuis presented a sample decision tree to show how the 
various sections could be integrated in a systems approach 
and pointed out that quality can be created at all stages of 
clinical research. “ICH E6 reform must be much more than 
just the revisions. We all need to engage. I think we have a 
lot of good ideas in this room, in Ontario and in Canada. We 
need to be the people that move where GCP goes and take 
a systematic approach,” she concluded. z

John Amrhein Chad Sheehy Janette Panhuis
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Shooting for the Moon – Reflections on the Future of  

Cancer Research: The Convergence of Wills to Accelerate 

Cancer Research and Advance Stronger Public Policy

Greg Simon, Director of the 
Biden Cancer Initiative at the 
Biden Foundation and former 
Executive Director of The White 
House Cancer Moonshot Task  
Force, shared the achievements 
of the Cancer Moonshot Pro-
gram, where new collaborations  
accomplished remarkable progress 
in a short period of time. 

To illustrate the problems that exist with clinical research 
today, Simon candidly shared his personal experience sur-
viving chronic lymphocytic leukemia (CLL) in contrast with 
two friends. One friend with glioblastoma multiforme partic-
ipated in clinical trials and passed away. Another friend with 
refractory multiple myeloma funded a clinical trial at the Fred 
Hutchinson Cancer Research Center. Sadly, the trial start-
up is delayed until October, which will be too late for him. 
“How is it possible that somebody who can fund a clinical 
trial can’t get it started before they get into crisis?” asked 
Simon. Named after President John F. Kennedy’s famous 
speech in September 1962 in which he stated the goal was 
landing a man on the moon and returning him safely back 
to the earth, Simon said the “Moonshot” name is a great 
metaphor for the initiative. “That speech led to enormous 
advances in technology, science and engineering, but the 
point was technology in the service of humanity, to expand 
our vision of what it meant to be a human and what it meant 
to be a great nation. Our research enterprise really needs to 
keep its mind on the fact that no matter how many cool new 
therapies, radiation devices, or robotic surgeries we get, at 
the end of the day, it’s got to be about technology, science 
and institutions in the service of patients,” he explained. 

Simon’s first task at the helm was to inspire about 20 agen-
cies to double their rate of progress. To do that, he tore up all 
the PowerPoints with weak program goals. He advised the 
agencies to think instead about where they touch the patient 
on the journey from prevention, detection, diagnosis, treat-
ment and survivorship, and then to aim to double that impact 
in half the time —with the same money. His second task 
was to encourage new collaborations between agencies. 
That move produced about a dozen new collaborations 
between agencies and over 70 collaborations between 
agencies and the private sector. 

Simon shared many examples of progress: The National 
Cancer Institute discovered they could test carbon ion 
beam therapy at the NASA radiation laboratory; the patent 
office said they could expedite the review of cancer appli-
cations, for free, which meant that companies could get 
patents within a year instead of two years without paying 
an expediting fee; and the Department of Veterans Affairs 
(VA) entered into an agreement with the Department of 
Energy (DOE) under which the VA gave $4 million to the DOE 
to build a data network capable of moving all the medical 
records from the largest hospital in the world to the fastest 
computers in the world. g

Greg Simon
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In another surprising turn of events, the director of the 
genetic sequencing lab at the Walter Reed Army Institute 
of Research approached Simon to offer the use of their 12 
Illumina HiSeq X Ten sequencing machines and a surgical 
lab integrated with a pathology lab that could go from exci-
sion to characterization in 30 minutes. Nobody had realized 
before that those facilities were right across the road from 
the National Institutes of Health. The VA identified they had 
problems sequencing tumors from cancer patients. “The 
Army said, “we’ll sequence all those people for free, just 
leave a little tissue at the bottom of the slide,” said Simon. 
Next, they added in the IBM Watson cognitive computing 
platform, combined the tumor sequencing data and “all the 
medical literature in the history of the world,” and output 
the best therapy options for the tumor board in a matter of 
weeks — and agreed to do it for free for two years. 

Collaboration continued to pick up steam as new partners 
joined in: Amazon and Microsoft agreed to provide cloud 
storage for the genomic commons data at the University 
of Chicago, data which has been accessed by researchers 
more than 5 million times. 

Simon expressed his frustration that medicine still has too 
much paperwork, whereas most other areas of our lives 
have moved into the digital era. “We accept the system that 
we got after World War II where everything was on paper 
and the only way to share it was to go to an annual meeting 
and talk about it. And we’re still doing it. The AACR and 
the ASCO meetings are where everybody knows all the big 
news with cancer’s going to happen those weeks. Is that 
really the way to run the country? Is that really the way to run 
a cancer research enterprise?” said Simon. 

“The Moonshot is not about starting a new war; it’s about 
ending the one we already have, by changing the way we 
do it. We now have a marching army of scientists who have 
been trained over the decades of millions of patients’ data 
and outcomes that we should be able to collect and share, 
and new weapons like immunotherapies,” said Simon. He 
advocated for the broad sharing of information between 
hospitals and making sure anyone can learn about and ac-
cess a clinical trial no matter where they live. 

“For every problem we have, the answer comes back, ‘That’s 
not how we set it up.’ We want to say, ‘it’s the regulations, 
it’s the government, it’s the hospital board,’ but really at the 
end of the day, the problem is us. We’re all in the system, 
if we don’t stand up and say, ‘this has to change,’ who’s 
going to change it?

“One of the things that Vice President Biden did was really 
inject a sense of urgency, that we have to change the way 
we do things to change our rate of progress in cancer. All 
you have to do is change two little things, time and space. 
If you get used to thinking that something takes X amount 
of time, it will always take X amount of time. We know that 
data should live everywhere. Our medical records should 
connect everything to our computer and telecommunica-
tions power, but today we can’t,” said Simon. He also noted 
that by contrast, the conference hotel would likely send him 
a survey before he caught his plane trip home and Netflix 
knows what he wants to watch next. 

“Nothing is more complicated now than clinical trials 
because it’s at a real inflection point,” said Simon. “Ethically 
they are not treatment, they are trials, and most of them fail. 
It’s not about you, it’s about the future, the next generation, 
and scientific endeavors. Unfortunately, all the children 
treated for leukemia were treated in clinical trials and anyone 
with GBM, lung cancer, or pancreatic cancer are going to be 
treated in a trial, because there are no other options.”

He pointed out that low recruitment is a challenge that 
continues to dog clinical trials, as patients are reluctant to 
risk receiving placebos. “Meanwhile, we keep forgetting that 
patients are the scarce resource; the doctors and scientists 
are the surplus resource. We need to have patients design 
the trials they want to see and then put them out to bid 
to the doctors, institutions and scientists that want to do 
trials,” Simon said. 

Another challenge is that we are doing thousands of combi-
nation drug trials now, but, “We’re wasting patients in control 
arms, rather than standardizing the control arm so that every 
drug company that wants an anti-PD-1 drug doesn’t waste 
patients’ time,” said Simon. 

The U.S. Administration changed last November; however, 
the Cancer Moonshot Program continues, fueled by the 
velocity of what’s been accomplished in the last nine 
months by new agency partnerships and collaborations with 
the private sector. Simon said that his work will continue in 
the newly-established Biden Cancer Initiative of the Biden 
Foundation: “I will basically do what I did with The Moonshot 
— find great people, target them at problems and let them 
do their thing. We will look at data sharing, data standards, 
clinical trial reform, drug pricing issues and community 
access to care.”. z
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Moving Research to Practice: Advancing Clinical Trials 

for Quicker Answers and Results

What can we do to advance clinical trials for quicker  
results and answers? This session focused on strategies 
to help make clinical trials and research more efficient.

“The work we do really needs to have an impact on im-
proving patient outcomes or improving the sustainability 
of the healthcare system. That’s what health technology 
assessment (HTA) is all about,” said Brian O’Rourke, 
President and CEO of the Canadian Agency for Drugs and 
Technologies in Health (CADTH). 

