[image: image35.png]




[image: image36.png]



Screen mock-ups are approximations and may change. Each optional field is outlined by a red text box.


Chemical Information Submission System

The ‘Chemical Information Submission System’ screen provides a list of submission types from which the user can choose. Based on the selected submission type, the system directs the user to the appropriate application ‘Home’ screen.
The following exhibit shows the screen capture for the ‘Chemical Information Submission System’ screen:
Exhibit 1‑1 Chemical Information Submission System – 8(d)
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Chemical Information Submission System

Please Choose a Submission Type

8(d) Health and Safety Data Reporting Form ~

Under TSCA Section 8(d), EPA has the authority to pramulgate rules ta require procucers, importers, and processars to subrmit lists andfor copies of ongoing and
campleted, unpublished health and safety studies. EPA's TSCA Section B(d) "Health & Safety Data Reporting Rule® was developed to gather health and safety
infarmation on chemical substances and mixtures needed by EPAto carry out its TSCA mandates (e.0., to suppart OPPT's Existing Chemicals Program and
Chemical Testing Program and to set priorities for TSCA risk assessment/management activities). EPA has also Used its TSCA Section 8(d) authority to gather
infarmation needed by other EPA Pragram Offices and other Federal Agencies. Chemicals that are designated or recommended for testing by the TSCA
Interagency Testing Committee (ITC) may be added to the rule via immediate final rulemaking (up to 50 substancesyear). Non-ITC chemicals can be added to
the Section 8(c) rule via notice and comment rulemaking

The saftware includes embedded help files and a downloadable user manual to guide you thraugh the 6(c) Health & Safety Data Reporting submission process
‘Submit information for all repartable chemical substances at your site in one form. Note that a separate submission is required for each reparting site

oK

CDXHomepage | MyCDXHomepage | EPAHomepage | Terms and Conditions | Privacy Notice | CDX Helpdesk: (888) 890-1995




Home

The ‘Home’ screen provides the user with links and tabs to access information for the form type, user management, and resources. Additionally, the system provides the user with information relevant to the logged in user’s role.
The following exhibit shows the screen capture for the ‘Home’ screen:
Exhibit 1‑2 Home Screen
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HOME
Forms

Persans who must repart (Unless otherwise specified) include chemical praducers and importers under the
NAICS Codes Subsection 325 (chemical manufacturing and allied products) and Industry Group 32411
(petroleum refiners). The 6(c) Health & Safety Data Reporting period is one-time with a 60 day reporting
periad (In certain circumstances, a chemical may remain listed for a lnger periad but not longer than 2
years)

Studles to be reported wil be specified by EPA to Include the specific type(s) of health and safety data
needed the chemical grade/purity of the test material (studles involving mixtures are not required unless
otherwise specified). Inttiated studies are reportable only for study initiation that oceurs during the 60 day
reporting period

User Management
Manage the access rights of Supports for each 8(d) Health & Safety Data Reporting form. Far every
Support, the Autharized Official may grant himiher the ability to edit (but not uniock, create, delete, or
submit) the form

Resources

A helpful guide that describes the 8(c) Health & Safety Data Reporting system and provides useful links for
further usabilty instruction

Authorized Official
An Authorized Official has the ability ta create, amend and unlock forms. The Authorized Official may also

submit completed farms either electronically or by mail. Finally, the Authorized Official has the ability to
assign Supports to individual forms
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User Management

The ‘User Management’ screen allows the Authorized Official to manage the access rights of Supports to the appropriate forms within the 8(d) Health & Safety Data Reporting application. For every Support, the Authorized Official may give him/her the ability to edit (but not unlock, create, delete, or submit) the form.
The following exhibit shows the screen capture for the ‘User Management’ screen: 

Exhibit 1‑3 User Management Screen
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USER MANAGEMENT

Select a Federal Register Notice from the drop-cown menu to assign and unassign Supports to specific 8(d) Health & Safety Data Reporting forms
8(df) Health & Safety Data Reporting Federal Register Notice: ~ Federal Register Notice =

