
 
Notice of Objection to a Registration Decision under 
Subsection 35(1) of the Pest Control Products Act 

 
 
Avis d’opposition à une décision d’homologation en 
vertu du paragraphe 35(1) de la Loi sur les produits 
antiparasitaires 

Date received – Date reçue 

 
 
Submission No. - No de la demande 
 

1. Objector Information – Information sur l’opposant 
Name – Nom / Corporation – société / Organization – organisation* 
Phosphine Producers Association 
Postal Delivery Address – Adresse de livraison postale* 
153 Triangle Drive, P.O. Box 116 
City / Town – Ville* 
Weyers Cave 

Prov / State – Province / État* 
Virginia 

Country – Pays* 
United States 

Postal Code / ZIP – Code postal / ZIP* 
24486 

Phone – Téléphone* 
(540) 234-9281 

Fax – Télécopieur 
 

E-mail – Courriel 
snichols@degeschamerica.com 

2. Product Information – Information sur le produit* 
Name of active ingredient to which the decision relates – Nom de la matière active à laquelle la décision se rapporte* 
Aluminum/magnesium phosphide and phosphine gas 
Name of end-use product to which the decision relates – Nom de la préparation commerciale à laquelle la décision se rapporte* 
Aluminum/magnesium phosphide and phosphine gas 
3. Registration decision to which the objection relates – Décision d’homologation pour laquelle vous déposez un avis d’opposition* 
Decision on application – Décision concernant la demande 

 Granting registration – Homologation accordée 

 Denying registration – Homologation rejetée 

 Granting an amendment of a registration – Modification à l’homologation accordée 

 Denying an amendment of a registration – Modification à l’homologation rejetée 

Decisions on re-evaluation or special review – Décision concernant la réévaluation ou l’examen spécial 

 Confirming registration – Homologation confirmée 

 Cancelling registration – Homologation annulée 

X Amending registration – Modification à une homologation 

4. Date the decision statement was made public – Date de la publication de l’énoncé de décision* 
2015-08-27 

5. Area of scientific evaluation to which the objection relates – Volet de l’évaluation scientifique touché par l’avis d’opposition* 

X Health risk assessment (toxicology, food residue, occupational exposure) – Évaluation des risques pour la santé (toxicologie, résidus dans les aliments, exposition professionnelle) 

 Environmental risk assessment (environmental fate, environmental toxicology) – Évaluation des risques pour l’environnement (devenir dans l’environnement, écotoxicologie) 

X Value and efficacy assessments (crop tolerance, value) – Évaluation de la valeur et de l’efficacité (tolérance des cultures, valeur) 

6. Scientific basis for the objection – Fondement scientifique de l’opposition* 

Attachment included? – Pièce jointe inclse?  X Yes – Oui   No – Non  

 
 

 PPA has not had a reasonable opportunity to respond to the PMRA Decision because no risk assessment has been provided, and 
the scientific assumptions used by PMRA have not been clearly stated. 

 
 The available toxicology data are sufficient to evaluate human risk, and no uncertainty factor for purported database 

deficiencies is warranted. 
 

 PMRA has not applied appropriate margins of safety, and the available air monitoring data for phosphine do not 
substantiate the need for large buffer zones. 

 
 The PMRA Decision is premature because more air monitoring data are currently being collected, which can be used to 

determine whether large buffer zones are necessary. 
 

 PMRA has not evaluated the proximity of workers and bystanders to existing fumigation structures, or the severe 
economic disruption if current fumigation facilities cannot be used, and therefore has not appropriately considered the 
balance between risk and value. 

 
 
 
 
 
 
 
 
 
 
7. Signature of objector or representative – Signature de l’opposant ou de son représentant 

 

Printed Name – Nom en lettres moulées* 

Susan Nichols, Chair of the Phosphine Producers 
Association 

Date* 

October 26, 2015 

Objectors who submit confidential information (i.e., confidential business information, confidential test data) are responsible for identifying this information which is part of their submission. 