He provided an overview of CADTH’s work as an indepen-
dent, not-for-profit agency, that receives 85% of its fund-
ing from various levels of government. CADTH performs 
HTAs looking at the clinical and cost effectiveness of 
pharmaceuticals and medical devices. Their flagship drug 

review programs are the Common Drug Review (CDR) and 
the pan-Canadian Oncology Drug Review (pCODR). CADTH 
also performs about 400 rapid evidence reviews annually as 
well as full-service HTAs, horizon scans and environmental 
scans to help clinicians and policy makers make good 
decisions based on the best available evidence. 

O’Rourke noted four trends he’s seeing in the healthcare 
sector: (1) consumerization; (2) robust drug and medical 
device pipelines; (3) a stronger desire for early access; and 
(4) affordability. Then he described opportunities to address 
these trends. “The first opportunity is we really do need to g 
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get serious about involving patients in the work we all do — 
whether it’s clinical trials, developing new drugs, HTA or from 
a payer perspective,” said O’Rourke. “If you’re not improving 
patient-relevant outcomes, then the chances of a payer 
reimbursing you are going to be diminished significantly.” 

CADTH involves patients in drug and medical device review 
processes whereby any patient group can make a submis-
sion. Illustrating the importance of involving patients, CADTH 
fielded a study and found that their own staff had ignored 
about 25% of the patient-relevant outcomes identified by 
the patient groups in their submissions to the CADTH Com-
mon Drug Review, and only 50% of those outcomes had 
been included in the pivotal clinical trials. 

O’Rourke noted that an early dialogue is now starting to 
happen between manufacturers and HTA agencies: “We 
speak with them, usually before Phase lll clinical trials start, 
sometimes jointly with regulators, and we give them advice 
— not from a regulatory standpoint, but from what payers 
and patients think are needed. We look at it from a value 
perspective. It’s voluntary, not binding, confidential to the 
manufacturer, and we charge a cost recovery fee.” 

“Incorporating real-world evidence into assessments is an 
area we all need to get much better at. We all want early 
access to promising therapies. There are a lot of new 
programs around the world — adaptive pathways in Europe 
and accelerated pathways in the USA — which mean there 
is more uncertainty when products launch. But the only way 
for us to have a better understating of both safety and effec-
tiveness is looking at real-world evidence,” said O’Rourke. 
However, he added, “We are really lacking the systems 
and processes to collect the data and experts to analyze 
the data.” 

“We’re probably going to have to look at how we pay and 
fund technologies with very flexible reimbursement models. 
For example, if a drug has six, seven, or eight indications, 
maybe we need to introduce pricing by indication whereby 
we receive an uncertainty discount when the evidence of 
benefit is weak, and pay a price premium when the real 
world evidence demonstrates significant clinical benefits,” 
said O’Rourke. 

He mentioned new drug development paradigms under 
development at the MIT Center for Biomedical Innovation 
and Tufts University where they are exploring new ways to 
use adaptive trials to go seamlessly from a pivotal effica-
cy trial to an effectiveness trial. In Ontario, he noted, there 

are some great things going on with peer evaluation and 
evidence development with the MaRS EXCITE program and 
in the U.S. in the FDA’s MDEpiNet program. 

O’Rourke concluded by mentioning that there are several 
value frameworks in development around the world that will 
help provide early and more affordable access to promising 
therapies, and value-based procurement models that 
include risk sharing between payers, the public system and 
manufacturers. 

Reforming Clinical Research Regulation 

Dr. David Stewart, Chief and Head of the Division of Medical 
Oncology, The Ottawa Hospital and the University of Ottawa 
shared views on needed regulatory reform. 

“Speeding regulatory approval of effective new therapies 
could yield huge dividends,” said Dr. Stewart. He shared 
results from a literature review of 27 publications involving 21 
drugs and 11 different cancers that reported survival gains. 
The review found that “collectively, there was a potential 
worldwide gain of about 2.5 million life years saved per 
year of faster approval, or one life year gained for every 12 
seconds of faster approval.” The median time from drug 
discovery until approval was 12.9 years in 2000, an increase 
of 61% over average of 8 years in the 1960s,“driven almost 
exclusively by an increase in regulatory stringency that 
slowed things down in the interest of patient safety,” said 
Dr. Stewart. 

He added that increasingly stringent research regulation has 
had minimal impact on patient safety regarding anti-cancer 
drugs. For example, the toxic death rate on phase I clinical 
trials sponsored by the National Cancer Institute (NCI) was 
O.5% from 1991-2002, a minor improvement of 0.3% 
compared to the 0.8% seen in 1979-1990 when regulations 
were less restrictive.

“Regulatory stringency can markedly increase clinical re-
search costs, and this can directly slow progress. There are 
massive costs of out of control documentation requirements 
and costly delays associated with study review, approval 
and activation processes. High regulatory costs mean that 
far fewer ideas can be tested with available resources, 
progress is greatly slowed, and this all translates into very 
high therapy costs, since drug development costs must 
be recouped,” said Dr. Stewart. He noted that the cost per 
patient to a study sponsor in 2006 was about $26,000, on 
average, but that figure almost tripled to $74,000 by 2013. g  
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He added, “The mean number of safety monitoring visits 
in the first four weeks of the patient on a phase I study 
of an anti-cancer drug more than doubled between 2004 
and 2012.”

He noted that the monthly cost for some of the new anti- 
cancer drugs range from $2,000 to $32,000 a month 
and rising. “Only 5% of cancer drugs that enter clinical 
trials actually make it to approval. So that means that 
the cost of the 95% that fail must be recouped from the 
5% that succeed,” said Dr. Stewart.“ He advised that we 
need to tackle the cost of drug development. If we do not 
address it, we will either bankrupt the healthcare systems 
with exploding drug prices. On the other hand, if we restrict 
prices, we will restrict new drug development, he said. 

The current regulatory stringency in place is not cost effective 
for protecting patient safety, noted Dr. Stewart: “We must 
tackle the numerous speed bumps on the road to approval 
of effective therapies.” He said instead of our current model 
like a major highway with a speed bump every tenth of a kilo-
meter, we need a highway like the Autobahn in Germany with 
smart regulations and unlimited speed. 

To address the challenges, Dr. Stewart said that we need to 
reset the focus and develop progress-centred regulations 
for clinical research for lethal diseases. He recommended 
drawing a distinction between lethal and non-lethal dis-
eases: “I have no problem at all with the current regulations 
when it comes to acne, sexual dysfunction or obesity, but 
for lethal diseases we need regulatory systems, processes 
and regulators that are different from and separate from 
those for non-lethal diseases.” 

Another area that needs to be approached differently is 
accelerating study startup times, which he noted is 
important, since the number one predictor of a study that 
will fail to accrue patients successfully is how long it takes 
to activate the trial. He advocated for a future where we can 
screen patients by next generation sequencing to identify 
that one in a thousand patients with a certain mutation. 
Then, we would go online to identify a study approved by 
an accredited IRB somewhere in the world, and an accred-

ited investigator for a worldwide cooperative group could 
then activate that trial immediately, and the drug would be 
shipped out the next day. In the era of personalized therapy, 
this “just-in-time” trial activation concept is the only approach 
that makes sense. 

“We also need to permit patients with organ dysfunction 
on trials. For example, by adjusting the dose if it’s a renal- 
excreted drug in a patient with renal dysfunction, we can 
then analyze them separately,” said Dr. Stewart. 

“We need to reform adverse event reporting. For each study, 
investigators and regulators are inundated by huge numbers 
of adverse event reports that require review and action. The 
overwhelming majority of these are for toxicities already 
known or more likely related to the underlying malignancies. 
The very few important ones are buried in a huge avalanche 
of unimportant ones. This arises primarily from sponsors 
trying to limit their liability rather than it being a regulator 
issue,” said Dr. Stewart. 

