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RESEARCH & PRACTICE UPDATES
Colorectal Cancer Canada curates monthly Research & Practice Updates to inform clinicians,
patients and their loved ones of new innovations in colorectal cancer care. The following
updates extend from November 1st, 2019 to November 31st, 2019 inclusive and are intended
for informational purposes only
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DRUGS & SYSTEMIC THERAPIES
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Safety and effectiveness of regorafenib in patients with metastatic colorectal cancer in routine clinical
practice
19 November 2019
A prospective observational study aimed to examine regorafenib (Stivarga) among patients with
metastatic colorectal cancer (mCRC) in real-world clinical practice. Regorafenib is a targeted therapy
which inhibits epidermal growth factor receptor (EGFR) and vascular endothelial growth factor (VEGF)
receptors on the cell surface, two receptors which play an important role in cell division.
The findings from the real-world observational study coincided with the regorafenib toxicity profile
reported in phase III trials. The starting dose for almost half of the patients was found to be less than the
standard 160mg/day dose, and the median overall survival and progression-free survival were similar to
those observed in previous trials.

READ THE FULL ARTICLE

Addition of panitumumab to FOLFOXIRI improves response rates in colorectal cancer subtype
12 November 2019
Results from the randomized phase II VOLFI trial demonstrated that adding panitumumab to FOLFOXIRI
chemotherapy improved rates of overall response and secondary resection (resection after
chemotherapy) of metastases among patients with RAS wild-type metastatic colorectal cancer (CRC).
Results demonstrated a overall response rate of 87.3% among patients treated with modified FOLFOXIRI
plus panitumumab, a rate that exceeded the 75% threshold, compared to 60.6% among patients treated
with FOLFOXIRI alone. The panitumumab group also experienced higher rates of secondary resection
(33.3% vs. 12.1%). Future studies will aim to determine whether the addition of panitumumab to
modified FOLFOXIRI prolongs survival.

READ THE FULL ARTICLE

Anti-CD73 antibody agent appears safe, shows promise in advanced cancers
8 November 2019
According to the phase I trial results presented at the Society for Immunotherapy of Cancer Annual
Meeting, an experimental anti-CD73 antibody demonstrated promising anti-tumour activity and safety
among patients with advanced cancers. These preliminary results revealed no dose-limiting toxicities of
the drug CPI-006, a human anti-CD73 antibody, and showed tumour regression in nearly half of patients.
In humans, CPI-006 stimulates an immune response which activates lymphocytes and T-cell and B-cell
infiltration of the tumour, in addition to increasing the expression of certain markers or antigens on the
cell surface which contribute to the establishment of a greater anticancer immune response. Future
trials will be directed at examining CPI-006 in a larger population size.
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READ THE FULL ARTICLE
Phase II open-label study of pembrolizumab in treatment-refractory, microsatellite instabilityhigh/mismatch repair-deficient metastatic colorectal cancer: KEYNOTE-164
14 November 2019
KEYNOTE-164 is a phase II study that evaluated the antitumour activity of pembrolizumab (Keytruda) in
previously treated, metastatic, microsatellite, instability-high/mismatch repair-deficient (MSI-H/DMMR)
colorectal cancer (CRC). Patients with MSI-H/dMMR metastatic CRC do not typically respond to
conventional chemotherapy and have poorer prognosis than patients with mismatch repair-proficient or
microsatellite stable CRC. Pembrolizumab is an immunotherapy treatment that inhibits PD-1 receptor
signalling on the cell surface, stimulating the activation of T-cell mediated immune responses against
tumour cells.
Previous studies have shown that MSI-H/dMMR tumours achieved lasting response to single-agent
immunotherapy such as pembrolizumab. KEYNOTE-164 evaluated the antitumour activity of
pembrolizumab after ≥2 (cohort A) or ≥1 previous lines of therapy in patients with MSI-H/dMMR.
Objective response rate was 33%, with treatment-related grade 3-4 adverse events occurring in about
15% of patients. The findings conclude that pembrolizumab is an effective therapy with a manageable
safety profile in patients with MSI-H/dMMR CRC.