PMRA/ARLA 7004 (04/2013)  
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PHOSPHINE PRODUCERS ASSOCIATION 
Susan Nichols, Chairman 

C/O Degesch America, Inc. 
P. O. Box 116 

153 Triangle Drive 
Weyers Cave, VA  24486  USA 

Telephone:  540-234-9281 
Fax:  540-234-8225 

E-mail:  snichols@degeschamerica.com 
 
 
     October 26, 2015 
 
Via E-mail and E-filing 
 
 
 
Dr. Richard Aucoin 
Executive Director 
Health Canada 
Pest Management Regulatory Agency 
2720 Riverside Drive 
Ottawa, Ontario K1A 0K9 
 

Re: Notice of Objection, Request for Extension of Objection Period, and 
Request for Temporary Stay Concerning Re-evaluation Decision for 
Aluminum/Magnesium Phosphide and Phosphine Gas, RVD2015-03 (27 
August 2015)          

 
Dear Dr. Aucoin: 
 
  This correspondence concerns the Re-evaluation Decision for 
Aluminum/Magnesium Phosphide and Phosphine Gas, RVD2015-03, issued by the Canada Pest 
Management Regulatory Agency (PMRA) on August 27, 2015 (PMRA Decision).  On behalf of 
the Phosphine Producers Association (PPA), and its individual members Degesch America, Inc., 
Cytec Industries Inc., United Phosphorus Inc., Casa Bernardo/Bequisa Indústria Química do 
Brasil, and Sunzon International, Inc., I am writing this letter to support the Notice of Objection 
that PPA is today filing concerning the PMRA Decision. 
 
  By this letter, PPA and its members are also requesting:  (1) a 120-day extension 
of the objection period for the PMRA Decision to allow time for PPA to compile and to submit 
additional scientific data.  The data to be submitted by PPA include data on the proximity of 
workers and bystanders to existing fumigation structures in Canada, as well as extensive new air 
monitoring data that PPA has been collecting as part of the pending registration review for 
phosphine gas, aluminum phosphide, and magnesium phosphide by the U.S. Environmental 
Protection Agency (EPA), and (2) a temporary stay of the mitigation measures required by the 
PMRA Decision until after PMRA has received and evaluated these new data submissions. 
 



 
Dr. Richard Aucoin 
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Scientific Basis for Objections 
 
I. PPA HAS NOT HAD A REASONABLE OPPORTUNITY TO RESPOND TO THE 

PMRA DECISION, BECAUSE THE RISK ASSESSMENT SUPPORTING THE PMRA 
DECISION HAS NOT BEEN PROVIDED, AND THE ASSUMPTIONS USED BY 
PMRA FOR RISK ASSESSMENT HAVE NOT BEEN CLEARLY STATED   

 
  PPA presumes that PMRA has prepared a current risk assessment that supports its 
decision that it is necessary to impose buffer zones of 50 meters for all fumigated sites and 200 
meters for certain “difficult-to-evacuate” sites.  If no risk assessment has been prepared, then 
PMRA has failed to utilize a science-based approach to the re-evaluation of phosphine gas and 
phosphine releasing fumigants, contrary to the requirements of the Pest Control Products Act 
(PCPA). If PMRA did prepare a risk assessment, and has relied upon that risk assessment, 
PMRA’s failure to disclose that risk assessment means that PPA is unable to respond and PMRA 
has failed in its obligation under the PCPA to provide a reasonable opportunity to make 
representations on the Decision.  Although PMRA has issued several other documents describing 
its regulatory re-evaluation for phosphine fumigants beginning in 2004,1 these documents do not 
contain the risk assessment supporting the current re-evaluation decision, nor do they allow PPA 
to evaluate and to comment on the scientific validity of the basic assumptions underlying that 
risk assessment. 
 
  PPA recognizes that its objections to the PMRA Decision are supposed to be 
limited to scientific issues, but PPA considers the lack of disclosure and transparency to be a 
fundamental scientific issue.  Indeed, the essence of the scientific method is replication.  PPA is 
quite familiar with the available toxicological data and exposure data for phosphine gas and 
phosphine releasing fumigants, and genuinely wishes to understand the scientific rationale for 
the PMRA Decision.  Nevertheless, proper scientific analysis of the methodology used by 
PMRA is impossible without disclosure and greater transparency as to how the decision in the 
re-evaluation was reached.  PPA respectfully requests that PMRA release its risk assessment to 
allow PPA scientists to examine the plausibility of the assumptions and to test the validity of the 
methodology used by PMRA.  If this is not practicable for some reason or if PMRA is unwilling 
to release its risk assessment, then PPA respectfully asks that PMRA direct that a review panel 
be constituted, thereby providing the functional equivalent of independent peer review for its 
scientific methodology and conclusions. 

