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Background

e |In 2007, Congress required FDA to establish an
electronic portal for reportable food submissions

* The electronic portal was opened on Sept 8, 2009
requiring responsible parties to report instances of
reportable food within 24 hours

* In May 2010, an improved electronic portal was
launched - the Safety Reporting Portal (SRP)


Presenter
Presentation Notes
On September 27, 2007 the President signed into law the 
Food and Drug Administration Amendments Act of 2007.  

The law amends the Federal Food, Drug and Cosmetic Act 
by creating a new section 417, Reportable Food Registry,
which required FDA to establish an electronic portal, called the Safety Reporting Portal, by which instances of reportable food may be submitted.

The congressionally-identified purpose of the RFR is to 
provide a reliable mechanism to track patterns of 
adulteration in food in order to support efforts by FDA to 
target limited inspection resources to protect the public health.
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What is a reportable food?

“Reportable food™ — an article of food for
which there Is a reasonable probabillity that
the use of, or exposure to, such article of
food will cause serious adverse health

conseguences or death to humans or
animals



Presenter
Presentation Notes
What exactly is a “reportable food”?  
A reportable food is an article of food other than dietary supplements or infant formula for which there is a reasonable probability that the use of, or exposure to, such article of food will cause serious adverse health consequences or death to humans or animals.  SAHCODHA

FDA interprets the definition of reportable food to include those foods that would meet the definition of a Class I recall situation.  Examples of Class I recall situations are provided in FDA’s guidance document
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Report Types

« Mandatory - Instances of reportable food
must be submitted by:
— A “responsible party,” i.e., the individual who

submits the food facility registration under section
415(a)

e Voluntary - Instances of reportable food may
be submitted by:

— Public Health Officials



Presenter
Presentation Notes
Who is required to submit a report?
There are two types of submissions – mandatory for industry and voluntary for federal, state, and local public health officials. 
For mandatory submissions - A “responsible party” must submit a report to FDA regarding instances of reportable food.  A “Responsible party “ is defined as the person who submits the registration information  to FDA for a food facility that manufactures, processes, packs, or holds food for human or animal consumption in the United States under section 415(a) of the Act. 
For voluntary submissions - Federal, state, and local governments may voluntarily use the RFR portal to report information that may come to them about reportable foods, however, they should not file a report on the firm’s behalf.  If a federal, state or local public health official identifies a reportable food as part of inspection or regulatory activities, they can inform the facility that they  may be required to submit a reportable food report.
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Safety Reporting Portal

https://www.safetyreporting.hhs.gov

* |f user creates a free account:
— Reports are pre-populated with contact info
— Reports can be saved as drafts
— List of all reports submitted is available

e Guest User:
— Reports or partial reports cannot be saved
— Previous submissions cannot be viewed



Presenter
Presentation Notes
The Safety Reporting Portal was initiated in May 2010 and provides a more user-friendly conveniences that reporters to the RFR did not have with the original Reportable Food portal. The website to access the SRP is listed at the bottom of this slide.
If a submitter establishes a free account:
 Any new reports are pre-populated with the submitter’s contact information
 Amended reports are pre-populated with all the information from the original submission
 Both completed and partial reports are saved to be consulted, amended or added to as necessary
 Submitters can see a list of all reports they have submitted
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Publications

e First Annual RFR Report
Sept 8, 2009 — Sept 7, 2010

« Second Annual RFR Report
Sept 8, 2010- Sept 7, 2011

www.fda.gov/ReportableFoodRegistry
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Presenter
Presentation Notes
We published the first annual report in January  2011

On April 19th of this year (2012), FDA published the second annual RFR report that consisted of data from when the portal opened on Sept 8, 2009 thru Sept 7, 2011.  

The reports can be found on our website.
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Benefits of the RFR

* Increased speed with which FDA and its state
and local partners can follow up on reports

« Enhanced FDA’ s understanding of how
products are distributed through supply chain

e Helped FDA and industry identify key risk points


Presenter
Presentation Notes
Here, I have highlighted some benefits of the program. 

Overall, the program has been in operation for over 2 years and it has been a learning and growing experience for FDA. We believe that the Reportable Food Registry has
-Increased the speed that FDA and partners investigate and take follow up actions. For example, reportable food reports are automatically provided to state commissioned officials. 
-Enhanced our understanding of the supply chain and product traceability(such as our large volume event concerning salmonella positive Hydrolyzed Vegetable Protein (HVP) that generated over 1000 subsequent reports from downstream recipients)
-RFR data is also one piece of the bigger whole that is used by FDA to identify key commodity risk points and develop preventive control guidance
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Benefits continued...