He recommended simplifying the requirements for the use 
of biomarkers to select patients, which can remarkably 
improve drug efficacy and speed programs. Currently, if 
one wants to test whether a new biomarker can effectively 
select patients for treatment with a new agent, one needs 
to get CLIA certification for the test or else apply Investiga-
tional Device Designation for the biomarker, which can cost 
$100,000 or more and take a year or more, delaying study 
startup. “What we really need is to permit patient selection 
initially, based on a research lab test, and then perfect the 
test if you find out that the test really adds value. 

We also need to permit drug approval without the require-
ment for large phase lll trials if there are high response 
rates in phase l and ll trials in situations where the patient 
would be unlikely to benefit from standard therapy. The 
FDA has pioneered this approach with approaches such as 
“Breakthrough Drug Designation”, a hugely important move 
because this can bring down the amount of time to get a 
drug approved from 12 years on average, down to 6 years,” 
said Dr. Stewart. z
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Patient Engagement by Design in Clinical Trials and 

Research: Community Building and The Integration 

of Patient Perspectives in The Design, Implementation 

and Evaluation of Research

How can we improve patient engagement by design in clinical trials 
and research? Representatives from patient groups, industry and 
academic research institutions discussed innovative approaches  
to address this question. 

Announcement: CTO Patient 
and Public Advisory Group 

Moderator Dawn Richards, CTO’s 
Associate Director of Patient and 
Public Engagement announced that 
CTO is forming a patient and public 
advisory group to provide public and 
patient input into CTO activities and 
create opportunities for engagement 
in clinical trials, including increasing 
public awareness, and establishing 
relationships with health charities and 
patient advocacy groups. She noted 
that CTO recently applied for a CIHR 
SPOR (Strategy for Patient-Oriented 
Research) grant, and that regardless 
of the outcome, CTO will continue to 
explore knowledge and attitudes of 

healthcare providers, and facilitate the 
design and development of programs 
to address and support training needs. 

Successfully Integrating Patient 
Involvement

Neuroblastoma Canada focuses on 
connecting families of children diag-
nosed with the disease and translating 
new and advanced literature into pa-
tient and parent language so people 
can understand what’s happening in 
the research world. The organization’s 
founder Antonia Palmer recounted 
her experience having a son who 
participated in many clinical trials 
over years of invasive treatments 
for stage IV high risk neuroblastoma 

cancer. She also founded Ac2corn, 
the Advocacy for Canadian Childhood 
Oncology Research Network that 
focuses on advocating for translational 
research and effective treatments that 
can realize the goal of curing pediatric 
cancers. 

Palmer explained that the patient 
advocacy role is about giving a face 
to the scary world of pediatric cancer 
and to be a voice for families and 
patients. She said, “There is a great 
power in stories that can help bridge 
reality to science. We can look at 
problems and ask questions in differ-
ent ways. Sometimes we can be the 
voice for the physician, saying things 
they might not be able to say.” g 
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critically important. They won’t come 
just because you build the clinical trial, 
but they will come if they trust what 
you’ve built,” said Heim-Myers. 

She noted that ground breaking trials 
are underway to see if the Huntington 
gene mutation can be silenced with 
a novel drug. Worldwide, there are 
38 people participating in phase I
trials and moving to phase II. “They’ve 
upped the dosage and there are no 
safety issues identifi ed yet. This, and 
other treatments, are coming very 
quickly to our community and we need 
to be ready for the Clinical Trials,” said 
Heim-Myers. 

Based on input from researchers, 
clinicians and family members, the
organization created an HD Clinical 
Trial strategy in 2012. From that doc-
ument the consortium identifi ed gaps 
and subsequently published a generic 
clinical trial checklist, in collaboration 
with Innovative Medicines Canada, an 
HD clinical trials preparation guide, 
an HD specifi c clinical trial checklist, 
a mentorship program matching 

seasoned and new clinicians and an 
HD clinical trial locations map, which 
identifi es HD trials that are available in 
Canada, a lay summary and an easy 
to navigate webpage that outlines 
details of the trials, who is eligible and 
who to contact for more information. 
Heim-Myers noted that family mem-
bers, who are members of the consor-
tium, added value to all the initiatives, 
especially ensuring that the language 
is understandable and appropriate. 

Heim-Myers sits on a committee
recently renamed HD-HOPE, a global 
advisory panel of lay organizations 
that informs pharmaceutical compa-
nies on the preparation of participant 
materials for clinical trials. All the
organizations engage family members 
for feedback. “We have created this 
committee where we are the conduit 
between pharma and the HD com-
munity. Since we have the trust of the 
HD community, when pharma wants 
to implement clinical trials, they come 
through us with their patient informa-
tion sheets and patient surveys, we, 
in turn, provide advice from our HD g

Based on her learning and experi-
ence, she outlined ten things that 
help organizations ensure successful 
integration of a patient advocate: 
(1) formalize the job description with 
a detailed understanding of the role, 
the expectations and responsibilities; 
(2) provide a job orientation, ensuring 
training focuses on the work that must 
be done; (3) create a mentorship be-
tween the lay member and a non-lay 
member and ensure they connect reg-
ularly; (4) facilitate friendships between 
non-lay and lay members; (5) get to 
know the lay member and why the role 
is important to them; (6) keep the con-
versation open and positive; (7) voice 
concerns in a timely manner; and (8) 
acknowledge contributions when a lay 
person leaves the group.

Palmer concluded, “When everyone 
works together with the lay represen-
tative, then that’s when things can 
really advance.” 

Building Two-Way Trust 

Bev Heim-Myers, CEO of the Hunting-
ton Society of Canada, spoke about 
how to create a winning strategy for 
meaningfully engaging the community 
on clinical trial readiness. She noted 
that the Huntington Society of Canada 
is a smaller organization but with an 
engaged community that feels they 
have a voice. “For us, it’s about build-
ing trust with a person who wants to 
make us a better organization than we 
are today. We ask for input and we 
use it. We get back to whoever gave 
us that input and let them know that 
we value it and we’re using it, or if we 
can’t use it, we let them know that as 
well,” she said. 

“We value the community voice and, 
more often than not, we learn from it. 
It’s a two-way street. When it comes 
to clinical trials, building that trust is 

“If a trial is well designed and 
if it has the support of the 
patient group it will accrue 
the patients it needs.” 
Deborah Maskens, 
Co-Founder, Kidney Cancer Canada and Vice Chair 
of the International Kidney Cancer Coalition
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the House of Commons on March 
8, 2017. She said, “Six years later 
and after three adaptations, it was a 
magical moment for everybody in this 
room and every Canadian.” 

She noted that the Canadian Coalition 
for Genetic Fairness (CCGF) began, in 
2008, after a family member expressed 
reluctance to get DNA testing due to 
the risk of genetic discrimination. The 
Coalition, which included members 
from 20 organizations representing 
the interests of patients with HD, 
ovarian cancer, Alzheimer’s disease, 
Parkinson’s disease, breast cancer, 
ALS and other diseases associated 
with genetic mutations, has worked 
together to increase awareness of 
genetic discrimination and pass 
legislation to protect the genetic test 
information of Canadians. 

“If you are interested in clinical trials, 
this is what we needed. We need 
people to come forward, without fear, 
to participate in clinical trials, get ge-
netically tested and make proactive 
decisions about disease treatment, 
prevention and healthy living going 
forward,” said Heim-Myers, “We are 
very close to making this happen.” 
The Bill will be final after it is approved 
by the Senate. 

trial planning. Merck’s commitment to 
patient engagement includes embrac-
ing the opportunity to engage with 
patient organizations, actively listen-
ing to patients to better understand 
their healthcare journeys, expected 
outcomes and decision-making, and 
is supported by the principle that 
listening to patients is critical to inspire 
effective and relevant medical and 
scientific innovation.

