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PET FOOD INSTITUTE 
2025 M Street, NW, Suite 800 
Washington, DC 20036 

August 19, 2015 
 
Submitted Electronically via Regulations.gov 
Food and Drug Administration 
Division of Dockets Management (HFA-305) 
5630 Fishers Lane, Room 1061 
Rockville, MD 20852 
 
Re: FDA’s Draft Guidance for Industry on the Voluntary Qualified 
Importer Program for Food Importers and Guidelines in Consideration 
of the Burden of the Voluntary Qualified Importer Program Fee 
Amounts on Small Business 
 

 
The Pet Food Institute (PFI) appreciates the opportunity to provide 
comments regarding the Food and Drug Administration’s (FDA’s or 
the Agency’s) Draft Guidance for Industry on the Voluntary Qualified 
Importer Program for Food Importers and Guidelines in Consideration 
of the Burden of the Voluntary Qualified Importer Program Fee 
Amounts on Small Business, published in the Federal Register on 
June 5, 2015 (80 Fed. Reg. 32136) and hereafter referred to as the 
“Draft Guidance.”  
 
Established in 1958, PFI is the voice of US cat and dog food 
manufacturers; our members sell more than $21 billion in dog and cat 
food annually and export $1.5 billion.  For more than 55 years, PFI 
has worked with its members to educate the world about pet nutrition 
and health, the need to balance pet ownership rights with 
responsibilities, and to maintain the highest standards of product 
integrity, safety and quality control.  PFI members account for 98 
percent of the cat and dog food produced in the United States.  
Among its members are 22 dog and cat food producers and more than 
100 associate members who supply ingredients, raw materials, 
equipment and services to our producer members.     
 
Pet food makers share FDA’s commitment to pet food safety and 
quality, and we are proud of the safety record of our products.  PFI 
strongly supports the Food Safety Modernization Act (FSMA), as 
evidenced by our engagement with FDA throughout this rulemaking 
process, and we look forward to working with FDA for the successful 
implementation of this landmark law.  We share FDA’s goal of
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establishing a regulatory framework that protects public health, is science and risk-
based, and is both practical and practicable. 
 
As the rulemaking phase for FSMA draws to a close, we are focusing our energy and 
resources to ensure our members are prepared for FSMA implementation.  We 
appreciate the efforts FDA made to solicit and incorporate input from stakeholders 
during the rulemaking process and we trust this level of openness and dialogue will 
continue during FSMA implementation.  Together with the American Feed Industry 
Association and the National Grain and Feed Association, PFI hopes FDA will consider 
changes to this Draft Guidance that will make VQIP a more viable option for animal food 
producers.  PFI has several points and concerns to share with FDA regarding its VQIP 
Draft Guidance. 
 
General Observations 
 
As with our comments on the FSMA proposed rules and re-proposals related to 
imported foods, PFI is concerned that this Draft Guidance, while it applies to imports of 
human and animal food, does not adequately take into account the needs of pet food 
makers, many of whom import ingredients for finished products.  It is unclear from this 
guidance whether such ingredients will be eligible for participation in VQIP and the 
extent to which importers of pet food can and should develop a VQIP Quality Assurance 
Program.  Ingredients used in pet food deserve consideration for VQIP participation 
because any risks these products may pose are addressed through processing upon 
entry into the United States – the chance these ingredients could reach the pet owner or 
their pet prior to such processing is remote.  
 
It is unclear from this Draft Guidance what resources will be devoted to the granting of 
facility certifications for foreign suppliers of pet food, including pet food ingredients.  For 
these facility certifications to be issued, FDA must devote attention to the recognition of 
accreditation bodies, which in turn must accredit auditors/certification bodies that have 
the skills and expertise to inspect and certify facilities that produce pet food, including 
pet food ingredients.  Can FDA share information regarding efforts to incorporate the 
FSMA animal food rule into its process for recognizing accreditation bodies? 
 