READ THE FULL ARTICLE

Questions over value of bevacizumab in many cancers
20 November 2019
Bevacizumab (Avastin) is an anti-angiogenic agent approved for use in six different tumour types
including colorectal cancer. These approvals, however, are based on improvements in progression-free
survival (PFS) and not overall survival (OS). In 5 of 7 colorectal cancer trials examining its effectiveness,
bevacizumab has not shown to provide any OS benefit; similar results have been observed in metastatic
renal cancer, metastatic gastric cancer, glioblastoma and in non-small cell lung cancer. Despite the lack
of OS benefit, the drug continues to be widely used in cancer therapy. Since its approval in 2004, the
drug had generated over $50 billion in drug costs alone, representing a significant financial burden on
healthcare systems worldwide. Specialists note that a major issue with bevacizumab is that no reliable
biomarker exists to identify patients for whom the agent works best. Further review of the drug’s
current value in cancer therapy will be warranted.

READ THE FULL ARTICLE
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SURGERY / RADIOTHERAPY

“Intriguing and unexpected” survival benefit with laparoscopic resection for colorectal liver metastases
23 November 2019
Among patients with liver metastases from colorectal cancer, a recent study found that laparoscopic
resection provided a long-term survival benefit when compared to open hepatectomy (surgical removal
of all or part of the liver). The results demonstrated that laparoscopic hepatectomy reduced risk for
death by 12-20%, depending on the statistical model that was used for analysis. Recent advances to
surgical techniques alongside the expanded role and use of neoadjuvant chemotherapy have improved
outcomes significantly among patients with colorectal cancer liver metastases over the past decades.
READ THE FULL ARTICLE
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ONGOING PROGRAMS &
CLINICAL TRIALS