“We have decided we need to be 
patient-centric. By focusing on 
working with patients earlier in the 
development process, we create 
more meaningful studies and improve 
their experiences. Engaging patients 
throughout the study empowers 
them to influence informed consent 
and make documents more under-
standable, ensures recruitment of 
the right patients, improves follow-up 
and increases retention. The net result  
is more complete patient measures 
and outcomes, less missing data and 
more high quality data.”

“Patient volunteers articulate four core 
needs. They want to: (1) feel that they 
are taking control of their health and 
well-being; (2) personally connect with 
the study staff; (3) feel that they’re 
being treated as human beings with 
respect and dignity; and (4) know that 
their participation in a clinical trial will 
make a difference,” said Dr. Vichnin. 

By conducting a patient dialogue 
workshop about clinical trial design 
with eight patients living with meta-
static triple negative breast cancer, 
Merck gained meaningful insights 
about patient knowledge, expecta-
tions of treatment, preferences for 
information sources, and the factors 
patients consider when deciding 
whether to participate in a clinical trial, 
said Dr. Vichnin. g

stakeholders — the family members, 
caregivers and people who are at-
risk,” said Heim-Myers. “We have one 
pharma company we are working with 
very closely. We hope that more will 
come on board because HD will not 
be treated by one option — there will 
be a need for multiple treatments to 
target the specific biological makeup 
of the HD patient.”

Next, Heim-Myers shared a great 
example of community involvement. 
After a member proposed a donation 
of $1 million to make a difference in 
HD research if HD Canada could find 
a matching donor, Heim-Myers invited 
a dozen global thought leaders, the 
donor and their clinician relative to the 
table. “We came up with a proposal 
that totally met the donor’s need and 
the research need. We were success-
ful in having the donation matched by 
Brain Canada. Last year we launched 
the $2 million research program expe-
diting discovery to clinical trials. The 
donor has been involved during many 
steps of this research initiative.” said 
Heim-Myers. 

She spoke about HDBuzz.net, an 
online site where families, healthcare 
providers and researchers can access 
the latest HD research and clinical 
trial information in everyday language, 
across 15 languages. Launched in 
2011, she said the site receives over 
200,000 home page views per month. 
Heim-Myers noted that the Huntington 
Society of Canada hopes to support 
a study to establish if HD BUZZ is 
instrumental in behavioural change, 
increasing awareness and increasing 
interest in research and clinical trials of 
the HD Community. 

In her closing remarks, Heim-Myers 
was proud to announce that Bill 
S201, the Genetic Non-Discrimination 
Act, passed through third reading in 

NOTE

As of May 4, 2017, the Genetic 
Non-Discrimination Act (GNA 
previously known as Bill S201) 
was passed into law. 

Defining Patient Centricity

Dr. Michelle Vichnin, Executive Direc-
tor, Oncology with the Global Center 
for Scientific, Medical and Patient 
Perspective at Merck spoke about 
how the company involves patients in 
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technology for use in primary care 
settings for persons with complex 
care needs living in the community. 
The project objectives were to: identify 
the health system issues important 
to the patient population and their 
caregivers; identify patient reported 
outcomes measures that captured 
issues important to them; explore the 
use of technology for collection of per-
son-centred indicators; and to devel-
op, test and evaluate the technology. 

They employed a user-centred design 
evaluation approach that involved 
patients throughout the whole needs 
assessment, design and evaluation 
process. “When we went through 
the fi rst stage, it became clear that 
many of the outcomes we thought 
that were important from the sys-
tem perspective were meaningless 
to patients, caregivers, and even to 
primary care providers. We ended 
up landing on a tool that enables 

collaborative decision making be-
tween patients and providers, cen-
tered around goal-oriented care,” said 
Dr. Steele Gray. 

She added, “Even though we had quite 
a lot of technological glitches as ex-
pected in a usability pilot, lots of errors 
and things you are supposed to work 
out in a test like this, we captured a 
huge amount of data over a very short 
period of time. Qualitative data analysis 
revealed that patients were willing to do 
a large amount of reporting because 
they were sharing information that was 
meaningful to them.” 

Dr. Steele Gray noted that the re-
searchers incorporated patient and 
caregiver experiences and feedback 
into the actual trial design: “They 
helped us design the protocol, even 
before we got funding. They sat in on 
our team and worked with us to g

“When it comes to clinical trials, 
building that trust is critically important. 
They won’t come just because you 
build the clinical trial, but they will 
come if they trust what you’ve built.” 
Bev Heim-Myers, 
CEO of the Huntington Society of Canada

About half of the patients identifi ed 
that having only one standard of care 
treatment option was a barrier to par-
ticipation, so another arm was added 
to the trial. They also expressed con-
cern over the lack of crossover, but 
it was not an absolute barrier to par-
ticipating: “We decided that we were 
unable to change the study design for 
crossover, but we understood that it 
remained an issue and we will remain 
vigilant and continue discussions 
about that particular issue,” explained 
Dr. Vichnin. Patients also identifi ed 
unblinding as essential. Dr. Vichnin 
said, “On an individual basis, per the 
protocol, an investigator can request 
unblinding if that would help with de-
ciding further patient care.” 

She concluded, “We don’t incorporate 
all of the input from every investigator 
and we can’t incorporate all of the 
input from every patient. But we want 
to hear it. We want to aggregate it and 
use as much as we can.” 

Patient Engagement from 
Design to Evaluation

Dr. Carolyn Steele Gray, Scientist at 
the Bridgepoint Collaboratory for Re-
search and Innovation (Collaboratory), 
Lunenfeld-Tanenbaum Research Insti-
tute, Sinai Health System in Toronto 
said, “We’ve been engaging patients 
in trial design, but also in the design of 
our interventions from an early stage.” 
Dr. Steele Gray and colleagues work 
with patients with complex chronic 
disease and disability, often with mul-
tiple, competing discordant conditions 
and other vulnerabilities that make 
the management of their health condi-
tions particularly challenging. 

Dr. Steele Gray shared the example 
of their Electronic Patient Reported 
Outcomes (ePRO) Project, an eHealth 
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identify what outcome measures were 
important, how we deployed the ser-
vice and how we recruited patients.” 

She concluded, “In the actual trial, 
we’ve embedded a case study de-
sign, including things like observations 
of patient-provider interaction, inter-
views, focus groups and ongoing en-
gagement with the patients and care-
givers involved, so that we can better 
understand the quantitative outcomes 
by using qualitative analysis.”

Innovative communication 
approaches

The final speaker for this session 
was Deborah Maskens, Co-Founder 
of Kidney Cancer Canada, and the 
Vice Chair of the International Kidney 
Cancer Coalition (IKCC). She spoke 
from her unique perspective as 
co-founder and as a 20-year survivor 
of metastatic kidney cancer who 
participated in two clinical trials, one 
in Canada and one that required 
frequent travel to the U.S. 

Maskens gave three radical state-
ments about needed changes in 
clinical research: (1) Patients will not 
enroll in a clinical trial that they do not 
know about; (2) We cannot assume 
that physicians can/will play the role 
of gatekeeper for clinical trials; and 
(3) We need to educate patients and 

the public at large about clinical trials 
in general, specific trial opportunities, 
and results. 

The IKCC ran a successful social 
media campaign called Think Treat-
ment? Think Trials to encourage 
patients to keep asking physicians 
about clinical trial options. “Many can-
cer patients say they will think about 
a clinical trial when they’ve finished 
all the options their doctors have 
planned for them. We need to switch 
that dialogue and get it to be the first 
question rather than the last option. 
As cancer advocates, we know you 
need to get on a trial when you are the 
most well and treatment naïve.” She 
emphasized that we have a major silo 
problem: “a patient in St. Catharines, 
Ontario will never know that there’s a 
trial at Juravinski Hospital up the street 
and certainly will not know that there 
might be a better trial for them at a 
centre in Toronto. Princess Margaret 
Cancer Centre does not know what 
clinical trials are happening at Sunny-
brook Health Sciences Centre.”

