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April 18, 2017  

Regulatory Analysis and Development 

PPD, APHIS, Station 3A–03.8  

4700 River Road Unit 11, 

Riverdale, MD 20737–1238 

 

Submitted Electronically via Federal eRulemaking Portal (http://www.regulations.gov) 

 

Re: Docket No. APHIS-2008-0076— Plant Pest Regulations; Update of Provisions 

  

Dear Sir or Madam: 

 

The Biological Products Industry Alliance (BPIA) is the premier organization dedicated to 

fostering the use of biological technology including biopesticides and biostimulants. Biological 

products are reduced-risk products based on biological or naturally derived chemistry. By 

combing performance and safety, biological products offer value and benefits generally not 

realized by conventional chemistry. BPIA is a young, vibrant association with now over 120 

member companies around the world ranging from small, innovative sole proprietors to large, 

international companies. Our member companies have developed dependable, pioneering 

products for commercial agriculture, horticulture, forestry, turf, ornamentals, public health, home 

gardens – and more. Our members provide solutions that benefit growers, consumers, and the 

environment.  

 

BPIA supports APHIS's actions to update the plant pest regulations to reflect current practices, 

increase transparency and remove administrative burdens for some permitting activities.  The 

proposed rule would codify some of APHIS’s current agency practices related to permitting, but 

there is room for further improvements that BPIA believes would increase transparency and 

provide greater clarity for the regulated community.   

 

In the proposed rule, BPIA strongly supports the following:   

 

a. A notice-based process to establish and maintain a list of pests exempted from 

standard permit requirements. 

b. The clarification of criteria that APHIS will use to determine the pest status of an 

organism.  

c. The proposed allowance of permits to be granted to corporate entities, rather than 

solely to a named individual.  

d. The allowance of web-based importation/movement permits for prevalent or low 

risk pests.       

e. Exemptions for certain biological control organisms that are widely prevalent and 

considered “low-risk.” 
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f. The proposed discontinuation of “courtesy permits” for movement of organisms 

and the “general permits” for EPA-registered products that will not be regulated 

under 7 CFR part 330.  

g. All efforts to innovate, reduce waste, and increase efficiencies. 

h. The proposal to retain the option to “hand-carry” organisms and soil as a means of 

shipment.   

 

Definitions and Terms 

 

The proposed rule includes several additional and clarifying terms.  We suggest the following to 

be clarified. 

 

Novel is not defined in proposed rule.  Novel appears in issued APHIS permits for the immediate 

actions the permittee must take upon “discovery of novel organism(s).”  Additionally, in the 

permit review process, APHIS describes how an application should be submitted at least 90 days 

before the proposed actions and asks for “additional time allotted for complex or novel 

applications…” (page 6985).  Novel should be defined, solely within the scope of APHIS's legal 

authority under the Plant Protection Act as it related to plant pests, noxious weeds and biocontrol 

organisms, not as something "novel" in a general sense.   

   

Similarity is not defined.  Similarity appears throughout proposed rule regarding similarity to 

plant pests/biocontrol organisms.  BPIA requests that this term be defined as guidance instead of 

included in the final rule.  This will allow for Agency flexibility to define the term based on the 

most current science.   

 

Evidence is not defined and could be interpreted overly broad and/or inconsistently.  It is 

included in Sec 330.202 Biological Control Organisms - 330.202(c)(1).  We request that APHIS 

provide guidance and give examples for what type of evidence would demonstrate satisfactorily 

that an organism is indigenous. 

 

Responsible individual.  “For the duration of the permit, the individual must be routinely 

physically present during normal business hours at or near the location specified on the permit 

as the ultimate destination of the plant pest, biological control organism, or associated article, 

and must serve as a primary contact for communication with APHIS.”  Although likely 

unintended, this requirement doesn’t allow for a designee to substitute for the Responsible 

Individual in case that individual cannot be at or near the specified location for certain periods 

due to legitimate reasons, such as illness or vacation.  This proposed definition is not consistent 

with the current practices of many BPIA members, inconsistent with the proposal to grant 

permits to corporate entities, and taken to a literal interpretation would likely result in nearly 

every permitted entity being in violation of permit requirements at some point. For example, 

would a responsible individual’s attendance at a conference, personal travel, or illness be a 

violation of this requirement?   
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Corporate permits 

 

BPIA supports the proposal to allow for corporate permits.  These permits will allow for more 

efficient record-keeping by the companies and reduce administrative burdens for both the 

Agency and companies.   APHIS proposes to limit these permits only to the 50 states.  Many 

BPIA member companies also conduct research in the US territories and we request that 

corporate permits be allowed to cover the territories as well.  Again, we also request that there be 

greater flexibility in terms of the requirements related to responsible individuals in the corporate 

settings to reduce burdens on both sides in the event of staff turnover or changed responsibilities.  

