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It is late but Now for something completely different.  
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Today’s Discussion

Strategic Planning in OPP

PRIA 3

eCSF

SSTS

Pesticide Product Label System (PPLS)

Inert Finder

Mixtures database

Global Harmonized Submission Transport Standard
Chemical Search with demo


Presenter
Presentation Notes
Good afternoon.   I want to end today by briefly going over some current and future IT activities that will affect you as members of the PPDC directly or indirectly – those relevant public facing, sometimes interactive, online websites.  For the existing sites, I have included any new features I though you might find interesting.  I am only planning to say a few things about each project so I have included websites when possible and/or we have more detailed handouts you can have at the end.  In addition we have set up a demo like we have in past PPDC in the back room where you can see a live demo of Chem Search and any of the other sites that are actually up and running. 
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IT Strategic Planning

e Goal: Instantaneous Access
to Quality Information

IT Summit
Meetings

Business Process a nd Alternatives Analysis

Timeline

January July November  January April December

2011 2012


Presenter
Presentation Notes
I want to start off first with an update.  many of you heard of our Strategic planning process formally started in early 2011 that focused on five key areas – one of which was IT. We held two IT summits that produced an OPP Business Process Diagram to determine where we would like to be in 5 yrs and the IT Process that might be needed-ultimately with the overall desire to transform OPP to an entirely “paperless” office.   Currently we are finishing an alternative analysis  which assesses the need for further business process re-engineering in OPP.  (IT includes a Baseline, plus three alternatives - Consider a wide-range of possibilities+ Consider total costs Evaluate “best-fit” to desired business process ) Then will produce by end of december an Implementation Roadmap Goal: Clear plan for incremental investment of (limited) funds over the next five years or so a  logical plan for investment/build  Detailed effort to catalog long-term data needs + Design and implementation of certain “foundational elements” to the overall IT direction
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PRIA 3

Electronic tracking of registration submissions (report on progress
by December 31, 2013)

Electronic tracking of the status of conditional
regiStratiOHS (Report on progress by December 31, 2013)

Enhancing the database for endangered species
Implementing the capability to electronically review labels
Acquiring and implementing the capability to
electronically assess and evaluate confidential statements
of formula (Report on progress by December 31, 2014)


Presenter
Presentation Notes
Now a word or two about PRIA 3--Even in these tough economic times there are a few positive “givens” for any future IT activity and one group of them comes from the list of the PRIA 3 IT Set Asides or set-aside” from annual maintenance funds for several broad IT goals for each of fiscal years 2013 through 2017. which include…..I mention these for two reasons – one is that we will do these as mandated sometime in the future and that when we start we will include many of you and your groups in any planning.   Since we had already started work on one of these before the legislation passed, however, I thought I would say a few words about it – E CSF-our first project update
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eCSF

Began as a joint effort between OPP and Canada’s
PMRA

Web-based application (CDX) to be used by U.S. and
Canada

Assists registrants in filling out CSF
Expected features of the eCSF application:
 Step-by-step wizard approach
e Informative help text
 Validations and calculations
e Secure environment to work in


Presenter
Presentation Notes
This began in Nov 2011 as part of a product chemistry workshop under US-Canada Regulatory Cooperation Council (RCC)  with industry reps (        )based on finding similar issues with the CSFs and has two parallel efforts:  Form consolidation of CSF and SPSF form and the development of joint web application to generate CSF data.   Basically it is a web based application for both countries - Step-by-step wizard approach – think TurboTax. With  informative help text – to remove uncertainty for what is needed for specific fields.  Will change dynamically based on the type of CSF you are submitting or other variables. Validations and calculations – to make sure the data entered into fields will not be rejected during human review process and that   percent weight adds to 100% or within allowable range. But (as usual) to Secure environment to work in  EPA recognizes the incredible importance of this and will adhere to confidential data safeguards put forth by our central IT office—COMMENT ON CDX. RCC - Prime Minister Stephen Harper and President Barack Obama created the U.S. – Canada Regulatory Cooperation Council (RCC) on February 4, 2011.  Two year mandate to increase regulatory cooperation between the United States and Canada. eCSF identified under Crop Protection Products Working Group. 
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Section Seven Tracking System (e-SSTS)