PFI joins the Grocery Manufacturers Association in encouraging FDA to consider adding 
to VQIP a pre-arrival release system wherein FDA could notify a VQIP importer in 
advance of shipment arrival at a US port of entry whether a shipment “may proceed” or 
will be subject to further inspection.  Such a component would make VQIP much more 
attractive to importers in that it would allow them to plan more effectively for the efficient 
receipt and distribution of the imported food.  Pre-arrival release would also enable FDA 
to more efficiently target its limited resources to non-VQIP imports that arguably pose a 
greater food safety risk.  This pre-arrival release could also include advance notice if a 
VQIP food will be subject additional examination and sampling.  Without this element,  
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PFI members will be discouraged from devoting the considerable resources to 
participate in a program with limited benefits. 
 
While PFI understands the difficulty in quantifying the benefits of VQIP participation, we 
are concerned that FDA is unable in this Draft Guidance to indicate the extent to which 
participation in VQIP will reduce the time for entry of foods versus the entry time for non-
VQIP foods.  For that reason, we urge FDA to develop and maintain data, including 
metrics, showing the benefits of VQIP participation.  We also recommend that FDA 
share information regarding the expected quantifiable benefits of VQIP participation 
before program implementation.  Without such information, animal food producers will 
be unable to make informed decisions regarding the true benefits of participation 
weighed against the application costs.   
 
We agree with other human and animal food stakeholder groups in support of a flat fee 
for VQIP participation instead of a fee based on program participation.  As with our point 
above regarding the need for data to justify incurring the costs to participate in VQIP, a 
flat fee for participation, which FDA estimates to be $16,400 per year, is preferable to a 
cost-sharing model that will depend in large part on the number of VQIP participants.   
 
Absent such improvements, PFI members and their foreign suppliers are unlikely to find 
it worthwhile to expend the resources necessary to participate in a program that, as 
currently proposed, has both limited and uncertain benefits for animal food producers. 
 
Section-Specific Comments 
 
C.1 What are the eligibility criteria for participation in VQIP? 
 
FDA identifies several criteria that a VQIP applicant must meet.  The first of these is a 
minimum three-year history of importing foods into the United States.  PFI finds this 
requirement to be arbitrary based on other safeguards the Draft Guidance puts in place 
to ensure the safety of imported foods.  First, no such history requirement should be 
necessary if an applicant can demonstrate, through the Quality Assurance Program it 
must develop and implement, that it can meet all relevant requirements associated with 
the importation of foods for humans and animals.  This assurance, coupled with the 
requirement that foreign food suppliers seeking to participate in VQIP must maintain a 
current food facility certification issued by a third-party auditor/certification body 
accredited under section 808 of the FD&C Act, should provide FDA with the information 
and assurance it needs to determine a VQIP applicant’s eligibility for program 
participation.  We therefore urge FDA to reconsider this arbitrary importing history 
requirement. 
 
Second, it is unclear whether companies with long import histories that merge, forming a 
new entity, can participate in VQIP based on their prior import histories or are prevented 
from doing so because the new company cannot immediately meet the three-year 
import history requirement.  PFI believes such newly formed companies should not be  
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penalized in this way and therefore urges FDA to modify this Draft Guidance language 
accordingly.  
 
FDA also proposes to require that each VQIP participant obtain a Data Universal 
Numbering System (DUNS) number.  FDA notes in the Draft Guidance it will use the 
DUNS number as each VQIP participant’s unique identifier and that all entities identified 
in a VQIP application must also obtain a DUNS number.  PFI has expressed concern 
with FDA’s insistence on the use of DUNS numbers, in our comments on the Foreign 
Supplier Verification Program (FSVP) proposed rule and the FSVP re-proposed rule.  As 
we stated in these comments, we fail to see the need for participants in any FDA 
program to obtain a DUNS number when FDA has in its possession identifying 
information on all entities supplying food to the United States, information that can be 
used for purposes of evaluating and monitoring VQIP participation. FDA acknowledged 
in the FSVP proposed rule that it already receives information identifying the importer as 
part of entry and prior notice requirements, so we again urge FDA to use identifying 
information it already has instead of imposing a new burden on importers and foreign 
suppliers.   
 
