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 1.0 INTRODUCTION 
  
1. On December 19, 2018, a Canadian Nuclear Safety Commission1 (CNSC) designated 

officer (DO) issued an order to Isologic Innovative Radiopharmaceuticals Ltd. (Isologic), 
a radiopharmaceuticals production company based in Dorval, QC.2 Isologic holds CNSC 
licence number 16092-3-19.1 and is authorized to possess, transfer, import, export, use 
and store a maximum of 800 Gigabecquerels (GBq) of iodine-131 (I-131). The order was 
issued pursuant to subsection 35(1) and as authorized under paragraph 37(2)(f) of the 
Nuclear Safety and Control Act (NSCA)3 after two events that occurred at Isologic’s 
Burlington, Ontario facility.  
  

2. On November 6, 2018, a nuclear energy worker (NEW) was contaminated with I-131 on 
the left thumb resulting in a calculated dose of 1.7 Sieverts (Sv), exceeding dose limits 
established in subsection 14(1) of the Radiation Protection Regulations4 (RPR). Further, 
Isologic reported to the CNSC on December 11, 2018 that it had exceeded its quarterly 
and annual airborne release limits for I-131 as a result of releasing over 
1,126 Megabecquerels (MBq) of I-131 in the current quarter, and over 7,684 MBq of 
I-131 in the current year, in excess of the 131 MBq release limit per quarter authorized by 
Isologic’s CNSC licence 16092-3-19.1. 
  

3. Pursuant to subsection 35(1) of the NSCA,5 the order required Isologic to cease 
processing of I-131 until such time that Isologic trained staff on related aspects of the 
RPR, established a procedural adherence program related to I-131 and carried out a root 
cause investigation to confirm I-131 concentrations in air. The order also required Isologic 
to make provisions to ensure adequate supply of I-131 radiopharmaceutical products to 
Canadian patients throughout the time that Isologic ceased processing I-131. 
 

4. Pursuant to subsection 37(6) of the NSCA, the DO referred the order to the Commission 
for review. 
 

5. Pursuant to paragraph 40(1)(d) of the NSCA, the Commission was required to provide an 
opportunity to be heard to Isologic on the review, as the entity subject to and named in the 
order. Isologic was offered an opportunity to be heard in accordance with the Rules of 
Procedure6

 (the Rules) on December 19, 2018 and initially responded that it did not wish 
to avail itself of the opportunity to be heard on December 31, 2018. On January 21, 2019, 
Isologic requested that the Commission amend the order in light of new findings 
established after the order was issued. Although Isologic had initially indicated it would 
not avail itself of the opportunity to be heard on the Commission’s review of the order, the 
Commission’s review under subsection 37(6) of the NSCA has considered Isologic’s 

                                                 
1 The Canadian Nuclear Safety Commission is referred to as the “CNSC” when referring to the organization and its 
staff in general, and as the “Commission” when referring to the tribunal component. 
2 Designated Officer Order issued to Isologic Innovative Radiopharmaceuticals Ltd., 
http://www.nuclearsafety.gc.ca/eng/acts-and-regulations/regulatory-action/isologic-innovative-
radiopharmaceuticals.cfm, December 19, 2018.  
3 Statutes of Canada (S.C.) 1997, chapter (c.) 9. 
4 SOR/2000-203 
5 Statutes of Canada (S.C.) 1997, chapter (c.) 9. 
6 SOR/2000-211 
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submission as the review had not yet taken place when Isologic’s request for amendment 
was received. The Commission is satisfied that varying its Rules to accommodate 
Isologic’s request is expeditious and fair in the circumstances. . 
 

6. This Record of Decision describes the Commission’s consideration of the order and the 
reasons for its decision in this matter. A copy of the order is presented in Appendix A. 
 

  
 Issue 
  
7. In its review of the order, the Commission was required to confirm, amend, revoke or 

replace the order, pursuant to subsection 37(6) of the NSCA. 
 

