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Hannah’s Story 
Experienced symptoms age 13 – 26 
 Crohn’s, Irritable Bowel Syndrome: 
 ER 2x/month 
 Multiple hospitalizations, clinic visits 
 Daily intramuscular injections 
 School and work days lost 

 Recurrent Clostridium difficile infection  
 Discussion of surgery to remove large        

bowel 
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Direct Cost Canada  
$9.6 Billion/Year 



Hannah’s Story 

“ “ POST-FMT 
 Restoration of QoL and Productivity 
 No ER visits, no further pain/IM injections 
 Gastroenterologist follow-up once per year 
 



Fecal Microbiota Transplant 
Major Benefits 

Superior Response Rate 

No Immediate or Long-term safety issues 

Low Cost:  $10/treatment 

Limited access – remote, rural and out of province patients 
Suitable donor availability 

Major Challenge 



Lyophilized FMT (LYO-FMT) 

Availability of donors with favorable microbial profile 
Capacity to mass produce 
Minimal storage requirement: shelf life = 2 years @ 5oC 

 Scalable Patient-Centered Care   

Stable at room temperature for shipping 
Able to train site personnel for reconstitution and administration 
remotely 
Oral capsules – Obtained HC’s permission 

 Accessibility - Delivery to Rural and Remote Areas 

Prevents hospital readmissions 
Vancomycin (usual care) @  $1200 to > 30,000/pt Fidaxomicin @ 
$4600 for 30 days 
LYO-FMT $ 10/treatment (donor screening, equipment depreciation) 

 Favourable Cost Benefit 

Innovative Intervention 



 
Improving Treatment Outcomes & Value 

Using FMT  
Goal of Team :  
Obtain efficacy and safety data required by Health Canada to meet its  
requirements for inclusion of LYO-FMT for main stream treatment 
Outcomes to Achieve: 
1. Routine clinical use of LYO-FMT for GID and ARO 
2. Improve QoL for patients & caregivers; patient satisfaction 
3. Save healthcare resources 



FMT Clinical Applications 
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 FMT efficacy of 85 - 90
% vs 40% usual care  

     (vancomycin) 
 Safe 
 Cost effective than       

current Rx 

 Comparable efficacy to current 
Rx, but no toxicity 

 Cost effective    than current Rx 

 Preliminary data: 
Promising efficacy 

 Decolonization of   
VRE and CRO 



CaLM Access Program = Wide Scalability 

 Physical Space  
 Logistics 

 Personnel 
 Program coordinator 
 Laboratory technician 
 Quality, Regulatory Expert 
 Legal/Insurance 

 Inventory tracking and distribution 
 Evaluation of program  

 Foster current/future donors, research & development  



Thank You 
to our stool donors  
& FMT technicians! 



Research Partners 
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Thank you! 



A Learning Health System in the 
ICU: Changing Practice through 
Clinical Research 
Dr. Gordon Wood 









 The CCCTG was formed in 1989 to improve the care of critically ill 
patients through investigator led research. 

 At the time Industry run trials dominated the landscape of multi-
center clinical research. This research is undertaken with the 
objective of brining a new technology to market then expanding its 
clinical niche and ultimately maximizing the financial return.  

 The questions posed by investigator-led studies arise from curiosity 
or confusion and controversy.  The major emphasis is on the 
methods used to study the problem and the rigor with which these 
methods are applied.  



 

Research programs are brought to the group by 
individual members.  

Studies usually address the comparative efficacy of two 
available clinical strategies.  

The investigator with help from experts in the Trials 
Group, develops a strategy to study the problem. 



 

Sites are usually paid based on per patient enrollment. 
The payment is modest ($500 - $1500 per patient). Most 
centers will also conduct Industry sponsored trials which 
are well paid.  

The Lead Investigator will oversee the publication of the 
study and sub-studies. 

There is usually a Knowledge Translation component after 
publication 
 
 

 

 



 We have chosen to study questions that reflect the daily concerns of 
practicing Intensivists.  

 There is a collaborative structure that combines scientific rigor with 
intense collegiality. 

 Canada is a world leader in ICU Research and the CCCTG structure and 
function has been copied by many. 
 



ICU Research in Island Health 

10 Industry Sponsored Trials  
Mainly looking for molecules to turn off the 

inflammatory mediators of sepsis 
All have been negative trials 

20 Academic Trials (CCCTG) 
Every study has provided some useful information for 

the care of critically ill patients 
Currently involved in 6 of these trials 



Clinical Research Nurses 
Gayle Carney (left) 
with Fiona Auld 



Dr. Daniel Ovakim 
Sub-Investigator 













PROTECT STUDY PROJECT 
 Literature Review of VTE Prophylaxis in ICU 
Survey of the VTE practice of Canadian Intensivists – to determine  
    what is the standard of care 
DIRECT Study – to determine the safety of Daltoperin in renal failure 
Pilot Trial 
Full RCT 
KT studies  



CONECCKT-T 

 The objectives of this quality improvement program in medical-
surgical critically ill patients are:  
Phase 1) to generate evidence-based practice guidelines for 

thromboprophylaxis;  
Phase 2a) to identify rates of appropriate thromboprophylaxis in 

Canadian ICUs;  
Phase 2b) to analyze determinants of appropriate use;  
Phase 3a) to understand barriers and facilitators to appropriate 

thromboprophylaxis;   
Phase 3b) to conduct pilot work toward a future cluster randomized 

trial of customized knowledge translation for thromboprophylaxis  











ONGOING CCCTG STUDIES 
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ONGOING CCCTG STUDIES 
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