In coordination with OECA, pesticide producing
establishments will now be able to register their
annual report of pesticide production online using

CDX
e SSTS will:

e Decrease the time that companies now spend
completing their report

e Prevent common errors from occurring
e Provide for electronic signatures

Next up - Training Webinars — new features and
formal registration


Presenter
Presentation Notes
OECA/OPP have created a jointly-funded project to transform the paper-based process to a fully electronic submission and review process using  Web-based application to capture production data and by using the  CDX portal to transmit data to the existing SSTS system. Starting in February 2013 the new application will allow the 30,000 global pesticide producers to electronically enter and submit the Annual Report of Pesticide Producing on 20,000 products and Device-Producing establishments. e-SSTS will make the reporting process faster and more efficient for industry and EPA.  If establishments  choose to use paper. . EPA regional staff will enter the data into SSTS as usual.  We will offer Webinar training sessions on all features of e-SSTS from user registration through product data entry and signature and submission. The sessions will be recorded and made available online so you can repeat training whenever you want.   domestic establishments, foreign establishments must register if they produce product which is exported to the U.S. Traditionally, producing establishments have used the standard federal paper form to report production amount and other required information for each pesticide product starting in January
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 PPLS

Online search tool by Product Name, Company Name,
EPA Regulation Number

Labels are text searchable PDFs with metadata

Information on product transfers, active/inactive
product status

Live and available on:
www.epa.gov/pesticides/ppls



Presenter
Presentation Notes
Then a word or two from a familiar site.  As you know PPLS is an online search website where you are able to search our library of over 170,000 labels by Product Name, Company Name or EPA Regulation Number.  Labels are text searchable and are also tagged with additional metadata.  PPLS also provides information on product transfers and indicates whether or not a product is active vs. inactive.  

http://www.epa.gov/pesticides/ppls
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PPLS (cont.)

Revamped PPLS: (Target December, 2012)

e Search by Special Local Need Number (Section 24C; will
only display most recently labels)

e Added a new tab, 'Distributor Products’, to the details
page
e Search by alternate brand name

Future plans: (Target Summer/Fall 2013)
e Search or refine search by chemical name, site, or pest

e Click on label from a chemical details page in Chemical
Search


Presenter
Presentation Notes
However by December you will be able to search by Special Local Need Number (section 24C) and by alternate brand name.  A new tab will be implemented into PPLS that will contain Distributor Products .  Also there is a partial list of future plans. You notice that some of our Future plans include merging Chemical Search with PPLS merge to allow  users to search by an active ingredient and have access to associated labels. We are also planning to allow ussers to search for a label and see the associated active ingredients for that product



Pesticide Product Label System EContact Us
You are here: EFA Horme » Pesticides » Pesticide Product Labels » Pesticide Product Label System (PPLS)

&> Product Labeling

Pesticide Product Label System (PPLS)

The Pesticide Product Label System (PPLS) provides a collection of pesticide product labels (Adobe POF format) that have been approved by EPA
under Section 3 of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA). Mew labels were added to PPLS on Movemnber 27, 201 2.
f+7 More

PPLS has many New Features’?

Find a Pesticide Product Label

Eelow are three options to help you locate labels,
Product Name:

( )

Enter the name of the product. As you type, options will be presented to you. Keep in mind that product names may vary, so if you don’t find the
product yvou are looking for, try the £PA Registration Number Search below.

Company Name:

( )

Enter the name of the comparny. Some companies may have several divisions that manufacture and market pesticides products, ¥You can select
among these divisions using the drop-down list or choose the root of the company name {e.g., "Eayer" or "3M") to see products associated with all
of the divisions.