To address the fact that clinicaltrials.gov 
is incredibly hard for patients to nav-
igate, the IKCC created a website 
that groups information according to 
where the patient is on their journey, 
using accessible language and easy 
to understand graphics to describe 

treatment protocols. To counter the 
hype when a press release is issued 
with new study results, the IKCC 
publishes an infographic to explain 
the trial results, presenting objective 
response rates, progression-free 
survival, overall survival, complete 
response and percentage of partici-
pants who experienced grade 3 or 4 
side effects, explained Maskens. 

She shared an example of an  
egregious industry-supported trial 
occurring in Ontario: “In the first arm, 
you get an active drug. Guess what 
you get in the second arm? An intra-
venous placebo. How is it in 2017 that 
we are bringing cancer patients to a 
cancer centre to have saline infused 
into their arms?” 

“We need to embed patient advocacy 
in research from the very beginning. 
I heard a lot yesterday about recruit-
ment and trial accrual. If a trial is well 
designed and if it has the support 
of the patient group it will accrue 
the patients it needs. I’m proud that 
the Canadian kidney cancer group 
followed the James Lind Alliance 
model to crowdsource from patients, 
researchers and clinicians what the 
research priorities should be,” she 
concluded. z
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In an Era of Pseudoscience Noise, 

Good Clinical Evidence and Science 

Literacy Matter More Than Ever

“Never have good clinical evidence 
and science literacy been more im-
portant than in our current era of 
alternative facts, pseudoscience and 
fake news,” said Timothy Caulfield, 
Canada Research Chair in Health  
Law and Policy; and Professor,  
Faculty of Law and School of Public 
Health at the University of Alberta.

Caulfield provided an entertaining romp through several 
egregious examples of health therapies and treatments for 
which there is “not a stitch of evidence,” but that have been 
touted recently by celebrities and thrust higher into public 
awareness by both mainstream and social media. Examples 
included cryogenics, colonics, genital steaming, jade eggs, 
vegan stem cell facials, massive consumption of supple-
ments and homeopathic remedies. 

Beyond the ridiculousness of some of these health practic-
es, Caulfield noted that some of them are also dangerous; 
for example, “letting yourself get the flu as a natural way to 
cleanse your body.” He is currently studying how anti-vac-
cination endorsements by celebrities and reality-show stars 
are portrayed uncritically in mainstream media coverage. He 
noted that while we can point figures at our cross-border 
neighbours to the south, “who have an anti-vax, reality-TV 
show president,” recent research found that “28% of Cana-
dians have some degree of vaccination hesitancy tied to the 
concern on autism and other mental health disorders.” 

How did we get to this current predicament where the public 
believes unproven claims over real science? According to 
Caulfield, the contributing factors include a loss of trust, a 

Caulfield is the author of The Cure for Everything and Is 

Gwyneth Paltrow Wrong About Everything and participates in 

several high-level national and international research ethics 

committees.

breakdown in understanding about how science works, a 
lack of critical thinking skills, and the rise of predatory medical 
journals that are being used to justify questionable research.

Regarding the loss of trust, he cited a 2014 study that found 
about half of American adults believe in at least one medical 
conspiracy theory and 37% of respondents agreed with the 
statement ‘The FDA is knowingly withholding natural cures 
for cancer because of big pharma.’ The study was pub-
lished in JAMA Internal Medicine.

Noting a study that found just being exposed to the Jenny 
McCarthy news interview where she spoke about her 
views on vaccines and autism increased vaccine hesitancy, 
Caulfield said, “We are not critical enough. We don’t call out 
bunk often enough, and too often accept false balance.” 

To fight back against the tsunami of pseudoscience, 
Caulfield said that the clinical trials community needs to 
advocate for more truth in advertising through regulatory 
bodies, press for more monitoring and regulation of mem-
bers by professional associations, and call out inaccurate 
science information when it appears. “I think it’s unethical 
to misrepresent science to the public, so I think professional 
regulators need to be involved in monitoring what’s going 
on,” said Caulfield. 

Press releases and mainstream media tend to overplay 
medical breakthroughs, but the truth is that science moves 
much more slowly. “We need to increase science literacy 
and better explain the relationship between the big pharma 
executives and the researchers,” said Caulfield. 

He wrapped up his talk by noting evidence that shows it is 
possible to improve science literacy and challenge unproven 
health therapies. “We can all play a role. We can all be part 
of trying to inoculate the public about the pseudoscience to 
make them think twice, to be better critical thinkers.” z
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Streamlining Research Ethics Reviews:  

Where Are We Now, And Where Are We Going?

Research ethics policy continues to evolve to be more effective, efficient 
and competitive. A diverse panel of experts from jurisdictions across 
Canada shared their insights and experiences exploring opportunities  
for harmonization and streamlining research ethics reviews.

CTO Stream Update

Susan Marlin, President and CEO of CTO presented an up-
date on CTO’s Streamlined Research Ethics Review System 
that was officially launched at the CTO 2015 Clinical Trials 
Conference. 

“In response to early stakeholder feedback, CTO imple-
mented a Research Ethics Board Qualification Program, 
and as of now, there are 16 qualified REBs in Ontario, all  
of whom volunteered to participate in the process. Two 
more are in progress and several others are lining up,”  
said Marlin. 

“CTO Stream is an online system that any researcher or 
Board across the province can access and submit an ethics 
review application. Once it’s approved through our system, 
investigators at CTO sites across the province can apply to 
join that study by submitting a centre-specific application,” 
said Marlin. “We have 69 studies in the system, and of that 

total, about 17 are industry-sponsored. We expect more 
studies over time, but we also expect there will be a healthy 
number of investigator-initiated studies and we are thrilled 
about that,” added Marlin. 

She noted that CTO Stream is working well. Once the main 
review is completed, about 40% of sites achieve ethics 
approval within one week and 90% are approved within 
one month. Marlin said, “This is way faster than using the 
traditional system which can take from two to five months, 
site by site, to get local ethics reviews.” 

“Today we have 82 participating sites on board and expect 
to reach 100 soon,” said Marlin. “Interest remains high 
in the clinical research community to create efficiencies 
across provinces and nationally. We are open to pursuing 
collaborations with other jurisdictions.” g
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CTO Stream Participant 

Bryce Pickard, Managing Director and COO of the Cardiac 
Arrhythmia Network of Canada (CANet), spoke about the 
initiatives underway to streamline ethics reviews within the 
organization’s national network of about 100 investigators. 

“We have a broad vision of changing care for people suffer-
ing from arrhythmia. We have three very clear clinical goals, 
the 10-20-30 goals: we’re going to drop sudden cardiac 
deaths by 10%; decrease the number of hospital and ER 
visits by 20% among atrial fibrillation patients and by 30% 
for patients with syncope. 

Pickard said that CANet faces the typical three challenges 
of recruitment, contracts and ethics approval. With regards 
to ethics, he said, “We hope that CANet can become one of 
the examples where we are going with streamlining ethics 
approvals and approaches. We have two trials going through 
CTO’s Ontario approval process right now, and we would 
love to be a part of the discussion that would involve that 
collaboration across the country.” 

“Within CANet, we’re not going to be able to reach our goals 
without collaboration outside the clinic,” he concluded. 

Streamlining Ethics Reviews in BC 

Laurel Evans, Director of Research Ethics at the University 
of British Columbia (UBC) provided insights about the BC 
Ethics Harmonization Initiative (BCEHI), a collaboration of 
the largest universities and health authorities in BC. The 
BCEHI includes every REB that reviews and approves 
regulated clinical trials and seeks to coordinate processes 
to encourage multijurisdictional trials within the province. 