 

Courtesy and General Permits 

 

BPIA supports the discontinuation of “courtesy permits” for movement of organisms and 

“general permits” for EPA-registered products that will not be regulated under 7 CFR part 330.   

BPIA requests clarification on how APHIS will interact with EPA.  Would general permits be 

issued in a process outlined in an MOU with EPA, or through guidance documents?  Does this 

discontinuation apply to registered Technical Grade Active Ingredient (TGIA), End Product 

(EP), Active Ingredients (AI), as well as Experimental Use Permit (EUP) materials as well as 

Section 18 requests?  From the guidance, no USDA-PPQ documents are required for any of these 

products (TGAI, EP, EUP, AI, and Section 18 materials). 

 

Permitting (and Consultation) Process 

 

Sections (d)(3) and (d)(4) on page 6986 describe the two possible actions PPQ would take after 

reviewing the permit application: issuance or denial of the requested permit.  However, the 

proposed rule does not outline other important parts of the process, particularly the importance of 

the initial consultation.  This consultation process was presented by PPQ at the BPIA Fall 

Conference in September 2016 and has since become part of the normal permitting process.  

Inclusion of the consultation process as part of the rule is especially important if, as proposed, 

PPQ regulates organisms with unknown plant pest risks.  Without the consultation process, 

researchers would have no clarity whether or not a permit is required.  In practice, this is the 

function the consultation process has served.  APHIS requests that applicants consult with the 

Agency to determine whether an organism requires a permit and to gain initial feedback from 

APHIS PPQ on data needed to enable interstate movement.   Following assessment, PPQ may 

issue a Letter of No Jurisdiction, a Letter of No Permit Required or inform the applicant that a 

permit is required.  This consultation process should be included in the regulations to provide 

transparency and consistency for the entire permitting process.   

 

A Letter of No Jurisdiction is issued when PPQ has no legal authority to regulate the organism 

because it is not a plant pest, noxious weed or biocontrol organism.  For these letters, the 

decision should apply to all actions taken with the organism, such as movement and release, and 

not be limited to a specific action like movement only between certain states.   

 

A Letter of No Permit Required is issued when APHIS does have legal authority to regulate the 

organism but determines that movement of the organism doesn't present an appreciable risk.  
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These letters are issued for a specific requested use, which is appropriate.  Some letters have 

included an expiration date.  BPIA requests that these letters be issued with no expiration date.  It 

is unnecessary and results in additional administrative activities for APHIS and the applicant to 

get the same letter again following expiration.  APHIS has the authority to rescind this letter if 

the circumstances change and the activities instead need to be conducted under a permit.     

 

PPQ should establish reasonable timelines for the consultation and permitting process so that 

applicants can plan accordingly.  BPIA believes that a consultation timeline of 30 days and a 

permitting timeline of 60 days is reasonable.   

 

On pages 6986 and 6999, APHIS describes the first part of the formal review for its Permit 

Review Process, which includes consultation with States, Tribes, and other individuals.  

Specifically, “We share a copy of the permit application, and the proposed permit conditions, 

with the appropriate State, Tribal regulatory officials, and may share them other persons or 

groups to provide comment.  For instance, we may share the permit application with persons or 

groups other than State or Tribal regulatory officials when we lack technical expertise to 

evaluate certain aspects of a permit application and need to solicit the opinion of individuals or 

groups with such expertise.”  BPIA requests clarification on this part of the permitting process.  

Is the applicant notified of this additional outreach for comments or technical review?  Is the 

applicant informed of who are these additional persons/groups?  Is CBI still protected? How does 

APHIS handle any concerns/objections by these third parties?  

 

In section (d)(1) on page 6999, State or Tribal consultation and comment; consultation with other 

individuals, APHIS should ensure that proper procedures are in place if CBI information is 

shared with States or Tribes.  Many States and other entities do not have processes and 

procedures in place to protect CBI to the same extent that Federal agencies such as APHIS do. 

Moreover, many of them are legally required to provide information in their possession through 

“Sunshine Acts” and similar laws. 

 

APHIS should clarify the difference between a “continued curation” permit vs. the renewal of an 

existing import/movement permit authorizing diagnostic or research activities.  Under § 330.201 

Permit requirements provides a process to obtain a permit for import, interstate movement, 

APHIS should consider whether (a)(1) “designated individual for service of process” should 

instead be “individuals" to create more flexibility for the permittee.   

