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Abstract The U.S. Food and Drug Administration (FDA) Drug Approval Packages contain substantial amounts of clinical 
trial data compared to the published literature and are publicly accessible. Yet, this source of drug information 

is neglected in systematic reviews and clinical practice guidelines. Using a new drug therapy example, this session will compare the 
quantity and quality of drug information that can be accessed in a U.S. FDA Drug Approval Package, Health Canada's Summary Basis 
of Decision Documents, and a clinical practice guideline. Looking carefully at the drug approval process, which directly shapes the 
evidence available to us, we can enrich the sharing of drug information with patients to whom clinicians may (or may not) 
recommend new drug therapies.

Dr. Cait O'Sullivan
BScPharmacy, BA, PharmD, Clinical Pharmacist, Island Health Clinical 
Pharmacy Programs, BC Provincial Academic Detailing Service

The Basis of New Drug Approval: 
Bedtime Stories, Unmet Needs, and Scientific Humility

1300 - 1430
Ballroom A/B

CONCURRENT SESSION – WORKSHOP #7:
EVIDENCE-BASED MEDICINE FOR NEW DRUGS

Moderator:  Mr. Martin McNeil, Sr Manager, External Relations, AstraZeneca Canada Inc.

Speakers:

Abstract Bringing important medicines and vaccines to people around the world through breakthrough science is at the 
heart of what we do at Merck. People count on us to make medicines and vaccines that have well documented 

safety and effectiveness profiles and offer value. Clinical trials are a critical step in this process. Merck is committed to innovating 
science through clinical research to develop and manufacture solutions in areas of high unmet medical need. Each clinical trial is 
designed to answer certain research questions following strict, predefined protocols to ensure safe and accurate results. Each phase 
has a different purpose in the development of a medicine or vaccine. Chirfi Guindo, President and Managing Director, Merck Canada 
Inc., will share how Merck’s clinical trial programs are designed to ensure the appropriate evidence for breakthrough medications are 
prepared for submission to Health Canada.

Mr. Chirfi Guindo
President and Managing Director,
Merck Canada Inc.

Abstract Randomized double blinded placebo controlled trials are considered essential to providing the highest level of 
evidence in clinical research.  However, significant barriers limit the ability to conduct such trials, including 

resources, patient numbers, appropriate controls and importantly  meaningful and sensitive outcome measures.   In the absence of 
such levels of evidence, potential treatments fail to advance or progress to clinical practice and patient care.  Increased recognition 
of the importance of patient reported outcomes can change the way clinical trials are conducted, with greater emphasis on 
outcomes that are relevant and experienced by patients.  This session will review experience with “failed” and successful clinical 
trials in spinal cord injury and multiple sclerosis, and the critical need to ensure appropriate patient reported outcomes.

Dr. Colleen O'Connell
MD, FRCP, Physical Medicine & Rehabilitation Physician, SCCR,
Horizon Health Network, Associate Professor, Faculty of Medicine, 
Dalhousie University and Faculty of Medicine, Memorial University, 
NBHRF Clinical Scholar

Patient Reported Outcomes in Clinical Trials: What Matters Most
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