8(d) Health and Safety Data Reporting
IVCASRN

Assign Users

Unassigned Assigned

add>>
<<remove

| |

Save
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Resources

The ‘Resources’ screen provides the user with the user guide and helpful web links pertaining to 8(d) Health & Safety Data Reporting requirements. The 8(d) Health & Safety Data Reporting User Guide document provides all necessary information for using the 8(d) Health & Safety Data Reporting web application.
The following exhibit shows the screen capture for the ‘Resources’ screen:
Exhibit 1‑4 Resources Screen
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ADDITIONAL INFORMATION

eReporting User Guide

User G

e
This guide describes each screen of the 5(d) Health & Safety Data Reporting software and provides information on how to use the system to complete the farm
The guide also contains instructions for registering with COX, submitting the farm, and modifying a previous submission. fou can download and print the &(c!)
Health & Safety Data Reporting User Guide for quick reference
Helpful Web Links

CDX Homepage
TSCA Chemical Substances liventory

Hotline at TSCA-Hotli

If you need assistance, please call (202) 564-3011 o e-mail the T

epamail.epa.gov.
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8(d) Health & Safety Data Reporting Forms

The ‘8(d) Health & Safety Data Reporting’ form screen presents the user with a list of forms submitted or started by the AO during the current reporting cycle. Additionally, AOs may begin a new submission from this screen.
The following exhibit shows the screen capture for the ‘Forms’ screen:
Exhibit 1‑5 Forms Screen
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Create Passphrase

The ‘Create Passphrase’ screen allows a user with the AO role to start a new submission and associate a passphrase with the submission. The screen also provides instruction about selecting a valid passphrase.
The following exhibit shows the screen capture for the ‘Create Passphrase’ screen:
Exhibit 1‑6 Create Passphrase Screen
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Log Out

CREATE PASSPHRASE

Please create a passphrase that is at least 10 characters in length. To better protect your account, your passphrase shauld contain a combination of
Ietters and numbers. our passphrase may include spaces, but should not contain special characters (for example, +, 2, and 7).

New Passphrase:
Confirm New Passphrase:

A passphrase can only be created by an Authorized Official for the reporting company. Your passphrase will be used as en encryption key to protect
the contents of yaur data. As an Authorized Official, you are responsible for remembering your passphrase and distributing it o Supports for your
campany.

Note: It you lose or farget your passphrase, you will not be able to access your 8(d) Health & Safety Data Reporting form to print, submit, or make
changes. You will need to complete a new B(d) Health & Safety Data Reporting form and create a new passphrase. For security reasons, the system
administrator will not have access to your passphrase and will not be able to retrieve it or reset itto a new one

Cancel Next
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Enter Passphrase 
The ‘Enter Passphrase’ screen requires the user to enter the passphrase associated with the selected form. The user will have access to the requested form once the entered passphrase has passed validation.
The following exhibit shows the screen capture for the ‘Enter Passphrase’ screen:
Exhibit 1‑7 Enter Passphrase Screen
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Log Out

ENTER PASSPHRASE

Please enter your user passphrase and click Next

For security reasons, the system administrator does not have access to your passphrase and cannot retrieve it or reset it to a new one. If you have
fargotten yoru passphrase, you must complete a new 8(d) Health & Safety Data Reporting form and create a new passphrase.

Cancel Next
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Submitting Official Information 
The ‘Section A – Submitting Official Information’ allows the user to confirm their contact information. The screen is pre-populated with the information previously entered by the user during CDX registration, but requires the user to enter a response in the ‘Job Title’ field.  
The following exhibit shows the screen capture for the ‘Submitting Official Information’ screen:
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Submitting on Behalf of

The ‘Section A.1 – Submitting on Behalf of’ screen allows users to submit TSCA Section 8(d) Health & Safety Data Reporting forms on behalf of another company covered under the reporting requirement. The ‘Section A.1 – Submitting on Behalf of’ screen presents a list of text fields that allows the user to input contact information of the manufacturing or processing establishment on whose behalf the submission is made. 
The following exhibit shows the screen capture for the ‘Submitting on Behalf of’ screen:
Exhibit 1‑9 Submitting on Behalf Of [image: image9.png]Forms Resources User Management
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Technical Contact 
The ‘Technical Contact’ screen allows the user to add multiple technical contacts, if needed. The system will provide a virtual rolodex address book dropdown menu listing all added technical contacts. 
The following exhibit shows the screen capture for the ‘Technical Contact’ screen:

Exhibit 1‑10 Technical Contact Screen
[image: image10.png]Forms Resources User Management
mation > Technical Contact