                                                 
1  PMRA, Proposed Acceptability for Continuing Registration PACR2004-43, Re-

evaluation of Aluminum and Magnesium Phosphide (Aug. 24, 2010); PMRA, Re-
evaluation Note REV2007-06, Aluminum and Magnesium Phosphide Interim Measures 
(June 1, 2007); and PMRA Re-evaluation Note REV2010-03, Aluminum and Magnesium 
Phosphide (Aug. 24, 2010). 
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II. THE AVAILABLE TOXICOLOGY DATA FOR PHOSPHINE ARE SUFFICIENT TO 
EVALUATE HUMAN RISK ASSOCIATED WITH PHOSPHINE RELEASING 
FUMIGANTS, AND NO ADDITIONAL UNCERTAINTY FACTOR FOR 
PURPORTED DATABASE DEFICIENCIES IS WARRANTED     

 
  The existing monitoring data for phosphine fumigation do not support the 
imposition of the proposed fumigant buffer zones.  PPA disagrees with PMRA regarding the 
large fumigant buffer zones that PMRA intends to impose, and PPA submits that the imposition 
of those buffer zones is inconsistent with the science-based approach mandated by the PCPA.  In 
part, this may reflect a disagreement between PMRA and PPA scientists concerning the basic 
toxicological information needed to evaluate potential risks associated with use of phosphine gas 
and phosphine releasing fumigants.  In the past, PMRA has requested that the phosphine 
registrants generate a number of toxicological studies for phosphine not required by EPA to 
support its regulatory evaluation for the same fumigants.  EPA has required the members of PPA 
to generate and submit a variety of expensive new studies to support continued registration of 
phosphine fumigants.  In these circumstances, PPA has chosen to focus first on those data that 
are deemed necessary by EPA. 
 
  PMRA has at various times indicated that the following additional mammalian 
studies may be needed for phosphine risk assessment:  a metabolism and toxicokinetic study, a 
chronic toxicity study in a second rodent species, a developmental toxicity study in rabbits, a 
developmental neurotoxicity study, and a two-generation reproductive study.  None of these five 
studies was deemed necessary by EPA to support the formal reregistration process for aluminum 
phosphide and magnesium phosphide,2 and PMRA has not provided a sufficient rationale for 
why it disagrees with the conclusions by EPA and continues to request these studies.    
 
  Moreover, as part of the current registration review for aluminum and magnesium 
phosphide and phosphine gas, EPA issued a Final Work Plan on March 20, 20143 and a Data 
Call-In on September 24, 2014.4  In these actions, EPA affirmed that it does not consider any of 

                                                 
2 See EPA, Reregistration Eligibility Decision (RED) for AL & MG Phosphide, EPA 738-

R-98-017 (Dec. 1998), available at 
http://archive.epa.gov/pesticides/reregistration/web.old/pdf/0025red.pdf. 

3  EPA, Aluminum Phosphide, Magnesium Phosphide, and Phosphine Final Work Plan; 
Registration Review Case Numbers 0025, 0645, and 7608 (Mar. 2014), available at 
http://www.regulations.gov/#!documentDetail;D=EPA-HQ-OPP-2013-0081-0027. 

4  EPA, Generic Data Call-In Notice, available at 
http://www.regulations.gov/#!documentDetail;D=EPA-HQ-OPP-2013-0081-0032. 

 

http://archive.epa.gov/pesticides/reregistration/web.old/pdf/0025red.pdf
http://www.regulations.gov/#!documentDetail;D=EPA-HQ-OPP-2013-0081-0027
http://www.regulations.gov/#!documentDetail;D=EPA-HQ-OPP-2013-0081-0032


 
Dr. Richard Aucoin 
October 26, 2015 
Page 5 
 
 

{01385.001 / 111 / 00168498.DOC 13}  

the five toxicology studies previously requested by PMRA to be necessary to complete 
registration review.  The only mammalian toxicity tests required by EPA were a special acute 
inhalation study (a study being required for every registered fumigant during registration review) 
and an extended one-generation reproduction study via inhalation.  In conversations with EPA 
staff, PPA has been told that the results of the special acute inhalation study may be used to 
support a waiver request for the extended one-generation reproduction study.  PPA has provided 
EPA with a protocol for the required special acute inhalation study, and plans to conduct that 
study in 2016.  Upon completion, the results of that study will be submitted to both EPA and 
PMRA. 
 