* Improved coordination among FDA headquarters,
FDA field staff, and state and local regulators

* Provided data for FDA to issue import alerts and
Import bulletins

o Supplied key information to target inspections,
plan work, and prioritize risks


Presenter
Presentation Notes
We also feel that the RFR has:
-Improved coordination within FDA, from headquarters to field operations. 
-Provided data for FDA to issue import alerts and bulletins
- Helped FDA to plan inspections, sample collection, work, and prioritize risks
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Distribution of Report Types

Report Category VG vear2 |
Total Submissions 2600 1153
.. F i
Nonreportable submissions (360)| (271)
Total Entries 2240 882
Primary (Industry and Voluntary) Entries 229 225
Subsequent Entries (Upstream and Downstream) 1872| 483
Amended Entries 139 174



Presenter
Presentation Notes
When industry submits a reportable food report to FDA it is called a “submission”.  An FDA team triages each reportable food report and assesses if it meets the definition of a reportable food.  If it does, the report is entered by FDA into the registry and is referred to as an “entry”.  
During the 1st year of operation FDA received 2600 reports of which 2240 met the definition of a RF and were entered into the Registry. During the second year of operation FDA received 1,153 reports of which 882 met the definition of a reportable food. The nonreportable submissions were due to Tests/Complaints or queries from consumers/Reports for USDA products, drugs, dietary supplements or Reports that do not meet the definition of a reportable food (Serious Adverse Health Consequence or Death to Human or Animals).

Of the 2240 entries in Year 1, 229 were primary entries compared to 225 primary entries out of 882 entries in Year 2.  A primary report is the initial report from either industry or a public health official.  As mentioned earlier, of the 225 primary entries in Year 2, 3 were from public health officials.

Of the 2240 entries in Year 1, 1872 were subsequent entries following a primary report submitted  by a supplier (upstream) or a recipient (downstream). 483 subsequent reports were received in Year 2. The decrease is attributable to the lack of a large scale event, such as the Hydrolyzed Vegetable Protein(HVP) contaminated with Salmonella that generated 1,070 subsequent entries in Year 1.  Numbers for Year 1 and Year 2 are very similar with exception of the reports generated from HVP in Year 1. 

Please note that there were 139 amended entries in Year 1 compared to 174 amended reports in Year 2.  Submitters may not have distribution information, disposition information or the results of their root cause analysis at the time of the initial submission, so they will send an amended report. There was an increase in amended reports to 174 for Year 2, up from 139 in Year 1. The 25% increase suggests more facilities are informing FDA about their investigations of problems and their efforts to correct the causes. Although there was an increase, we would have expected more amended reports, and will be doing more outreach on this requirement.





Primary RFR Entries by Commodity

Whole & Milled Grains and Flours
Sweeteners
Stabilizers/Emulsifiers/Flavors and Colors
Spices and Seasonings

Soup

Snack Foods

Seafood

Produce - Raw Agricultural Commodities (RAC)
Produce - Fresh Cut

Prepared Foods

Pasta

Oil/Margarine

Nuts, Nut Products, and Seed Products
Multiple Products

Meal Replacement/Nutritional Food and Beverages
Game Meats

Fruit and Vegetable Products

Frozen Foods

Egg

Dressings, Sauces and Gravies

Dairy

Chocolate/Confections/Candy

Breakfast Cereals

Beverages

Bakery

Animal Feed/Pet Food

Acidified/Low Acid Canned Food (LACF)
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Presenter
Presentation Notes
Distribution of Primary RFR Entries by Commodity
With only two years of data, it would be premature to make meaningful statements about trends or patterns
For the primary entries, we have sorted the data by commodity.  There are 27 commodity categories and we have provided a link in the annual report to a document that provides the definition for each commodity.
The top six commodities for primary reportable foods for both years were:
1.Animal feed/pet food (28) (19)
2.Dairy (18) (16)
3.Seafood (17) (15)
4.Spices and Seasonings (17) (25)
5.Bakery (16) (20)
6.Nut products (16) (16)
Observations:
1. Produce Reports Increase(Point): 14 for Year 1 increased to 27 in Year 2.  

2. Animal Feed/Pet Food Reports Decrease(Point): 19 primary reports in Year 2 compared with 28 in Year 1. 





Year 2 Distribution of 225 Primary Entries by

Commodity and Hazard
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Presenter
Presentation Notes
In the 2nd annual RFR report you will find a cross table which matches this graphic showing the primary entries listing the 27 commodities versus the food safety hazards. There is a lot of data here so we recommend you look at the publication for full details.