EPA Registration Number:

( )

The EPA Registration Mumber (EPA Reqg. Mo.) appears on all registered pesticides sold in the United States, It is usually found on the back panel of
the label along with the detailed instructions for use. Enter the company number {the first set of digits before the dash) to see all products
marketed by that company or the entire number ({including the dash) to view the label for a particular product. More...

( Search jl ( Clear)

Infarmation for Webmasters.,
EP& Persistent Cookie Motice
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Presentation Notes
Here is PPLS.  You can search by Product Name, Company Name or EPA Reg. No.
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Inert Finder

Provides guidance on which substances are approved
for food, non-food, and fragrance use

Supplements regulations published in eCFR
Easier search options
Exploring implementation 25b inert ingredients

Live and available at:
www.epa.gov/pesticides/inertfinder



Presenter
Presentation Notes
As many of you have already discovered we have added an inert finder site supplementing regulations published in eCFR – Since CFR is authority on tolerance information, we wanted to link to it instead of trying to manage parallel data source.  Besides adding some easier search options, we will be exploring the addition of 25b inert ingredients in the future – minimal risk pesticide products


http://www.epa.gov/pesticides/inertfinder
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Presentation Notes
Here is an image of Inert Finder.  You can search by Inert Ingredient Name or CAS Reg. No.  There are also “Quick Lists” on the right where you can find all inert ingredients approved for Food and Nonfood Use, Nonfood Use only and Fragrance Use.
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Mixtures database

Information related to EPA approval status of trade
name inert ingredients

Manufacturer-volunteer program

Does not include composition nor products in which
they are used

Publicly-available list accessible from:
www.epa.gov/opprdooi/inerts



Presenter
Presentation Notes
A little less known is our mixtures database website.  The genesis of this was as follows>  Formulators sometimes had e difficulty determining whether a trade name product is permitted for use as an inert ingredient. So Manufacturers of trade name inert ingredients volunteered to participate in the development of a publicly-available list of trade name inert ingredients to clarify what inert ingredients/mixtures are approved for. It provides what substances are approved, and the manufacturer’s name. NOTE:  The posting of the trade name inert ingredient list does not imply any endorsement by EPA of one trade name inert ingredient over another.



http://www.epa.gov/opprd001/inerts
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Presentation Notes
Here is the Mixtures Database.  Use the “Report Filter” to further specify what you are looking for.
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Presentation Notes
Now I would like to switch to a more global activity a project called the GHSTS. The problem was essentially this-and some of you in the room may know.   many countries (governments and companies) realized that there was a Submimssion Disorder/E Submission Entrophy in the global process:  Duplicate efforts by industry to meet various authority needs + Numerous formats for registrants to submit their applications (Paper, electronic, or combination of both )Structured data for IUCLID-International Uniform Chemical Information Database orOr Unstructured Document-centric data depending on requirements of regulatory authority .  There are also Currently multiple electronic submission standards and more are emerging. During the last two Last two decades agencies have put in place a number of different methods e.g. (CADDY and IUCLID in the European Community + e-PRS / e-Index in Canada+ e-PRISM / e-Dossier Builder in the United States+ Electronic Application Registration System (EARS) in Australia (APVMA).  
Solution :  Rather than annoint one country’s system we created a global packaging technical standard:  Ghsts Global technical standard created by an EU IT expert committee.   Used to package and identify content but not dictate the use of the content.  
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Presentation Notes
The current version that it being discussed at the Registration Steering Committee in NW includes: Data Dictionary and Glossary (Identifies all of the metadata to be included in a GHSTS package)  Technical User Guide + XML schema + Package formatting specifications+ Prototype implementation and Viewer.  Through the help of a global user group the RSG will be reviewing a  proof-of-concept pilot and Viewer proof-of-concept  showing how such a system could be implementeeed.
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countries

Only one technical standard to support/submit

Clear version management for dossiers, submissions
and documents

Deliver structured data in the form of OHT
summaries (xml)