  In 2009, PMRA told PPA members that the absence of the five additional toxicity 
studies previously sought by PMRA might cause PMRA to utilize an additional database 
uncertainty factor of three in determining an acceptable level of phosphine exposure.  Due to the 
lack of transparency discussed above, PPA has been unable to determine whether such an 
additional database uncertainty factor is part of the PMRA rationale for imposing large buffer 
zones for phosphine gas and phosphine releasing fumigants.  If so, PPA respectfully asks that 
PMRA reconsider its position in light of the recent decision by EPA to reaffirm its prior 
determination that the five studies in question are not needed to support human health risk 
assessment for phosphine. 
 

 We understand that PMRA and EPA cooperate on a regular basis in the case of 
pest control product registrations and re-evaluations, and it is in consideration of the need for 
ongoing harmonization and cooperation that PPA raises this issue.  Registrants who market the 
same products in both countries should not confront the uncertainty when PMRA and EPA adopt 
incompatible data requirements.  In this instance, PPA is concerned by the apparent failure by 
PMRA to accept the conclusions by EPA as to whether these five toxicology studies are even 
necessary. 
 
III. PMRA HAS NOT APPLIED APPROPRIATE MARGINS OF SAFETY FOR 

FUMIGATION WITH PHOSPHINE, AND THE AVAILABLE AIR MONITORING 
DATA FOR PHOSPHINE DO NOT SUBSTANTIATE THE NEED FOR LARGE 
BUFFER ZONES  

 
  Although PPA does not have access to the PMRA risk assessment on which the 
buffer zones PMRA intends to impose are based, it appears that PMRA has selected margins of 
safety in deriving those buffer zones that are not supported by the actual toxicological data for 
phosphine. Moreover, PPA has previously collected air monitoring data at fumigation facilities 
using phosphine gas and phosphine releasing fumigants, and these data do not substantiate the 
need for the large buffer zones proposed by PMRA.  
 
  Following EPA’s issuance of a RED for aluminum and magnesium phosphide, 
EPA and the affected product registrants executed a Memorandum of Agreement (MOA) in 
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2000.5  In addition to label amendments and a two-year incident reporting study, the MOA 
required an assessment of the adequacy of the Occupational Safety and Health Administration 
(OSHA) permissible exposure limit (PEL) for phosphine gas of 0.3 ppm (0.4 mg/m3) and an air 
monitoring study.  The registrants submitted a comprehensive assessment of the scientific 
literature that corroborated the adequacy of the OSHA limit of 0.3 ppm.6  PPA recognizes that 
PMRA believes that the OSHA exposure limit may not be sufficiently protective, but it is our 
understanding that PMRA has previously accepted the literature assessment prepared by the 
registrants as a comprehensive overview of the animal data and the endpoints pertinent to risk 
assessment. 
 
  The registrants conducted an air monitoring study in 2001 at 29 facilities, and the 
resulting report was submitted to EPA in 2002.7  During treatment with the fumigant, phosphine 
was only detected within three feet of the treated structure and no detection ever exceeded the 
OSHA limit of 0.3 ppm.  Only one sample detected phosphine at the fence line during either 
treatment or aeration, and two other samples taken at that same location during the same time 
period did not detect phosphine. 
 
  Based on the monitoring data collected, the authors of the air monitoring study 
reached the following conclusions: 
 

 Respiratory protection is not needed outside structures during treatment; 
 

 Respiratory production should be worn while assessing for leaks and 
determining if levels are acceptable for re-entry; 

 
 There is no evidence of unacceptable exposure by non-fumigation 

workers, bystanders, or the general public even if directly downwind; and 
 

 The results of the study are consistent with historical data and evidence of 
safety of the product when label directions are followed.8 

                                                 
5 EPA, Memorandum of Agreement Amending Aluminum and Magnesium Phosphide 

RED (Nov. 2000).  EPA announced the availability of this MOA and invited public 
comment in a notice published on February 2, 2001.  66 Fed. Reg. 8790 (Feb. 2, 2001). 