Ongoing Programs & Clinical Trials: Drug and Systemic Therapies
Hepatic Artery Infusion Pump (HAIP) Chemotherapy Program – Sunnybrook Odette Cancer Centre
November 2019
The HAIP program is a first-in-Canada for individuals where colon or rectal cancer (colorectal cancer) has
spread to the liver and cannot be removed with surgery. The program involves a coordinated,
multidisciplinary team approach to care, with close collaboration across surgical oncology, medical
oncology (chemotherapy), interventional radiology, nuclear medicine, and oncology nursing. The
Hepatic Artery Infusion Pump (HAIP) is a small, disc-shaped device that is surgically implanted just below
the skin of the patient and is connected via a catheter to the hepatic (main) artery of the liver. About 95
percent of the chemotherapy that is directed through this pump stays in the liver, sparing the rest of the
body from side effects. Patients receive HAIP-directed chemotherapy in addition to regular intravenous
(IV) chemotherapy (systemic chemotherapy), to reduce the number and size of tumours. Drs. Paul
Karanicolas and Yooj Ko are the program leads and happy to see patients eligible for the therapy.
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Presently at Sunnybrook Odette Cancer Centre, HAIP is being used in patients with colorectal cancer
that has spread to the liver that cannot be removed surgically and has not spread to anywhere else in
the body. Patients who have few (1-5) and very small tumors in the lungs may be considered if the lung
disease is deemed treatable prior to HAIP.
If you believe you may benefit from this therapy and/or would like to learn more about the clinical trial,
your medical oncologist or surgeon may fax a referral to: 416-480-6179.
For more information: http://sunnybrook.ca/content/?page=colorectal-colon-bowel-haip-chemotherapy
A study to compare the efficacy of arfolitixorin versus leucovorin in combination with 5 Fluorouracil,
Oxaliplatin, and Bevacizumab in Patients with Advanced Colorectal Cancer
November 2019
This study compares the efficacy of treatment with arfolitixorin versus leucovorin in combination with 5fluorouracil, oxaliplatin and bevacizumab among patients with advanced colorectal cancer.
CISSS de Laval – Hôpital de la Santé (Laval, QC): Recruiting
Contact:
Dre Nathalie Aucoin, MD
450-668-1010 Ext. 2635
CIUSSS de l’Est de I’Ile-de-Montreal – Hôpital Maisonneuve-Rosemont (Montreal, QC): Recruiting
Contact:
Dr Lucas Sideris, MD
514-252-3400
CIUSSS du Centre-Ouest-de-L’Ile-de-Montreal – Jewish General Hospital (Montreal, QC): Recruiting
Contact:
Dr Petr Kavan, MD
514-340-8222 Ext. 4210
CSSS de Gatineau – Hôpital de Gatineau (Gatineau, QC): Recruiting
Contact:
Mme Mai Le,
819-966-6100 Ext. 8134
Dre Dominique Fréchette, MD
819-966-6100
For more information: https://clinicaltrials.gov/ct2/show/NCT03750786
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A Phase II Study of the Rate of Conversion to Complete Resection in Patients with Initially Inoperable
Hepatic-only Metastases from Colorectal Cancer after Treatment with Hepatic Arterial Infusion with
Floxuridine and Dexamethasone in Combination with Best Systemic Chemotherapy
November 2019
The liver pump has been approved in Canada for treatment of colorectal liver metastasis with FUDR
(Floxuridine, the study drug). However in Canada, FUDR is not a commercially approved drug although
for this study, Health Canada has allowed the use of FUDR. The purpose of this study is to use both, liver
pump treatment and systemic chemotherapy, to assess the effects this type of treatment has on you
and your tumour. Liver pump treatment uses a metal pump that is surgically placed in your abdomen
and gives chemotherapy directly to your liver. Systemic chemotherapy gives chemotherapy through a
vein [intravenously (IV)] and treats the whole body. This type of treatment has been done before and
had shown that patients with both pump and systemic chemotherapy had improved results to those
who received only systemic chemotherapy.
Sunnybrook Health Sciences Centre (Toronto, ON): Recruiting
Contact:
Yoo-Joung Ko, MD
416-480-4662
For more information: https://www.canadiancancertrials.ca/trial/Default.aspx?TrialId=ON1233&lang=en
Efficacy and safety of pembrolizumab plus lenvatinib in previously treated participants with select solid
tumours
November 2019
The purpose of this study is to determine the safety and efficacy of combination therapy with
pembrolizumab (MK-3475) and lenvatinib (E7080/MK-7902) in participants with triple negative breast
cancer (TNBC), ovarian cancer, gastric cancer, colorectal cancer (CRC), glioblastoma (GBM), or biliary
tract cancers (BTC). Participants will be enrolled into initial tumour-specific cohorts which will be
expanded if adequate efficacy is determined.
Contact: Toll free number 1-888-577-8839 trialsites@merck.com
For more information: https://clinicaltrials.gov/ct2/show/NCT03797326#contacts
A trial of trametinib and panitumumab in RAS/RAF wild type advanced colorectal cancer
November 2019
This is a phase 2 study (the second phase in testing a new drug or drug combination) to see how useful
the combination of two drugs, panitumumab and trametinib, are in patients with advanced colorectal
cancer with KRAS, NRAS, or BRAF wild type (genes that are not mutated).
Princess Margaret Cancer Centre (Toronto, ON): Recruiting
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Contact: Philippe Bedard, M.D. 416-946-4534 Philippe.Bedard@uhn.ca
For more information: https://clinicaltrials.gov/ct2/show/NCT02399943#contacts
Safety and efficacy of pembrolizumab plus binimetinib alone or pembrolizumab plus chemotherapy with
or without binimetinib in metastatic colorectal cancer participants
November 2019
The purpose of this study is to determine safety and tolerability and to establish a preliminary
recommended Phase 2 dose (RP2D) for the following combinations: pembrolizumab plus binimetinib
(Cohort A), pembrolizumab plus mFOLFOX7 (oxaliplatin 85 mg/m^2; leucovorin [calcium folinate] 400
mg/m^2; fluorouracil [5-FU] 2400 mg/m^2) (Cohort B), pembrolizumab plus mFOLFOX7 and binimetinib
(Cohort C), pembrolizumab plus FOLFIRI (irinotecan 180 mg/m^2; leucovorin [calcium folinate]400
mg/m^2; 5-FU 2400 mg/m^2 over 46-48 hours) (Cohort D), and pembrolizumab plus FOLFIRI and
binimetinib (Cohort E).
Princess Margaret Cancer Centre (Toronto, ON): Recruiting
Contact: 416-946-2263
Centre Hospitalier de l Universite de Montreal - CHUM ( Site 0124) (Montreal, QC): Recruiting
Contact: 514-890800025381
Jewish General Hospital (Site 0121) (Montreal, QC): Recruiting
Contact: 514-340-8222
Cross Cancer Institute (Site 0123) (Edmonton, AB): Recruiting
Contact: 780-432-8248
For more information: https://clinicaltrials.gov/ct2/show/NCT03374254#contacts