Supports submission of single dossier satisfying
multiple recipients who may have different
requirements

Can be used to transport "raw data” and other file
types that may be required in the evaluation of
submissions
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The GHSTS will support the submission of a single document/dossies- by industry while satisfying  multiple regulatory recipients who may have different requirements (US  states,  EU zonal dossiers and Global Joint Reviews.) This will take some initial tweaking of existing systems but afterwards will cut down on duplicate submissions. Simply put complete implementation will facilitate the efficient submission of all documents and data by industry and the better and efficient processing and sharing of those submissions by regulatory authorities.  Companies will only need to make a single submission for multiple countries.  With OHT summaries countries will be able to better prepare assessment reports, loading into Metapath (eventually) and they can be used for IUCLID dossiers required for classification and labeling  in Europe. Authorities with in-house systems  Need to adapt the data structure of the in-house system and the import mechanism/interface + GHSTS provides a clear blueprint on how to do this + xml standard allows easy implementation.  Authorities without in-house systems can use GHSTS dossiers on a standard Windows PC without additional software or training. The GHSTS data model can be the blueprint for developing an in in-house system
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Chemical Search

SimFle to use online search tool which provides users with
publicly available Pesticide chemical information

Contains information previously published on the
Pesticides website and Regs.Gov
¢ 20,000+ documents
» Reregistration and Registration Review
 Cleared Science Reviews

 Public participation and open comment periods expanding
access to registration information

e 800+ links to dockets

Links to important resources

e Tolerances in eCFR
e Others

17
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Presentation Notes
Finally, we have what I think is our premiere application—chem search .  This new tool has been available since November 2011.  Chemical Search is a simple-to-use online search tool which provides users with publicly available Pesticide chemical information.  Chemical Search contains information previously published on the Pesticides website and Regs.gov.  Examples of such documents include reregistration and registration review documents, cleared science reviews and links to dockets.  Chemical Search also links to other resources, such as:
EPA’s Substance Registry Service
NIH PubChem database
EPA’s Distributed Structure Search Toxicity database

Future development includes merging with PPLS
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Chemical Search

Brings all these lists and associated documents
together in one simple search tool

Provides a framework for increased public participation
and transparency

Includes many (25+) separate list of chemicals
Chemical Search and PPLS are merging in near future

Live and available at:
www.epa.gov/pesticides/chemicalsearch

18
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Presentation Notes
Chemical Search provides a user with “one-stop” shopping for all our chemical information.  By centralizing chemical information in one place and providing users simple search capabilities, Chemical Search provides a framework for  increased public participation and transparency. It includes many chemical lists that we were told were hard to find and difficult to navigate. Moreover the separate lists don’t communicate the “story” of what has happened to an active ingredient over time.  Finally static web pages are time consuming to maintain.


http://www.epa.gov/pesticides/chemicalsearch
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Presentation Notes
Here is a screen shot of the opening page of Chemical Search.  As you can see, the search options are simple.  You can search for a specific chemical name (and synonym list which contains over 100,000 total), CAS Number or PC Code or you can browse the “Quick Links” on the right side for important lists of chemicals (feel free to go through the list..”Public Participation, Open for comment, Reregistration, Registration review and you can even filter by pesticide type”.  You will also find a link to another popular OPP web application, PPLS.  For more detailed information on Chemical Search or to get to our “Developer Center”, click the “Overview” link.




Presenter
Presentation Notes
After you have found the chemical you were looking for, you will be brought to the “Chemical Details” screen.  This is what the Details page looks like for Atrazine.  Here you will have access to chemical documents and data related to Atrazine.  Along the top you can see a tabbed structure, currently on the “Chemical Details” tab.  You will also find the “Regulatory Actions” tab, which houses documents produced during the regulatory process.  Next is the “Science Reviews” tab, which contains DERs made available to the public through the FOIA process.  The final tab is the “Dockets” tab, where you can find links to regulations.gov for historical pesticide registration and review decisions.  