1.You can see Produce Raw Agricultural Commodity had the most primary reports (27) of which 25 were Salmonella and 2 for listeria monocytogenes. (POINT)

2.In the Spices/seasonings commodity there were 23 reports for Salmonella, 1 for foreign object, and 1 for other(lead in turmeric.)
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Am'éﬁri d?ng Reports

e Root Cause
e Corrective Actions
e Disposition

e Distribution

12


Presenter
Presentation Notes
FDA understands that it may take longer than 24 hours to investigate reportable food events and information such as root cause investigation, disposition, and distribution should be submitted in the form of an amended report when it becomes available.

To submit an amended report:
Account holders will see previously submitted reports on their SRP profile page. To amend these reports, simply click on the report under “Submitted Reports Available for Follow-up” and “Start Follow-up Report” and navigate to the report section where information should be added.

Guest users may amend reports by inputting the 16 digit alphanumeric key provided by the SRP when the initial report is submitted. 
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New Data Elements

 On June 4, 2012, additional data elements
were added to the electronic questionnaire

 The new data elements will improve the
guality of information received

 Mandatory input

13


Presenter
Presentation Notes
14 New data elements were added to the RFR RQ on June 4, 2012

The new elements were added to improve the information quality of reportable food reports and relate to the Food and Drug Administration Amendments Act(FDAAA) of 2007 that revised the F, D, & C act to create the Reportable Food Registry
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New data elements

« A description of the root cause of the reportable
food (if applicable);

A Dbrief justification of the process used to
determine which product(s), lot(s), or batch(es)
were affected,;

 Whether or not the submitter believes all of the
reportable food has been removed from
COMmMEerce;

15


Presenter
Presentation Notes
The specific data elements are bulleted on the next 3 slides but I encourage all of you to visit the safety reporting portal website and walk through the new data elements. You can either create a registered account or simply click on “Report as a guest” and  navigate to the “Problem summary” or “Products” sections of SRP to view the new data elements.

For example, we have added the reason for the reportable food/agent, such as the specific undeclared allergen or Listeria monocytogenes. 
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New data elements

« A brief description of the corrective actions taken
to avoid repeating the reportable event;

 \Whether or not a bacterial isolate I1s available for
FDA collection:

 The commodity type of the reportable food,

16
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New data elements

 The dates that the product was manufactured,

 Whether or not the reportable food underwent
treatment to reduce microorganisms;

« A brief description of the microbial reduction
treatment;

17
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New data elements

* For reportable foods intended for animal
consumption, the animal species that the
reportable food was intended to be consumed by;

* For reportable foods intended for animal
consumption, the life stage of the animal that the
reportable food was intended to be consumed by;

18
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New data elements

 Whether the responsible party has notified all of its
Immediate previous sources (suppliers) of the
reportable food (if applicable)*; and

 Whether the responsible party has notified all of its
Immediate subsequent recipients (customers) for
the reportable food (if applicable).

19
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Resources

« RFR main page and training video:
www.fda.gov/ReportableFoodReqistry

o Safety Reporting Portal site:
http://www.safetyreporting.hhs.gov
* RFR Assistance

= Policy/Interpretation Questions:
RFRSupport@fda.hhs.gov

» |T & Technical Questions:
support.srp@jbsinternational.com

20


Presenter
Presentation Notes
Here you will find Reportable Food Registry resources.

The first web link will lead you to the RFR main webpage. This is the best online location for finding additional resources such as links to the “RFR At A Glance” publication, Annual data reports, guidance documents, and linkages to the electronic reporting portal, where reports are submitted to FDA, called the Safety Reporting Portal.  

We would also like to encourage you to watch our new online video. It can be accessed via the second link on this slide and runs about 15 minutes. The video covers the entire program and we hope it will help in explaining reporting requirements.  The video provides closed captioning in Arabic, Chinese, French, Japanese, Korean, Portuguese, and Spanish.

Lastly, I would like to direct your attention to the two email addresses provided. The first email, RFRSupport@fda.hhs.gov, should be utilized for policy related questions.  This is a great resource for program related questions.  The second email address, support.srp@jbsitnernational.com, should be used for Information Technology(IT) issues associated with submitting a report, such as being unable to login or submit file attachments. 


http://www.fda.gov/ReportableFoodRegistry
mailto:RFRSupport@fda.hhs.gov
mailto:support.srp@jbsinternational.com
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Questions?

21
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