 

BPIA requests that PPQ continue to modernize its IT systems to enable multi-state listings on a 

single permit application, as is allowed by BRS for permits under 7 CFR 340.  The current PPQ 

system allows for only one state to be added per permit.  This likely means the applicant needs to 

submit multiple permits that PPQ has to review.  BPIA considers this an unnecessary 

administrative burden for the PPQ and applicants.    
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Regulation of Organisms with Unknown Risks 

 

On page 6998, APHIS states that it would "consider an organism to be a plant pest if the 

organism either directly or indirectly injures, causes damage to, or causes disease in a plant or 

plant product, or if the organism or part is an unknown risk to plants or plant products, but is 

similar to an organism known to directly or indirectly injure, cause damage to, or cause disease 

in a plant or plant product".  For organisms that are not known to be plant pests, APHIS should 

notify the applicant of the reason a permit was required, i.e., which organism it is similar to 

which meets the definition of a plant pest.  This would give the permittee the information needed 

to address the Agency’s concern for future regulatory actions for the organism in question.   

 

Furthermore, the wording “similar to” is not defined.  BPIA believes that defining such a term is 

more appropriately done as guidance instead of rulemaking.  This would allow APHIS to make 

jurisdictional decisions based on the most current science and maintain flexibility as the science 

evolves.  It would also assist the applicant to provide sufficient data and information to support 

sound science decisions. 

 

On page 6983, APHIS states that regulation of organisms with unknown risks is a necessary 

stopgap measure pending positive identification of the organism and an assessment of the 

organism’s potential risk to plants and plant products.  The Agency should develop guidance so 

applicants can provide the appropriate information to show that the organism is not a plant pest.  

Once it is adequately shown that the organism is not a plant pest, APHIS should issue a Letter of 

No Jurisdiction to the previous permit holder.   

 

Packaging Requirements    

 

APHIS should remove the proposed requirement for a design standard of an outer shipping 

container with at least two packages within the container.  Design standards are inflexible and 

thus may not be the best option in all cases for a secure shipment.  Instead, BPIA recommends 

establishing a performance-based standard that would require the permittee to ship the organism 

or soil in a secure manner.  APHIS should provide flexible, risk-based guidance and gives 

examples on their website for how organisms and soil could be packaged to meet this standard, 

rather than a one size fits all approach.   

 

Petition Process for Adding or Removing Organisms to the Exempt List 

 

BPIA support the proposal to maintain a list of organisms exempt from regulation; however, we 

request clarification on the process and question whether notice and public comment is needed.   

 

Notice and Public Comment.  APHIS has proposed to announce in the Federal Register the 

availability of the petition and request public comment.  BPIA questions whether notice and 

public comment are necessary.  APHIS routinely conducts risk assessments to determine whether 

an organism is a plant pest or biocontrol organism that presents an unacceptable risk.  An 

administrative process with notice and comment creates an additional step that generates 

additional work for the Agency and is unlikely to inform the risk assessment.  APHIS has 

relationships with scientific organizations such as the American Phytopathological Society, 
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University scientists and USDA-ARS that may be consulted for additional scientific expertise.  

APHIS could simply respond to the petition by conducting the risk assessment and notifying the 

petitioner of the decision.  Organisms either added or removed from the list could be noted on 

the website.   

 

APHIS has a list of plant pests that resides in 7 CFR 340.2.  Because the authority for APHIS-

PPQ and APHIS-BRS to regulate plant pests both comes from the Plant Protection Act, PPQ and 

BRS should work together to ensure that the two lists are consistent.   

 

As part of the proposed rule, APHIS published an initial list of organisms that would be 

exempted from requiring a permit.  This list should contain all plant pests that are widely 

prevalent and thus present little additional plant pest risk due to movement.  Helicoverpa zea and 

Heliothis verescens are two examples that are not on the initial list.  To the contrary, Pantoea 

stewartii (Stewart’s wilt) should be removed from the plant pest listing and from the widely 

prevalent list as it has not been observed in the field for nearly eight years.  Testing for this pest 

costs the seed industry millions of dollars for inspections and seed testing to allow import of seed 

to other countries. 

 

Because the definition of Move includes “release into the environment”, APHIS should clarify 

that the exempted activities would include release into the environment.   

 

 Movement of Soil from Canada 

 

PPQ should identify for the applicant the specific quarantine areas in Canada from where 

importation into the US is not allowed.  PPQ should also define what information is required on 

the shipments of soil from Canada.  This will provide a consistent process for applicants to 

demonstrate to the CBP and other officials inspecting our products at various ports of entry that 

the soil is not from a quarantined area.  Inconsistent understandings by CBP AQI inspectors have 

posed challenges to many BPIA members. 

 

In closing, BPIA would like to thank APHIS for the publication of this new draft rule and 

encourages APHIS to carefully consider these comments which we believe will increase the 

transparency and provide clarity around the permitting and exemption process for plant pests and 

biocontrol organisms.  We would welcome training opportunities from USDA-PPQ, once these 

regulations are in place. Please contact BPIA if you wish to discuss these issues further.   

 

Sincerely, 

 
Keith J. Jones 

Executive Director 