“I’m proud to say that the Michael Smith Foundation for 
Health Research has given BCEHI more funding to support 
human resources, the development of a common application 
form for multijurisdictional studies, and more importantly, 
put it all on a separate workspace on UBC’s online system. 
So fundamentally, we’re going to have a mini CTO within the 
province of BC,” said Evans. 

Evans co-chaired a working group for CCTCC REB 
Accreditation together with Karine Morin, Executive Director, 
Platforms at Alberta Innovates. The group submitted their 
final report in August 2016 and response in March 2017 to 
CCTCC and Health Canada’s Public Response provided in 
January 2017. Evans shared the group’s progress on seven 
recommendations: (1) they distributed the SPOR SHRER 
report; (2) they are investigating the feasibility of establishing 

a registry of REBs that could ultimately be scaled up across 
Canada; (3) they are investigating the feasibility of pursuing 
regulatory options for standards equivalency of REBs; (4) 
they are considering assigning efforts to coordinate REB 
education and training by establishing mechanisms for 
collaboration; (5) they have extensively studied approaches 
to sharing REB reviews of multi-centre research, including 
a possible national online system; (6) they are participat-
ing together with other stakeholders in a study of real and 
perceived barriers to REB review acceptance; and (7) they 
recommended the establishment of a national strategic 
leadership forum and Health Canada and CCTCC are con-
sidering the feasibility. 

“In our response to CCTCC, we added that we think CTO 
should be part of that group, because we think the CTO 
registry could be expandable, and we should investigate the 
feasibility of using it,” said Evans. 

“CCTCC Health Canada responded that they would inves-
tigate the feasibility of the options, and look at other instru-
ments such as law, regulation, ICH GCP guidance, the CGSB 
standard and SOPs. The Working Group feels strongly that 
we should be using accreditation standards that are avail-
able within the country, and those would include the CTO 
Qualifications Process, Association for the Accreditation of 
Human Research Protection Programs (AAHRPP), which 
is utilized primarily by independent IRBs, and the Quebec 
Ministry of Health process. They have indicated that they’re 
very supportive of REB education and training, and will help 
to establish mechanisms for collaboration,” said Evans. 

Ethics Harmonization in Alberta 

Karine Morin, Executive Director, Platforms at Alberta 
Innovates spoke about Alberta’s Health Research Ethics 
Harmonization Initiative (HREH). She also is involved with the 
Alberta SPOR SUPPORT Unit which focuses on enabling 
patient-oriented research and advancing Canada’s com-
petitiveness in clinical trials. Noting another set of activities 
focused on clinical research, she invited the audience to visit 
the research roadmap and related tools developed by the 
Alberta Clinical Research Consortium (ACRC) on the Alberta 
Innovates website. 

Regarding ethics harmonization, she spoke about the 
“challenges of scale.” The unit that matters the most in 
clinical trials is the individual patient participant. Scaling 
up, next there are dyads — the patient-physician rela-
tionships, and PI-participant relationships — followed by 
sites and institutions, and then extending to networks g 
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and clusters across regions, countries and globally, said 
Morin. “We know that it’s all about the scale of large 
applicant data, populations, gigabytes and terabytes. So, 
what are the tools, concepts, considerations, and the lan-
guage to consider the ethics perspectives at these levels? 
How good are we scaling up to the global level where the 
pharmaceutical companies are operating? I’m not sure  
we have everything we need along the whole spectrum,” 
she said. 

A key milestone in the current initiative regarding the 
harmonization of ethics reviews in Alberta was achieved 
in November 2013, when the Minister of Health signed a 
Designation Regulation to reduce the number of Health 
Information Act (HIA) designated boards from six to three: 
the newly created Health Research Ethics Board of Alberta 
(HREBA); the University of Alberta’s HREB; and the 
University of Calgary’s CHREB. Six different organizations 
were involved in the initiative, including Alberta Innovates, 
the two Universities, the College of Physicians and Surgeons 
of Alberta, Alberta Health Services and Covenant Health. 

The critical piece is the reciprocity agreement. It is not a 
board of record mechanism as with CTO. The reciprocity 
model, which is addressed in the TCPS, relies on the 
recognition and acceptance of a review done by any one 
of the three designated boards to eliminate redundancy, 
Morin said. 

“Has it been a tremendous success? Not quite yet. One of 
the things that did take place last spring, was a massive 
undertaking that required all new cancer trials to come to 
this specialized, centralized committee, as well as a transfer 
of all ongoing cancer studies,” said Morin. 

“The three REBs were re-designated in November 2016 just 
as the term was expiring; however, the agreements in place 
to facilitate harmonization expired and we are in the middle 
of renegotiating a new reciprocity agreement,” shared Morin. 

Regarding effectiveness, she noted, “I think we have focused 
on the economic, productive, competitive part because we 
can quantify it. I don’t think we’ve done as good a job quan-
tifying the real risks of harm across the different domains of 
compliance and privacy.”

Single Ethics Review in Quebec: Year 1 

Diane Laflamme, Ethics Advisor for the Quebec Ministry of 
Health and Social Services, shared insights on streamlining 
ethics reviews in Quebec public health institutions. “In 2015, 

we introduced the single ethics review: the Multicentre 
Framework. This Framework applies to 29 public institutions 
where clinical trials can be conducted: 7 major hospitals 
with 26 sites in Montreal and Quebec City, in addition to 
22 Integrated Health Centres with more than 70 sites prov-
ince-wide. All these institutions have the same insurer. The 
ethics review is provided by one of the 30 research ethics 
boards designated by the Quebec Minister of Health and 
Social Services. If the site-specific assessment of the clinical 
trial is positive, the institution recognizes the ethics review 
and issues an authorization for the research to proceed. We 
also introduced a standardized fee schedule in July of last 
year,” Laflamme noted. 

She shared results of the new ethics review process during 
the first 12 months of its implementation. Looking at the 
timelines of 77 clinical trials, it took on average 74 calendar 
days from the time studies were submitted for review to 
REB approval; the median is 64 calendar days. For 16 
trials, the required documentation was not provided by the 
researchers and REB meetings were postponed. Another 
analysis showed that among 78 trials, it took 40 days on 
average from the first REB comment to the final documents 
submitted by the researcher. Laflamme said that she hopes 
to see some improved metrics when they update the analy-
sis at fiscal year-end. 

Laflamme said that the results showed the REBs did meet 
the target timelines in the Framework; researchers could 
contribute to improve the timeline by providing a faster 
answer to REB’s comments and speeding-up the produc-
tion of final documents. Also, institutions need to find ways 
to reduce administrative time. One change they will pursue 
is to align workflow, to start contract negotiations at each 
site as soon as the REB agrees to act as Evaluating REB 
so that when the ethics review will be ready, they should 
both come together. z

Diane Laflamme
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Clinical Trials Conduct: Improving the Business of Research

In this session, a panel of experts shared insights 
on the challenges, solutions and opportunities 
when negotiating clinical trials contracts. 

Allocating Overhead in an Academic  
Health Setting

Frank Naus, Vice President, Research at Hamilton Health 
Sciences, discussed the business of clinical research from 
the perspectives of a research and an institutional hospital, 
and clarified some common misperceptions about overhead 
and indirect research costs. 

“Hamilton Health Sciences has more than 400 investigators 
who are all faculty at McMaster University, along with 900 
research staff. We have three joint research institutes, the 
Population Health Research Institute (PHRI), the Escarp-
ment Cancer Research Institute (ECRI), and the Thrombosis 
and Atherosclerosis Research Institute (TaARI). We treat the 
Institutes somewhat differently than the rest of the research 
community at HHS in terms of how we distribute overhead,” 
explained Naus. 

Naus noted that the HHS research program reaches far 
beyond Hamilton. They conduct programs on six continents 
in 86 countries, in 1,500 centres. There are currently over 
224,000 participants in epidemiological studies, 55,000 
clinical trial participants outside of Canada, and 12,000 
participants in Hamilton in 900 active studies. 