D.1 What certification for a foreign supplier do I need to have? 
 
FDA’s Draft Guidance states that an importer must have a facility certification issued 
“consistent with section 808 of the FD&C Act regarding accreditation of third-party 
auditors for each foreign supplier’s facility from which you want to import a food under 
VQIP.” (Italics added)  Yet the VQIP applies to foods, meaning that only foods identified 
in a VQIP application are eligible for VQIP participation.  PFI believes it would be much 
more effective and efficient to base VQIP eligibility on a foreign supplier’s facility rather 
than on foods from that facility.  Assuming the facility is certified following an audit by a 
third-party auditor or certification body, any food from that facility should be eligible for 
VQIP participation.  Such an approach is consistent with the approach FDA has taken in 
the FSMA proposed rules, which focuses attention on facilities rather than the numerous 
foods they may produce.  Accordingly, PFI urges FDA to allow a VQIP participant to 
import any food from an appropriately certified foreign supplier it has identified in its 
VQIP application. 
 
Consistent with our point above, PFI urges FDA to consider amending this Draft 
Guidance to allow a VQIP participant to import under VQIP any new foods an 
appropriately certified foreign supplier may produce during an importer’s VQIP 
participation.  Such flexibility is crucial for many pet food makers, allowing them to react 
to market changes without sacrificing the safety of these imported foods. 
 
We believe these recommendations will both simplify and enhance VQIP, making it a 
more attractive and viable option for pet food makers and their ingredient suppliers.   
 
D.6 How often must a foreign supplier’s facility from which I import food under VQIP be 
re-certified? 
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FDA indicates in this Guidance for Industry that the foreign supplier of a VQIP food must 
obtain re-certification annually.  FDA has stated throughout the FSMA proposed rules 
and guidance documents the importance of efficiently allocating resources, so PFI finds 
an inconsistency here between a stated interest in the efficient allocation of regulatory 
resources and an arbitrary one-year certification for foreign suppliers of VQIP foods.  In 
this respect, our concern is with FDA’s proposed third-party accreditation regulations, 
which prohibit an accredited auditor/certification body from issuing a facility certification 
for a term exceeding one year.  As with PFI’s comments throughout the FSMA 
rulemaking process, we believe that flexibility is needed to enable both regulators and 
producers to efficiently allocate resources to address significant food safety risks.  
Allowing accreditors/certification bodies to issue foreign suppler facility certifications for 
longer than one year, based in part on the risks posed by the VQIP food, will enable 
them to inspect more facilities seeking inclusion in VQIP.  In addition, a factor such as 
further processing by an importer or an importer’s customer before an imported food 
reaches consumers could be used to identify a lower risk imported food under VQIP, 
one that might justify a longer foreign supplier facility certification.  We urge FDA to 
consider these points in its Guidance for Industry and as it finalizes the third-party 
accreditation regulations. 
 
F. VQIP Quality Assurance Program 
 
This section describes the Quality Assurance Program (QAP) and its elements.  PFI has 
several comments and questions regarding the QAP.   
 
First, we note that the QAP is described as “a compilation of the written policies and 
procedures you will use to ensure adequate control over the safety and security of the 
foods you import.”  PFI notes that on several occasions FDA has indicated that animal 
food is not subject to food defense provisions under FSMA.  We seek clarification as to 
whether an animal food producer seeking to participate in VQIP must include, as part of 
their QAP, information on the security of the foods they import.  PFI understands the 
reference to food security to mean food defense under FDA’s Focused Mitigation 
Strategies to Protect Food against Intentional Adulteration regulations, when finalized.  
If this understanding is correct, we therefore contend that past FDA pronouncements on 
food defense – specifically that FSMA food defense provisions do not apply to animal 
food producers – mean that an animal food producer’s QAP need not include 
information regarding security of imported foods. 
 