6  Pepelko B, Seckar J, Harp PR, Kim JH, Gray D, Anderson E.L., Worker Exposure 
Standard for Phosphine Gas,  Risk Anal. 24(5):1201–1213 (2004). 

7  Smiley, J.R., Yeaman, R.C., Harp, P.R. and Seckar. J.A., Phosphine Monitoring Data 
Collected From Various Types of Fumigation Sites (Unpublished report submitted to 
EPA on Nov. 13, 2002). 

8  Smiley, et al. (2002) at 16. 
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IV. THE PMRA DECISION IS PREMATURE BECAUSE MORE AIR MONITORING 
DATA FOR PHOSPHINE ARE BEING COLLECTED BY PPA FOR THE EPA 
REGISTRATION REVIEW, AND THESE DATA CAN BE USED BY PMRA TO 
DETERMINE WHETHER LARGE BUFFER ZONES ARE NECESSARY OR 
APPROPRIATE           

 
  As part of the EPA registration review for phosphine gas and aluminum 
phosphide and magnesium phosphide, PPA is currently collecting and assembling extensive 
additional monitoring data from the registrants of phosphine gas and phosphine releasing 
fumigants and from the customers who utilize these fumigants.  These monitoring data include 
the timing of aeration and treatment, the size and type of facility, the application rate, the 
distance from the facility, and the phosphine level measured.  PPA believes that these new 
monitoring data will provide robust support for the conclusions reached in the 2002 air 
monitoring study, and that these monitoring data will not suggest any need for large buffer zones 
like those that PMRA intends to impose.   
 
  PPA is currently compiling these new air monitoring data for phosphine, and 
intends to submit them to PMRA within 120 days after this Notice of Objection is submitted.  
Since these new air monitoring data are currently being assembled by PPA for EPA, PPA 
respectfully suggests that it would be prudent for PMRA to defer a final decision on buffer zones 
until the new air monitoring data are available.  PMRA can facilitate this process by granting the 
additional relief requested below. 
 
V. PMRA HAS NOT EVALUATED THE ACTUAL PROXIMITY OF WORKERS AND 

BYSTANDERS TO EXISTING FUMIGATION STRUCTURES, OR THE SEVERE 
ECONOMIC DISRUPTION IF EXISTING FUMIGATION FACILITIES CANNOT BE 
USED, AND THEREFORE HAS FAILED TO CONSIDER APPROPRIATELY THE 
BALANCE BETWEEN RISK AND VALUE AS REQUIRED BY THE PCPA   

 
  The practicality of adopting the buffer zones in the PMRA Decision is a question 
susceptible to empirical evaluation and thus in essence a scientific question.  Nevertheless, there 
is no indication that PMRA has evaluated the actual proximity of workers and bystanders to 
existing fixed fumigation structures like the grain silos located in Canada. 
 
  Members of PPA have been informed by their customers that fumigation cannot 
be conducted at many if not most of these Canadian fumigation facilities with the large buffer 
zones proposed by PMRA.  Customers in Canada report that there are numerous existing offices, 
businesses, and other occupied structures located within 50 meters of many of these fumigation 
facilities.  There are also public sidewalks and highways within 50 meters of some of these 
facilities.  In many instances, the affected fumigation facilities have no legal or practical means 
to compel the evacuation of adjacent structures, or the closing of adjacent thoroughfares, each 
time that the fumigation and aeration process is underway.  Accordingly, the adoption of large 
buffer zones like those that PMRA intends to impose will end fumigation with phosphine at 
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many if not most existing fumigation facilities.  Given the absence of any viable alternative 
fumigants, it is likely that grain production, food processing, and export of grains and processed 
food will be disrupted, with severe economic consequences.  PPA considers the failure by 
PMRA to consider the widespread and severe economic impacts of the restrictions it intends to 
impose to be a failure to consider appropriately the balance between risk and value, which is 
contrary to the requirements of the PCPA. 
 