“When we talk about overhead, we charge rates consis-
tent with our Canadian peers for industry studies. With the 
non-industry Tri-Council funding, there is a federal indirect 
cost recovery (FICR) program which allows us to recover 
around 20%,” said Naus. A survey commissioned from 
PwC found that 30% was an appropriate overhead figure, 
comparable to Canadian and international numbers which 
ranged from 25-40%. 

Naus shared that of the 30% overhead figure: 10/30 goes 
to the university; 12/30 is distributed within various g 
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organizations, listening to how to get the best out of the 
contract and in the end, it becomes even more difficult to 
come to an agreement,” said Bilkic. “Hiring skilled negotia-
tors makes contracting even more complex and can take 
longer,” he added. 

“The contract for a clinical trial agreement is supposed to be 
an enabler for research, it’s not supposed to be a stumbling 
block, stifling research,” said Bilkic. 

He explained that negotiating mutually acceptable tem-
plates works to a certain extent until personnel change and 
present a different view on the language. However, the real 
reason our current approach doesn’t work is because it’s 
siloed: “Two parties can work out a mutually acceptable 
template and speed up the contracting process, but that 
doesn’t really address the problem holistically. That same 
party with whom you just made this mutually acceptable 
template with has a different template with somebody else. 
A clinical trial agreement should not be about what one can 
negotiate at a given time and situation. It should be about 
principles that we can all understand and agree to. Other 
countries have achieved this. We can as well.” 

“Is it fair to research that two organizations can work out a 
streamlined approach while the others cannot? That isn’t 
fair. We need a solution that works for Canada, not just for 
certain organizations,” said Bilkic. Having a better negoti-
ator, a better position to negotiate or perhaps using one’s 
size or importance to exert more leverage, stifles innovation 
where these parameters cannot be attained. This is not the 
research culture we want for Canada,” Bilkic added. 

He said that standardization means getting what you 
need regarding critical language while giving up some of 
the things you want but that are not very likely to happen: 
“We don’t need all this other stuff that’s in there. We don’t 
need to cover every possible scenario that theoretically 
might happen.”

Bilkic said that global companies using approved and 
mandated corporate clinical trial agreement templates 
need to understand that in Canada we have a different 
approach, that the corporate expectation is a perceived, 
not a real barrier. “Believe me they will not want to meddle 
with the environment of a country that intends to make 
things more efficient.” The barrier they need to understand 
is that an onerous contract will delay clinical trial startup by 
weeks and months, impacting on their ability to be first on 
the market. g

research programs/administration within the hospital; 2/30 
goes to the hospital and 6/30 goes to the university/hospital 
department of the PI. “There is a perception that once the 
overhead comes in, it gets distributed out back to the hospi-
tal operation. I should make it clear, that we have essentially 
two quite separate and distinct funds for hospital operations 
and research, and there’s no movement of money between 
those two areas,” he clarified.  

Naus said that overhead is allocated differently for the Joint 
Institutes. Of the 30%: 8/30 goes to the university; 10/30 
goes to the hospital research office/programs; 2/30 goes 
to the hospital; 3/30 goes to the university/hospital depart-
ment of the PI; and 7/30 goes to the Joint Institute. Industry 
overhead represents about 5-10% of the total research 
office budget. 

“We have a number of internal funding mechanisms, includ-
ing a new investigator fund and a request for assistance 
(RFA) program which are early career awards. “For example, 
in our RFA program this year we’re funding two projects. 
Each will receive $100,000 a year for three years, so it’s 
not an insignificant contribution that we make back to the 
research effort,” he said. 

Naus concluded by reminding “everyone that the hospitals 
are not-for-profit entities, and in fact, are charities. Our 
research goal is discovering and improving care. At the end 
of the day, we want better outcomes for our citizens.”

Industry Perspective on Contracts

Dex Bilkic, Manager of Study Startup and Patient Recruitment 
at Bayer Inc. provided an industry sponsor perspective on 
clinical trial agreements. 

“As we seek and achieve efficiencies in many areas of 
clinical research, clinical trial agreements will increasingly 
become a visible and obvious culprit of delays and lack of 
efficiency. The information that we have is that one-half of all 
delays that happen in clinical trial initiations are caused by 
contract execution timelines,” said Bilkic. Some of the other 
contributors to startup delay are recruitment, amendments 
to protocol, informed consent, drug supply availability and 
regulatory issues, Bilkic said. 

“The contract has gotten so complex, that you can actually 
take seminars and go to conferences where they teach you 
how to get the most out of a contract and turn the nego-
tiations in your favour. One of the problems I see there is 
that we’re all sitting in the same room, representing various 
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A process flow chart and a checklist of agreed terms are 
included in that agreement, which can be used by the lead 
negotiating site to provide parameters for negotiations. 
Referring to the types of terms that have already been 
agreed to can also be helpful for resolving disagreements, 
said Birkenheier. 

One of the challenges is that research budgets are not nec-
essarily negotiated by the contracts office, but rather by the 
principal investigator, the study coordinator, or the research 
finance department, depending on the institution. “That 
would not be part of what the contract reviewers are doing; 
that would have to go through a separate parallel process, 
ultimately ending up with an agreement that we can all sign 
off on,” noted Birkenheier. 

She concluded by saying the JNP is at a very early stage 
with recent sign-off on the memorandum of understanding. 
They have not yet piloted the process and are keen to do 
so. Birkenheier expects that one of the biggest challenges 
will be the intake mechanism and the identification of the 
studies that can potentially go through the process.

“We have listed some criteria that will help guide us in that 
process. In determining who will take on the lead negotiation 
role for a given study she noted that, “we have listed some 
criteria that will help guide us in that process.” It may be 
that one institution has a very good relationship with the g 

He concluded, “If we focus on the patient, if we change our 
perspective to think first of the patient in all these different 
inefficiencies that we have embedded in our processes and 
procedures, we will invariably and inevitably come to a point 
where we’ll get the efficiencies that we require. 

Joint Negotiations for Academic Institutions

Tamara Birkenheier, Senior Legal Counsel at Sunnybrook 
Health Sciences Centre and Sunnybrook Research Institute, 
shared an innovative approach led by a group of Toronto 
academic research hospitals to improve contract efficien-
cies at a grass roots level. “The Toronto Academic Health 
Sciences Network (TAHSN) group, comprised of the 
University of Toronto and its 13 affiliated healthcare insti-
tutions, recently signed off on an initiative called the Joint 
Negotiation Process (JNP) with a goal of improving the 
efficiency of the clinical trial agreement negotiation process,” 
said Birkenheier. Longer-term goals include improving the 
harmonization and standardization of clinical trial agreement 
terms, among the group and with industry as well. 

The JNP is a process that allows for the joint negotiation of 
clinical trial agreements that involve multiple sites and insti-
tutions. For example, if an industry-sponsored multi-centre 
trial comes forward that involves Sunnybrook, UHN and St. 
Mike’s, it makes more sense to coordinate contract nego-
tiations, rather than deal with them individually, since a lot 
of the issues are probably the same, said Birkenheier. “One 
institution leads the negotiation, taking the lead role as the 
contact for the sponsor or the CRO, so there are not multiple 
conversations going on at the same time. We’ve established 
a common framework and a checklist of agreed-upon terms. 
Each institution still signs off and agrees to the contract.” 

“We have a strong collaborative network of contract 
reviewers and legal counsel and contracts offices amongst 
the institutions. We are all covered by the same insurer, 
so we’ve all got the same potential liability concerns. We 
have a shared desire to decrease our timelines and we are 
constantly working to try come up with ways to improve 
efficiency,” said Birkenheier. 

She noted, “We have buy-in from all the CEOs. A memo-
randum of understanding was recently signed off on by all 
the institutions. We felt it was important to formalize it in 
an actual agreement, so people can refer to the principles 
underlying what we’re trying to achieve, and revisit what 
we’ve all agreed to.”