  
 Order Review / Opportunity to be Heard 
  
8. Pursuant to section 22 of the NSCA, I established myself to preside a Panel of one 

Commission Member to review the order. The Commission, in making its decision, 
considered the DO order, and the information referred to in the December 19, 2018 order. 
The Commission also considered the submission from Isologic (CMD 19-H103.1) and the 
submission from the DO (CMD 19-H103), made in response to Isologic’s submission. 
Isologic was provided a copy of CMD 19-H103 on March 13, 2019. 
 

  
 2.0 DECISION 
  
9. Based on its consideration of the matter, as described in more detail in the following 

sections of this Record of Proceedings, 
 

 the Commission, pursuant to subsection 37(6) of the Nuclear Safety and Control Act, 
confirms the DO order issued to Isologic Innovative Radiopharmaceuticals Ltd. on 
December 19, 2018. 

 
10. The Commission recognizes that, since its issuance, Isologic has submitted new findings 

as they relate to the facts of the order. The Commission, however, is satisfied that, 
despite these new findings identifying significantly lower release limits, the facts in the 
order – documented in the order in the context of the “whereas” statements – as they 
were understood by both the DO and Isologic at the time of the order’s issuance on 
December 19, 2018 remain accurate as of that date. As such, the Commission is of the 
view that these facts should remain in the order as issued.  
 

11. The Commission, in its review, took into consideration the new findings identifying 
significantly lower release limits and is of the view that, given the circumstances and the 
apparent loss of control of its processes, there is no ground to amend the requirements set 
out in the order. 
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 3.0 ISSUES AND COMMISSION FINDINGS 
  
12. In reviewing the December 19, 2018 order, the Commission considered its 

reasonableness. The Commission considered the actions and measures identified in the 
order and the information on which the order was based, as identified in the order. In this 
regard, and as elaborated further below, the Commission is satisfied that the DO, based on 
the information available on December 19, 2018, had sufficient evidence and a reasonable 
basis for issuing an order to Isologic to protect the health and safety of persons and 
maintain the security of nuclear substances. 
 

  
 3.1 Background 
  

13. The order states that on November 6, 2018 an event occurred relating to radioactive 
contamination with I-131 on a NEW’s skin tissue on the left thumb resulting in a 
calculated dose of 1.7 Sieverts (Sv). Sub-section 14(1) of the RPR requires that a licensee 
ensure that the equivalent dose received by and committed to a NEW’s skin tissue does 
not exceed 500 millisieverts (mSv) in a one-year dosimetry period. 
 

14. Further in respect of the contamination event, Isologic reported the event three days after 
it occurred, and therefore did not report immediately as required in paragraph 29(1)(b) of 
the General Nuclear Safety and Control Regulations7 (GNSCR), which requires that the 
licensee immediately make a preliminary report to the Commission if there is an 
occurrence of an event that is likely to result in the exposure of persons to radiation in 
excess of the applicable radiation dose limits prescribed by the RPR. 
 

15. The order also states that Isologic reported to the CNSC on December 11, 2018 that it had 
exceeded its quarterly and annual airborne release limits for I-131, as a result of releasing 
over 1,126 MBq of I-131 in the current quarter, and over 7,684 MBq of I-131 in the 
current year. The order notes that this release is in excess of the 131 MBq release per 
quarter authorized by CNSC licence 16092-3-19.1 and that this event, taken together with 
the contamination event, demonstrated the licensee’s failure to meet its obligations under 
paragraph 12(1)(c) of the GNSCR and an apparent loss of control. 
 

16. The order stated that it would remain in effect until all actions required by the order were 
fulfilled.  

  
 3.2 Opportunity to be Heard Request	
  
17. Isologic informed the Commission Secretary via email correspondence dated January 21, 

2019 that Isologic had information on the quarterly and annual airborne release of I-131 
calculation and submitted information in this regard to the CNSC on February 6, 2019. 
Isologic thus asked the Commission to amend the order on its review. 
 