  PPA and its members do not understand why PMRA intends to impose large 
buffer zones without doing a proper evaluation of the actual feasibility of these new 
requirements.  The members of PPA who market phosphine fumigants in Canada plan to request 
that their customers provide factual information on the proximity of existing offices, businesses, 
and occupied structures, as well as public sidewalks and highways, to structures where 
fumigation with phosphine is currently conducted. 
 
  In addition to submitting a Notice of Objection by the current deadline, PPA is 
asking that PMRA grant a 120-day extension of the period for filing objections.  If PMRA grants 
this request, the members of PPA who market phosphine fumigants in Canada intend to collect 
and to submit additional empirical data concerning the practicality of the buffer zones at existing 
fumigation structures within this 120-day period.  PPA respectfully suggests that it would not be 
prudent for PMRA to proceed with imposition of new buffer zones in the absence of a better 
understanding of the practical feasibility of these new requirements. 
 
  Factual information concerning the feasibility of buffer zones as large as those 
proposed by PMRA at the structures where grain fumigation is currently conducted will also 
assist those members of PPA who currently market phosphine fumigants in Canada in evaluating 
how to respond to the PMRA Decision.  The registrants have been advised by PMRA that they 
must submit applications to amend their registrations in accordance with the PMRA Decision by 
November 20, 2015, or the registrations for the affected products will be subject to cancellation.  
Even if the registrants elect as a prophylactic matter to submit these amendment applications, it 
is very questionable whether there will be any viable market in Canada for phosphine fumigants 
with these restrictions.  The prospective use of phosphine fumigants in Canada may ultimately 
depend on whether it is physically and economically feasible to comply with the proposed buffer 
zones.  If there is no viable market for phosphine fumigants with the buffer zones that PMRA 
intends to impose, a decision by the registrants to submit amendment applications will not 
prevent severe disruption of, and economic impacts on, production, marketing, and export of 
grain and processed food.  
 

Additional Requests for Relief 
 
  PPA understands that the standard process for a Notice of Objection requires that 
PMRA make a determination whether PPA has made objections that are valid and scientifically 
based.  In that event, PMRA can convene a review panel chosen from subject matter experts, 
including, but not limited to, non-governmental organizations, academics, private sector 
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consultants, former federal or provincial public servants, or international experts.  PPA presumes 
that if such a review panel is convened, the PMRA Decision would be stayed during the 
pendency of the panel’s review and then revised as appropriate based on the panel’s findings. 
 
  PPA recognizes that, even in those instances where there is legitimate and 
significant scientific disagreement regarding the basis for a PMRA decision, PMRA may be 
reluctant to determine that the legal standard for convening such a review panel has been met.  
Accordingly, PPA is asking that PMRA consider granting some more limited relief that PPA 
believes is within the scope of PMRA discretion. 
 
  By this letter, PPA requests that PMRA grant a 120-day extension of the period 
for filing objections to the PMRA Decision to allow PPA, its members, and affected users time 
to collect and to submit additional scientific data.  These data will include additional empirical 
information on the proximity of offices, businesses, and other occupied structures to the 
structures in Canada where phosphine fumigation is currently conducted, and extensive new air 
monitoring data for phosphine that PPA is collecting as part of the EPA registration review for 
phosphine gas, aluminum phosphide, and magnesium phosphide. 
 
  In addition to a 120-day extension of the period for filing objections to the PMRA 
Decision, PPA requests that PMRA grant a temporary stay of the mitigation measures required 
by the PMRA Decision until after PMRA has received and reviewed the new scientific data that 
PPA intends to submit within this 120-day period.  PPA respectfully suggests that the economic 
disruption associated with implementation of these buffer zones will be so severe that it would 
only be prudent for PMRA to defer final action until after these new scientific data have been 
compiled and are available for review. 
 
  PPA respectfully requests that PMRA consider each of these requests promptly.  
If practicable, PPA requests that PMRA inform PPA and the affected registrants of any relief it is 
willing to grant no later than November 6, 2015.  This will allow two weeks for those members 
of PPA that PMRA has directed to submit applications for amended registration to consider their 
commercial and legal options. 
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  Thank you for your prompt attention to the Notice of Objection, and to the other 
requests for relief made by this letter.  Please contact me at snichols@degeschamerica.com or 
(540) 234-9281 if you have any questions concerning any matter addressed by this 
correspondence.  
 

       


