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Procedures 
 
The purpose of this work instruction is to describe the process for identifying and processing serious adverse events 
reported for the REDOXS study.  
 
For the Serious Adverse Event to be reported to the Methods Centre for the REDOXS study, the event must be 
Serious and Unexpected. 
 

I.  Serious Adverse Event:  Any untoward medical occurrence that at any dose:  
 Results in death. 
 Is life-threatening (refers to an event in which the study participant was, in the opinion of the qualified 

investigator (QI), at risk of death from the event if medical intervention had not occurred.  NOTE: This 
does not include an event that hypothetically had it occurred in a more serious form, might have 
caused death). 

 Requires in patient hospitalization or prolongation of existing hospitalization. 
 Results in persistent or significant disability/incapacity (i.e. a substantial disruption in an individual’s 

ability to conduct normal life functions). 
 Is a congenital anomaly or birth defect. 
 Other medically important condition (Important medical events that may not result in death, be life-

threatening, or require hospitalization may be considered serious events when, based on medical 
judgment, they may jeopardize the patient and may require medical or surgical intervention to prevent 
one of the outcomes listed above). 

 
II.  Unexpected Serious Adverse Event:   

 For the purposes of the REDOXS© Study, given the population of critically ill patients with organ 
dysfunction, an unexpected SAE is defined as an event that is serious, i.e. fits the above definition, 
and is NOT expected due to the progression of the underlying disease or co-morbid 
illnesses.   

 
All SAEs must be reported to study stakeholders. 
 
I.  Initial reporting  
 

(1) The Serious Adverse Event must be reported by the site to the Methods Centre within 24 hrs of 
becoming aware of the event or sooner regardless of the relationship of the study supplements 
to the event.  (Appendix 1 and Serious Adverse Events Manual). 
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(2) The site completes the initial Serious Adverse Events Report (Appendix 2).  The report form is 
available on the REDOXS website under the Welcome, Home Page (Site Status Page) or can be 
downloaded off www.criticalcarenutrition webpage (Click REDOXS© Study, Resources, Study 
Procedures Manual.   

 
(3) The site must include: 

i. Patient’s baseline condition on admission to ICU, including organ failures and corresponding 
treatments; 

ii. All concomitant medications given within the 48 hours preceding the onset of the event; 
iii. Any laboratory results and investigations related to the SAE. 

 
(4) Upon receipt of the SAE information, the Project Leader reviews the information on the SAE report 

for completeness and medical coherency. The Project Leader communicates with the research site 
to resolve any outstanding SAE report information and to discuss any ambiguities in the information 
provided. 

 
(5) The Project Leader records the reported SAE on the SAE Tracker and assigns an SAE 

identification number (Appendix 3).  The number is assigned according to the following sequence: 
year SAE occurred, two digit site number, three digit enrolment number, and the three digit 
sequential number of the SAE for that site.   

 
(6) Once all preliminary information from the site is compiled, the Project Leader completes the initial 

CIOMS form (Appendix 4).   
 
 

(7) The Project Leader provides the initial CIOMS form and all relevant documentation associated with 
the SAE to the Principal Investigator.  The Principal Investigator reviews all the information and 
provides a preliminary Sponsor assessment of causality, i.e. whether the PI agrees or disagrees 
with the Site Investigator causality assessment.  Due to insufficient information, the Principal 
Investigator may not be able to complete the sponsor assessment of causality until the follow-up 
report phase.   

 
(8) All SAEs are reported to the various study stakeholders; however the expeditious reporting of SAEs 

depends on the relationship of the event to the study supplements (Appendix 6).    
 

(9) If the SAE is determined not to be related to the study supplements then the Project Leader files 
the initial CIOMS report and supporting documentation in the Serious Adverse Events Binder.  The 
reporting of this type of SAE to study stakeholders occurs at the SAE Summary Report stage (Page 
3).   

 
(10) If the SAE is determined to be related to the study supplements this is considered to be a SUSAR 

(suspected, unexpected serious adverse event).  SUSARs must be reported to the study 
stakeholders listed in Table 1.  The required documentation and method of communication are also 
outlined in Table 1. 
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Table 1:  Study stakeholders for SUSAR reporting 

Agency Documents 
required 

Method of 
document delivery 

Pharmaceutical Drugs 
Health Canada  

 Fax coversheet 
 ADR Expedited Reporting 

Summary Form (Appendix 6) 
 CIOMS Form 

613 941 2121 (fax) 

Dr. Gunnar Elke 
for BPharm  CIOMS report elke@anaesthesie.uni-kiel.de 

Dr. Thomas Zieglar 
Emory University Hospital, for the 
FDA) 

 CIOMS report tzieg01@emory.edu 

Dr. Rosa Abele 
Fresenius Kabi  CIOMS report Rosa.Abele@fresenius-kabi.com 

All sites  CIOMS report Email distribution list 

 
 

(11) The initial reporting timelines for SUSARs are as follows: 
• If the SUSAR is fatal or life threatening, the Project Leader will report the event to the 

specified study stakeholders and regulatory bodies within 7 days of the site becoming aware of 
the SAE. 