Ongoing Programs & Clinical Trials: Colorectal Cancer Development
Comprehensive Genomic Profiling of Colorectal Cancer Patients with Isolated Liver Metastases to
Understand Response & Resistance to Cancer Therapy
November 2019
This is a prospective study investigating the disease course of patients with colorectal cancer that have
had their cancer spread to their liver. The aim of this study is find potential biomarkers for disease
recurrence and therapeutic targets for prognostic information.
Princess Margaret Cancer Centre (Toronto, ON): Recruiting
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Contact:
Catherine Ho
416-946-4501 Ext. 3486
For more information:https://www.canadiancancertrials.ca/trial/Default.aspx?TrialId=NCT03364621&lang=en
Validation of colon biomarkers for the early detection of colorectal adenocarcinoma
November 2019
The investigators are undertaking a multi-centre, 13000 subject validation study of several biomarkers
for early detection of colon cancer. There are stool based biomarkers and blood based biomarkers being
validated in this study. The biomarkers will be compared with colonoscopy and with FIT (fecal
immunohistochemistry) tests which are the current standards for colon cancer screening.
For more information: https://clinicaltrials.gov/ct2/show/NCT01511653
Gut microbiota, anastomotic leak and colorectal cancer
November 2019
This is a prospective correlational study evaluating the relation between the gut microbiota
composition, intestinal healing after colorectal surgery and colorectal cancer behaviour. Our hypothesis
is that the gut microbiota composition could predict poor intestinal healing in colorectal surgery, and
that the gut microbiota might have an impact on colorectal cancer clinical behaviour and may predict
disease outcomes.
Centre hospitalier de l’Université de Montréal (Montreal, QC): Recruiting
Contact: Carole Richard, MD, FRCSC514-890-8000 ext 34007
carole.richard.chum@ssss.gouv.qc.ca
Contact: Sabrina Lavoie 514-890-8000 ext 10812
sabrina.lavoie.chum@ssss.gouv.qc.ca
For more information: https://clinicaltrials.gov/ct2/show/NCT04071964

9

Ongoing Programs & Clinical Trials: Surgery and Radiotherapy
Simultaneous resection of colorectal cancer with synchronous liver metastases
November 2019
Synchronous colorectal cancer with liver metastasis is defined as the diagnosis of a primary colorectal
tumour and liver metastases within 12 months. The traditional approach involves performing surgery at
different intervals to remove the tumours, this clinical trial aims to evaluate the outcomes (complication
rates, quality of life and cost evaluation) of the simultaneous resection of the colon or rectum and liver.
Hamilton Health Sciences (Hamilton, ON): Recruiting
Contact:
Pablo E Serrano, MD
905-521-2100 Ext. ext 43872
Sunnybrook Health Sciences Centre (Toronto, ON): Recruiting
Contact:
Paul Karanicolas, MD
416-480-4774
For more information: https://clinicaltrials.gov/ct2/show/NCT02954913
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Living donor liver transplantation for unresectable colorectal cancer liver metastases
November 2019
Approximately half of all colorectal cancer (CRC) patients develop metastases, commonly to the liver
and lung. Surgical removal of liver metastases (LM) is the only treatment option, though only 20-40% of
patients are candidates for surgical therapy. Surgical therapy adds a significant survival benefit, with a 5year survival after liver resection for LM of 40-50%, compared to 10-20% 5-year survival for
chemotherapy alone. Liver transplantation (LT) would remove all evident disease in cases where the
colorectal metastases are isolated to the liver but considered unresectable.