Second, part III of section F requires an importer, in addition to including an 
organizational chart/written explanation of management structure as part of their QAP, 
to provide the name and title of the individual responsible for administering the QAP.  
PFI notes that, for purposes of compliance with the FSMA animal food rule (when the 
final rule is issued), an animal food producer will have to identify a qualified individual 
and we seek confirmation whether listing the qualified individual as defined by the 
FSMA animal food rule will satisfy this requirement under the QAP.  A facility’s qualified  
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individual must have a clear understanding of all aspects of manufacturing that impact 
product safety, including the incorporation of imported foods into any finished product.  
We seek confirmation that identifying the qualified individual as responsible for 
administering the VQIP QAP is acceptable.  
 
Third, section IV outlines policies and procedures that must be included in a QAP that 
“ensure food safety from source to entry.”  As PFI mentioned in its comments on the 
FSVP proposed rule and re-proposed rule, we seek confirmation from FDA of a method 
for a foreign supplier to convey to FDA and to US Customs & Border Protection officials 
that an imported food may contain a hazard that the importer, or the importer’s 
customer, will address.  There are many imported animal food ingredients that, while 
they may pose a theoretical food safety risk, pose no realistic food safety risk since they 
will only reach the consumer after undergoing processing that addresses any potential 
food safety hazard, including pathogens that might pose a food safety risk.  Both the 
FSMA rules and guidance should offer animal food producers an opportunity to import 
low-risk animal foods, including pet food and pet food ingredients subject to further 
processing, using tools like VQIP. 
 
Fourth, we note that section V, titled Food Defense Policies and Procedures, requires a 
prospective VQIP participant to provide a written description of its food defense system.  
Specifically, this description is required to ensure compliance with FDA’s Focused 
Mitigation Strategies to Protect Food Against Intentional Adulteration regulations, when 
finalized.  Consistent with our comment above regarding the security of imported food, 
we seek confirmation that animal food producers will not be subject to VQIP 
requirements regarding the provision of information related to food defense, in light of 
FDA pronouncements that FSMA food defense provisions apply to human food only. 
 
Our review of the QAP elements in the Draft Guidance indicates that an importer must 
devote considerable resources to developing and maintaining a QAP as part of its VQIP 
participation.  We therefore urge FDA to consider these changes in order to make VQIP 
participation by pet food makers viable. 
 

Conclusion 
 
PFI thanks FDA for the opportunity to provide this comment.  We believe that, if the 
issues we have identified are addressed, along with those identified by other animal 
food producer stakeholders, VQIP may be a viable option for pet food makers.  Absent 
certain changes, however, we contend that the VQIP requirements as presented in this 
Draft Guidance will pose too many challenges to justify the allocation of resources 
required to participate.   
 
We acknowledge the Agency’s willingness over the past several years to engage with 
stakeholders throughout the FSMA rulemaking process.  We share FDA’s interest in 
realizing the goal of improved food safety through science- and risk-based regulations.   
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We look forward to a continued and productive dialogue as the critical phase of FSMA 
implementation gets under way. 
 
 
Sincerely, 
 

 
Cathleen Enright, PhD 
President 
 

Members of the Pet Food Institute 
 

Ainsworth Pet Nutrition Mars Petcare US, Inc. 
American Nutrition, Inc. Merrick Pet Care, Inc. 
Big Heart Pet Brands Midwestern Pet Foods, Inc. 
Bil-Jac Foods, Inc. Nestle Purina PetCare Company 
Blue Buffalo Company Ohio Pet Foods, Inc. 
C.J. Foods, Inc. Pro-Pet, LLC 
Cargill Animal Nutrition Simmons Pet Food, Inc. 
Central Garden & Pet Sunshine Mills, Inc. 
Diamond Pet Foods Texas Farm Products Company 
Doctors Foster & Smith, Inc. Tuffy’s Pet Foods, Inc. 
Hill’s Pet Nutrition, Inc. United Pet Group 

 
 