18. In its written submission, Isologic requested that the order’s statements referring to the 
emissions to air of I-131 be amended in the order since the emissions calculation error 

                                                 
7 SOR/2000-202 
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showed that no emissions exceedances had occurred, rendering these clauses no longer 
applicable. The DO submitted that, since Isologic submitted information about the 
emissions exceedances to the CNSC on December 11, 2018 and presented this 
information to the Commission on December 13, 2018 during a public meeting,8 the order 
remained factual as to the information available at the time of its issuance and these 
statements should not change.  
 

19. The DO further submitted that, although Isologic had indicated that the exceedance 
calculations were done in error, Isologic had not submitted sufficient evidence to the 
CNSC to substantiate that there were no exceedances, to identify the source of the 
calculation error or to address potential deficiencies that may cause I-131 emission 
exceedances.  
 

20. The DO also argued in his written submission that the root cause analysis required by part 
1.b of the order remained necessary to ensure that Isologic provided evidence to the 
CNSC that it had sufficient control of its processes to protect the environment and to 
validate that the reported release amounts were erroneous.  
 

21. In its written submission, Isologic also requested amendments to the order to remove 
statements concerning Isologic’s participation in Health Canada’s Thyroid 
Intercomparison Program, noting that the Intercomparison Program was completed in 
December 2018, with certificates arriving in January 2019. In response, the DO submitted 
that the statement in the order remained factual at the time the order was issued and 
should not be removed or amended. The DO also indicated that, although Isologic had not 
provided evidence of its participation in Health Canada’s Thyroid Intercomparison 
Program during the November 16, 2018 inspection referenced in the order, this evidence 
had been submitted to the CNSC on February 6, 2019 and this finding was now resolved. 
The Commission is satisfied that Isologic has met this condition of the order. 
 

22. The DO submitted that, since the information in the facts of the order submitted in the 
context of “whereas statements” were factual at the time that it was issued, the order to 
Isologic should not be amended by the Commission. The DO also noted that CNSC staff 
would continue enhanced regulatory oversight of Isologic to ensure that the requirements 
of the order, as decided by the Commission following its review, were complied with as 
well as monitoring Isologic’s continued compliance with the NSCA, regulations and its 
licence conditions. The Commission agrees with the DO’s position that the order to 
Isologic does not require to be amended as it details the facts as they were understood and 
provided by the licensee at the time of the order’s issuance. 
 

23. The Commission considered the information submitted by Isologic9 about the updated 
emissions and is of the view that this updated information does not change the 

                                                 
8 Minutes of the Canadian Nuclear Safety Commission (CNSC) Meeting Held on December 12-13, 2018, paragraphs 
36 – 58. 
9 Following the DO’s written submission to the Commission, Isologic had provided a third party report in respect of 
the I-131 emissions to air to the CNSC for review, with CNSC staff having been able to verify that the actual release 
of I-131 from Isologic’s facility was likely below its licence limits. The Commission also notes that the third party 
report identified deficiencies with the filtration and sampling system for Isologic’s current I-131 facility and 
contained ten recommendations for improvement. 
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requirements of the order at the time of its issuance on December 19, 2018. Rather, the 
Commission considers this information as Isologic' s response in complying with the order 
as required by the NSCA. 

4.0 CONCLUSIONS 

24. The Commission has considered the information in the order issued to Isologic, the 
information from the DO submitted to the Commission Secretary in regard to this matter 
and the information submitted by Isologic. 

25. Based on the above information, the Commission is of the view that the order was 
warranted. The Commission is satisfied that the facts in the order in the context of the 
"whereas" statements remain factual based on the information provided by Isologic and 
assessed by the DO as of the order' s issuance on December 19, 2018. The Commission 
states that the additional information about compliance with Health Canada' s Thyroid 
Intercomparison Program and lower 1-131 emissions, while changing the facts, do not 
change the requirements of the order. Rather, this information is considered by the 
Commission as the actions taken by Isologic in respect of fulfilling the actions required by 
the order. 

26. Therefore, pursuant to subsection 37(6) of the NSCA, the Commission confirms the DO 
order. 

Rumina Velshi 
President 
Canadian Nuclear Safety Commission 
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