Image Source: https://www.slideshare.net/AhmedAdel65/preoperative

While CRC LM are considered a contraindication for LT at most cancer centers, a single center in Oslo,
Norway demonstrated a 5-year survival of 56%. A clinical trial sponsored by the University Health
network in Toronto will offer live donor liver transplantation (LDLT) to select patients with unresectable
metastases limited to the liver and are non-progressing on standard chemotherapy. Patients will be
screened for liver transplant suitability and must also have a healthy living donor come forward for
evaluation. Patients who undergo LDLT will be followed for survival, disease-free survival and quality of
life for 5 years and compared to a control group who discontinue the study before transplantation due
to reasons other than cancer progression.
Contact:
Erin Winter
416-340-4800 ext 6093
erin.winter@uhn.ca
For more information: https://clinicaltrials.gov/ct2/show/NCT02864485
Study Offered at the Odette Cancer Centre to Treat Recurrent Rectal Cancer
November 2019
Magnetic resonance-guided focused ultrasound (MRg-FU) is a noninvasive, outpatient modality being
investigated for the thermal treatment of cancer. In MRg-FU, a specially designed transducer is used to
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focus a beam of low intensity ultrasound energy into a small volume at a specific target site in the body.
MR is used to identify and delineate the tumour, focus the ultrasound beam on the target and provide
real-time thermal mapping to ensure accurate heating of the designated target with minimal effect to
the adjacent healthy tissue. The focused ultrasound beam produces therapeutic hyperthermia (40-42°C)
in the target field causing protein denaturation and cell damage. Currently, there is no prospective
clinical data reported on the use of MRg-FU in the setting of recurrent rectal cancer.
The purpose of this study is to evaluate the effectiveness of magnetic resonance-guided high intensity
focused ultrasound (MRg-FU) in patients with rectal cancer. Patients with recurrent rectal cancer (the
cancer has returned) who had had radiation therapy treatment in the past and are not having surgery
may be able to participate. MRg-FU is used to treat cancer with heat through a specially designed tool
which focuses ultrasound energy at a specific target. All patients participating in this study will receive
MRg-FU as well as radiation therapy and chemotherapy.
Contact:
William Chu
416-480-6100 ext 7086
william.chu@sunnybrook.ca
For more information:

https://clinicaltrials.gov/ct2/show/NCT02528175?term=magnetic+resonance+guided+focused+ultrasound&recr
=Open&rank=1

Extended peri-operative tinzaparin to improve disease-free survival in patients with resectable
colorectal cancer
November 2019
The human body has a natural stress response to surgery, including the formation of blood clots. This
response to surgery has been shown to increase metastases (the spread of cancer cells to other organs
in the body). These metastases cannot be seen at the time of surgery but when they grow into new
tumours, the cancer has recurred (come back). A blood thinner called "low molecular weight heparin"
(LMWH) can suppress the development of metastases after surgery in animal experiments. The
investigators want to see if giving patients with colorectal cancer the blood thinner, LMWH, around the
time of surgery can decrease the chance of their cancer spreading to other organs (metastases) and
coming back (recurrence).
For more information: https://clinicaltrials.gov/ct2/show/NCT01455831

Ongoing Programs & Clinical Trials: Early-Onset Colorectal Cancer
12

Young adult colorectal cancer clinic available at Sunnybrook
November 2019
A recent study led by University of Toronto doctors has observed a rise in colorectal cancer rates in
patients under the age of 50. The study mirrors findings from the U.S., Australia and Europe. The
growing colorectal cancer rates in young people come after decades of declining rates in people over 50,
which have occurred most likely due to increased use of colorectal cancer screening (through
population-based screening programs) which can identify and remove precancerous polyps. Patients
diagnosed under the age of 50 have a unique set of needs, challenges and worries. They are unlike those
diagnosed over the age of 50. Dr. Shady Ashamalla (colorectal cancer surgical oncologist), and his team
at the Sunnybrook Health Sciences Centre understand the needs of this patient population.

Dr. Ashamalla belongs to a multidisciplinary team of experts in the Young Adult Colorectal Cancer Clinic
who will work with young colorectal cancer patients, regardless of disease stage, to create an
individualized treatment plan to support each patient through their cancer journey. Their needs and
concerns will be addressed as they relate to:
• Fertility concerns and issues
• Young children at home
• Dating/intimacy issues
• Challenges at work
• Concerns about hereditary cancer
• Relationships with family and friends
• Psychological stress due to any or all of the above
The team of experts consists of:
• Oncologists (medical, surgical, radiation)
• Social workers
• Psychologists
• Geneticists
• Nurse navigator
Should a patient wish to be referred to Sunnybrook, they may have their primary care physician or their
specialist refer them to Sunnybrook via the e-referral form which can be accessed through the link
appearing below. Once the referral is received, the Young Adult Colorectal Cancer Clinic will be notified
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if the patient is under the age of 50. An appointment will then be issued wherein the patient will meet
with various members of the team to address their specific set of concerns.
For more information: http://sunnybrook.ca/content/?page=young-adult-colorectal-cancer-clinic