NOTE

Since the conference, an industry sponsored regulated 
clinical study was identified by a TAHSN institution 
as one that is appropriate for negotiation through the 
JNP. With the consent of the industry sponsor and 
the CRO, one of the two TAHSN institutions partic-
ipating as sites has assumed the lead role for the 
review and negotiation of the clinical trial agreement 
for both sites. On completion of the process, the sites 
will report back to the other TAHSN institutions on 
how the process worked and implement changes if 
required to address any challenges that may have 
been encountered. The institutions are excited to pilot 
a study through the JNP and are hopeful that this 
initial pilot will give rise to other study agreements 
being reviewed in this manner.
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sponsor of a study, so it may make sense for them to take 
on that lead role. Maybe they already have an established 
template agreement that we can use as a starting point.”

If the initiative is successful within Toronto-area hospitals, 
Birkenheier says the concept could be expanded more 
broadly in the future. 

CCTCC Fair Market Value Project Update 

Elena Aminkova, Interim Director of Project Facilitation with 
the Canadian Clinical Trials Coordinating Center, shared 
progress with the Fair Market Value Project. 

The CCTCC is a not-for-profit collaboration between Inno-
vative Medicines Canada, the Canadian Institutes of Health 
Research and HealthCareCAN. The CCTCC runs and 
facilitates collaborative initiatives intended to strengthen 
the operational environment for clinical trials and promote 
Canada as a leading destination for clinical research. 

The Fair Market Value (FMV) Project grew out of a need 
identified in the model Clinical Trials Agreement (mCTA) 
project, said Aminkova. Stakeholders looking at Canada’s 
track record for start-up times advised that attempting  
to fix the contracting process alone was not sufficient  
— it was also important to introduce efficiencies in the 
budgeting process. 

The goals, of the project which is in its very beginning, 
are to streamline budget negotiations by introducing op-
erational efficiencies and best practices with the overarch-
ing goal of reducing study start-up times, thus helping to 
ensure Canada’s competitiveness globally, said Aminkova. 
She added that the goal of the project is not to change or 
determine costs.

“We’ve been seeing globally that trial median cycle times 
have increased over the last decade. There are many reasons 
why the cost of clinical trials and the timelines are exploding, 
including more demands from regulators, increased scrutiny 
of adverse events and increased complexity of operations,” 
said Aminkova. 

“We believe that, in terms of clinical trials contract negotia-
tion and budget negotiation, there is an opportunity to im-
prove,” said Aminkova. She presented information showing 
that Canada is competitive for study start-up times in some 
therapeutic areas such as cardiovascular trials, but not as 
competitive in oncology trials. “The budget process takes 
up a large portion of the start-up process,” she noted. 

“In the process of working on this, we decided that we 
need to clarify some key budget-related questions that 
both sponsors and sites/institutions have. We were a little 
bit shocked that there was so much misunderstanding by 
both sides — sponsors and sites/institutions. This has be-
come very important and it’s really affected the scope of 
this project. We are working to develop an understanding 
of the requirements, pressures, and needs in clinical trial 
budgeting for both sides,” said Aminkova. 

She explained that global sponsors keep track of perfor-
mance metrics, which is something sites need to understand 
as they negotiate budgets: “We are looking at how we can 
develop solutions. Best practices is an emerging opportu-
nity, as well as perhaps some benchmarks. It’s still very early 
days; we just had our first face-to-face meeting. There is a 
lot of interest in engagement, which is very encouraging.” 

She shared some of the working group’s initial observations 
from anonymized information provided by sponsors and 
sites about their budget negotiation process, overhead 
administration and start-up fees. This information helped 
them identify some key drivers for cost variation, including 
variation in budget creation among sites/institutions and 
even within the same institutions, and inconsistencies with 
de-centralized budgets. 

Aminkova concluded by saying that having a framework or 
a best practices resource could assist in budget develop-
ment. “When Canadian staff of sponsors can explain to their 
global offices the components of Canadian trial costs, they 
will be able to defend budgets better. Canada will have the 
opportunity to get more trials and patients will have better 
options,” she said. z
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Conference Survey Results: Ideas into Action

To capture the discussions and ideas sparked in the conference 
sessions, we provided blank input forms and asked attendees to 
submit answers to this question:

CTO thanks the respondents and looks forward to facilitating  
discussions on ways to move clinical research forward in Ontario. 

We have provided a sample of the suggestions:

“What’s your idea on how to improve the environment for clinical trials 
in Ontario? And how do we turn that idea into action?”Q:

A: Support for recruiting lay reps to REBS.

Clinical trials offered to oncology patients 
as standard of care.

“Clinical Trials 101” - create material

Research as an extension of care.

A provincial registry of prospective clinical 
trial participants.

Establish a patient advocacy group.

Who should review the creation  
of databases?

Support industry with patient engagement.

Case studies of streamlined ethics reviews.

A shared database of open trials, as well 
as outcomes.

More research team focused content.

Unified campaigns to engage patients  
in clinical trials.

Regulatory reform.

Research co-ordinators to share their 
experience in clinical trials.

More patient-centric consent design.

Just-in-time activation of trial sites.

Improve access to knowledge about  
clinical trials.

Streamlined contracting process.
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Glossary of Acronyms

 Ac2corn  g  Advocacy for Canadian Childhood  
Oncology Research Network

 ACRC  g Alberta Clinical Research Consortium 

 BCEHI  g BC Ethics Harmonization Initiative

 CADTH  g  Canadian Agency for Drugs and  
Technologies in Health

 CAHO  g Council of Academic Hospitals of Ontario 

 CAMH  g Centre for Addiction and Mental Health

 CCGF  g Canadian Coalition for Genetic Fairness

 CCTCC  g  Canadian Clinical Trials Coordinating 
Centre

 CIHR  g Canadian Institutes of Health Research

 CCNA  g  Canadian Consortium on  
Neurodegeneration in Aging 

 CHREB  g Calgary Health Research Ethics Board 

 CRO  g Contract Research Organization

 CTO  g Clinical Trials Ontario

 ECRI  g Escarpment Cancer Research Institute 

 EMEA  g Europe, the Middle East and Africa

 FMV  g Fair Market Value 

 FIPPA  g  Freedom of Information and Protection of 
Privacy Act 

 HREB  g Health Research Ethics Board 

 HREBA  g Health Research Ethics Board of Alberta 

 ICES  g Institute for Clinical Evaluative Services 

 ICH  g  The International Council for Harmonisation  
  of Technical Requirements for  
  Pharmaceuticals for Human Use

 IKCC  g International Kidney Cancer Coalition

 JNP  g Joint Negotiation Process 

MaRS EXCITE g  MaRS Excellence in Clinical Innovation 
Technology Evaluation 

 mCTA  g model Clinical Trials Agreement 

 MFIPPA  g  Municipal Freedom of Information and 
Protection of Privacy Act

 OCREB  g Ontario Cancer Research Ethics Board

 OBI  g Ontario Brain Institute

 OECD  g  Organisation for Economic Co-operation 
and Development 

 PDUFA  g Prescription Drug User Fee Act

 PHIPA  g Personal Health Information Protection Act

 PHRI  g Population Health Research Institute

 REB  g Research Ethics Board 

 RORB  g  Regulatory Operations and Regional 
Branch

 SHRER  g  Streamlining Health Research Ethics 
Review

 SOP  g Standard Operating Procedure

 SR&ED  g  Scientific Research and Experimental 
Development 

 SPOR  g Strategy for Patient-Oriented Research 

 TaARI  g  Thrombosis and Atherosclerosis Research 
Institute 

 TAHSN  g Toronto Area Health Sciences Network 

 TCPS  g Tri-Council Policy Statement

 UBC  g University of British Columbia 

 UHN  g University Health Network
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