• If the SUSAR is not fatal or life threatening, the Project Leader will report the event to the 
specified study stakeholders and regulatory bodies within 15 days of the site becoming aware 
of the event. 

 
(12) To facilitate the reporting of SUSARs, the Project Leader can use the SUSAR Checklist form 

(Appendix 7) 
 
(13) The Project Leader files the initial CIOMS, supporting documentation and correspondence in the 

corresponding SAE file.   
 
 
II.  Follow-up reporting 
 

(1) The site provides a completed follow-up form (Appendix 8) within 10 days of becoming aware of the 
SAE regardless of the relationship of the event to the study supplements.  The site must provide 
additional available information if available, i.e. laboratory results. 

 
(2) Once all follow-up information is compiled, the Project Leader completes a follow-up CIOMS form 

(Appendix 4).   
 
(3) If required, the Project Leader provides all follow-up documentation associated with the SAE to the 

Principal Investigator.  The Principal Investigator re-assesses agreement with assessment of 
causality.   

 
(4) If the SAE was determined not to be related to the study supplements then the Project Leader files 

the follow-up CIOMS report and supporting documentation in the Serious Adverse Event binder.  
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The reporting of this type of SAE to study stakeholders occurs at the SAE Summary Report stage 
(Page 3 

 
(5) The follow-up reporting timelines for SUSARs are as follows: 

 If the SUSAR is fatal or life threatening, the Project Leader provides a follow-up event report to 
the specified study stakeholders within 15 days of the site becoming aware of the SAE.  The 
Project Leader collaborates with the Study Coordinator to assess the need for additional details 
and further follow-up reporting to study stakeholders and regulatory bodies. 

 If the SUSAR is not fatal or life threatening, the Project Leader collaborates with the Study 
Coordinator to assess the need for additional details and for further follow-up reporting to study 
stakeholders. 

 
(6) The Project Leader files the follow-up CIOMS, supporting documentation and correspondence in 

corresponding SAE file. 
 

III.  SAE Summary Reporting 
 

(1) Periodically, usually following a DMC meeting,  the Project Leader will compile a SAE Summary 
Report for all study stakeholders that contains the following: 

 SAE Report Form (Appendix 9) 
 SAE Tracker (Appendix 3) 
 Individual SAEs reported  in the CIOMS form format 

 
(2) The SAE Summary Report will be sent to the stakeholders listed in Table 2. 
(3) The participating sites will be asked to submit the reported SAEs for all site to their REB, and to fax 

a copy of their REB submission or acknowledgement to the Project Leader as proof of submission. 
The confirmation documentation will be filed under the Miscellaneous section of the site binders.   

 
Table 2:  Study stakeholders for SAE summary reporting 

Agency Timeframe Method of communication 

All sites Periodically 
(usually following DMC mtg) Email distribution list 

Data Monitoring Committee Periodically 
(bi-annually) Email distribution list 

Dr. Rosa Abele 
Fresenius Kabi 

Periodically 
(usually following DMC mtg) Rosa.Abele@fresenius-kabi.com 

Dr. Gunnar Elke 
for BPharm 

Periodically 
(usually following DMC mtg) elke@anaesthesie.uni-kiel.de 

Hoda Eid, Ph.D. 
Manager, Adverse Drug Reaction Division Annually 

Office of Clinical Trials, Therapeutic 
Products Directorate 
1600 Scott Street 
Holland Cross, Tower B, 5th Floor 
Ottawa, Ontario 
K1A 0K9 
AL 3105A 

613 941 1622 (T) 

Dr. Thomas Ziegler 
Emory University Hospital, for the FDA) Annually tzieg01@emory.edu 
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Referenced documents: 
 

(1) SOP 302:  Serious Adverse Event Recognition and Reporting 
(2) Serious Adverse Events Manual (Study Procedures Manual) 
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Appendix 1 
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Appendix 2 
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Appendix 3 

 
 
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Legend for SAE Tracker 



 

Version:  5-Dec-2008  Page 9 of 15 
Replaces version:  31-Oct-08 
 

 
Appendix 4 
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Appendix 5 
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Appendix 6 
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Appendix 7 

 

 
 



 

Version:  5-Dec-2008  Page 14 of 15 
Replaces version:  31-Oct-08 
 

Appendix 8 
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Appendix 9 
 

 