For specific details on the chemical, we’ve got general Substance Information, such as the latest Registration Process (which is Reregistration), CAS Number (which is pulled in through a web service), First Registered date and Pesticide type.  Underneath that you will find “Other Resources” which also contain pertinent information related to Atrazine.  Here you can find a link to the eCFR for tolerance information, NIH PubChem, EPA’s Substance Registry Services and EPA’s Distributed Structure Searchable Toxicity (DSSTox).  To view other synonyms for Atrazine, you can click the arrow next to Synonyms to see where it came from (either OPPIN or PUBChem).  Underneath that, you can find “EPA Contact Information” so if you have any questions about an ingredient you may be directed to the chemical manager.  To the right of that, general identifiers such as PC Code and InChiKey (International Chemical Key) are provided.  For some fun at your individual computer, click on the “3-D” tab of the chemical structure, zoom and twirl in on the structure.


Atrazine

One of the most widely used agricultural pesticides in the U.5., atrazine may be applied before and after planting to control broadleaf and grassy
weeds, It is used primarily on corn, sorghum, and sugarcane, and is applied most heavily in the Midwest. Atrazine is used to a lesser extent on
residential lawns, particularly in Florida and the Southeast.
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Feceipt of Eequests to Yoluntarily Cancel Certain Festicide Eegistrations Federal Fegister 011172012 Eeregistration
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Fetition Requesting BEan on Use and Production of Atrazine; Motice of Availability Federal F.eagister DSf14/2011 Eeregistration
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Tolerance Actions: Atrazine, Chloroneb, Chlorpyrifos, Clofencet, Endosulfan, et al. Federal Eegister DE14,2071 F.eregistration
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Atrazine Updates Fact Sheet 100172070 F.eregistration
Atrazine IRED Q and A's Addendum Felated QE19/20058 Eeregistration
Cocurnent
Frotocol for Atrazine Ecological Exposure Flowing Water Chemical Monitoring Study in Wulnerable Felated QEf0E/2007 Eeregistration
Watarsheds (PDF, 15 pp, 344K Document
Locations of atrazine ecological monitoring sites for Atrazine (FDF, 4 pp, 409K) Eelated Q02 2007 Eeregistration
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Combined Eeregistration Eligibility Decision (REC) for Atrazine (PDF, 323 pp, 2ME) FED Q401,/20080 F.eregistration
Memarandurm of Agreement (PDOF, 36 pp, 132K) Felated 11705972004 Feregistration
Document
Guidance Letter for Formulatars of End-Use Products Containing Atrazine (PDF, 36 pp, T32K) Felated QG071 2004 Feregistration

Cocurnent


Presenter
Presentation Notes
Here is an example of the “Regulatory Actions” tab for Atrazine.  Across the top, you can see a handy process diagram highlighting the latest process the chemical is in.  Underneath, you can find Fact sheets, REDs, IREDs, TREDs, memos, Federal register notices or any other information previously housed on the public website for this ingredient.  Also take note of the advanced searchability of the report, where you can filter on keywords or sort each column.  
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Presentation Notes
Here is an example of a DER you can find in Chemical Search.
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Presentation Notes
One recent enhancement to Chemical Search is giving users the ability to search by chemical structure.  To access this feature all you need to do is click the “Structure Search” link on the homepage of Chemical Search.  Structure Search allows users to locate a particular chemical by its structure, find chemical structures similar to another chemical structure or locate a chemic structure using a particular chemical structure pattern.  Simply draw the chemical structure and click “Perform Search” to get to a results screen which match the drawn structure.
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Presentation Notes
Another mentionable recent enhancement is a spell-checking function that will suggest a chemical based on what you typed on the previous screen.  Did you forget how to spell atrazine?  Think there is an “ o “ in the name?  Well the spell-checking function will take your search of “atrazone” and suggest the correct ingredient for you.
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Questions?
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