Ongoing Programs & Clinical trials: Nutrition and Physical Activity
Exercise for adults diagnosed with rectal cancer: a feasibility study
November 2019
The purpose of the study is to examine the safety and feasibility of a supervised 12-week exercise
intervention for adults diagnosed with rectal cancer. The exercise program will take place at the
Behavioural and Metabolic Laboratory (200 Lees Ave., Ottawa) 3x a week and will be tailored to each
individual.
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Contact:
Jennifer Brunet
613-562-5800 ext 3068
Jennifer.brunet@uottawa.ca
Amanda Wurz
613-562-5800 ext 3626
Amanda.wurz@uottawa.ca
For more information: https://clinicaltrials.gov/ct2/show/NCT03049124
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A Phase III study on the impact of a physical activity program on disease-free survival in patients with
high risk stage II or stage III colon cancer: a randomized controlled trial (CHALLENGE)
November 2019
The purpose of this study is to compare the disease-free survival of patients involved in a physical
activity program (designed to increase physical activity participation) who also receive general health
education materials (about diet and physical activity) to patients who receive the general health
education materials only. This study is being done because, as of yet, there is no conclusive evidence
that physical activity will decrease the likelihood of colon cancer recurrence. This study will also obtain
important information about the impact of physical activity on patients’ physical functioning, body
composition, quality of life, fatigue, mood, cytokines and the insulin pathway, and their influence on
prognosis, as well as cost-effectiveness.
Contact:
Chris O’Callaghan
613-533-6430
cocallaghan@ctg.queensu.ca
For more information: https://clinicaltrials.gov/ct2/show/NCT00819208
High dose Vitamin D supplementation in Stage 4 Colorectal Cancer Patients
November 2019
A large body of evidence suggests that high blood levels of Vitamin D decreases the risk of developing
cancer, especially colorectal cancer. Very little is known about what role optimum blood levels of
Vitamin D can play in the treatment of cancer. The purpose of this clinical trial is to study the
therapeutic effect and the safety of high-dose vitamin D supplementation in stage 4 (metastatic)
colorectal cancer patients.
Contact:
British Columbia: 604-734-7125, toll free 1- 888-734-7125 or vitDstudy@inspirehealth.ca Ontario: 613792-1222, toll free 1-855-546-1244 or research@oicc.ca
For more information: http://survivornet.ca/act/surveys-research-studies-drug-reviews/high-dose-vitamin-dsupplementation-in-stage-4-colorectal-cancer-patients/
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Ongoing Programs & Clinical Trials: Psychosocial
Living with Colorectal Cancer: Patient and Caregiver Experience
November 2019
This observational study will gather outcome and experience data of patients living with advanced
colorectal cancer and their caregivers. The primary objective is to measure how quality of life in this
population changes over time (before, during, and after a palliative pathway becomes the new standard
of care in Calgary, Alberta, Canada).
Cross Cancer Institute (Edmonton, AB): Recruiting
Contact:
Sharon Watanabe, MD, FRCPC
780-432-8266
Tom Baker Cancer Centre (Calgary, AB): Recruiting
Contact:
Aynharan Sinnarajah, MD,MPH,CCFP
403-521-3347
For more information: https://clinicaltrials.gov/ct2/show/NCT03572101
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An internet delivered intervention for re-adjustment to sexual intimacy with an ostomy after cancer
November 2019
This study investigates the feasibility and efficacy of an Internet-delivered intervention for the sexual
and intimate re-adjustment of couples in which one partner is living with a temporary or permanent
ostomy (e.g., colostomy, ileostomy, urostomy) following treatment for colorectal and/or bladder
cancer. The two session intervention will be delivered via online videoconferencing and will focus on
facilitating couples' communication around their sexual and intimate relationship.
Sunnybrook Health Sciences Centre (Toronto, ON): Recruiting
Contact: Karen Fergus, PhD 416-480-6100 ext 81447 karen.fergus@sunnybrook.ca
Contact: Molly McCarthy, MA 416-480-6100 ext 81447 molly.mccarthy@sunnybrook.ca
For more information: https://clinicaltrials.gov/ct2/show/NCT03526952#contacts
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