8(d) Health and Safety

A SECTION A2 - TECHNICAL CONTACT
Primary Authorized Oficia

75 FR 773 January 6, 2010 Select a technical contact from the drop-down menu or enter infarmation for a new contact after clicking Create New
[l Cantact. You can select the default button to assign the same technical contact to all your chemical substances or enter a
different technical contact for each chemical substance at this site
[ Submting Officiel
Information
CB [m)
[ Technical Contact
Chemicalinformation Prefbc Default Contact u}
[ ChenicalSutstance. First Narme
identty of Inpurties Midole Intial
BT Last Name:
Study ertication
B Suffix -

[Sisubniter Requests

Company Name:

Telephone

Email Address
Mailing Address 1
Mailing Address 2
City

State: =
Zip

Previous | Next

¥

Preview it

CDXHomepage | MyCDX Homepage | EPAHomepage | Terms and Conditions | Privacy Notice | CDX Helpdesk: (888) 890-1995




Chemical Substance Identity of Impurities

The ‘Section B – Chemical Substance Identity of Impurities’ screen allows the user to identify any impurities or additives known to have been present in the substance or listed mixtures as studied. The system provides access to Substance Registry Services Search (SRS) to perform this task.

The following exhibit shows the screen capture for the ‘Chemical Substance Identity of Impurities’ screen:

Exhibit 1‑11 Chemical Substance Identity of Impurities Screen
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Substance Registry Services Search 
The ‘Substance Registry Services Search’ pop-up helps the user identify chemical impurities in ‘Section B - Chemical Substance Identity of Impurities.’ The user can search for the chemical(s) being reported either by the ‘CASRN’, ‘CAS Index Name or Synonym’, ‘Accession Number’, or ‘Generic Name’.

The following exhibits show the screen captures for the ‘Substance Registry Services Search’ pop-up screen:

Exhibit 1‑12 Substance Registry Services Search Pop-Up (Scroll 1)
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Exhibit 1‑13 Substance Registry Services Search Pop-Up (Scroll 2)
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The ‘Chemical Not Found in SRS’ pop-up allows users to submit information for chemicals not identified in SRS.
Only one of the four fields identified by a blue boundary box is required. Once one of those four fields is populated, the rest become optional.
Exhibit 1‑14 Chemical Not Found in SRS Pop-Up
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 Chemical Substance Identity of Impurities
The ‘Section B – Chemical Substance Identity of Impurities’ screen allows the user to identify any impurities or additives known to have been present in the substance or listed mixtures as studied. This screen capture displays how submitted chemical information will display.

The following exhibit shows the screen capture for the ‘Chemical Substance Identity of Impurities’ screen when it is populated:

Exhibit 1‑15 Chemical Substance Identity of Impurities Screen (populated)
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Study Identification

The ‘Study Identificaiton’ screen allows the user to identify and manage documentation related to TSCA Section 8(d) Health & Safety Data Reporting. To identify the submission study type(s) to be reported, the user will check all applicable study types.
Exhibit 1‑16 Study Identification Screen
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Submission of Studies – EPA Request for Further Information 
The following exhibits show the screen captures for the ‘Submission of Studies – EPA Request for Further Identification’ screens:

Exhibit 1‑17 EPA Request for Further Information – Underlying Data Screen
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.

Exhibit 1‑18 EPA Request for Further Information – Preliminary Reports of Ongoing Studies Screen (Scroll 1)
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Exhibit 1‑19 EPA Request for Further Information – Preliminary Reports of Ongoing Studies Screen (Scroll 2)
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Exhibit 1‑20 EPA Request for Submission of Further Information – Copies of Studies Screen (Scroll 1)
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Exhibit 1‑21 EPA Request for Submission of Further Information – Copies of Studies Screen (Scroll 2)
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Full Study Report 
The ‘Full Study Report’ screen allows the user to submit or make available for review entire, completed studies that have been requested by the EPA. This screen capture displays how submitted ‘Full Study Reports’ will display.
The following exhibit shows the screen capture for the ‘Full Study Report’ screen:

Exhibit 1‑28 Full Study Report Screen
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Initiated Studies 
The ‘Initiated Studies’ screen allows the user to submit a list of ongoing health and safety studies being conducted by or initiated for them to the EPA for each of the listed substances or mixtures called for in the issued Federal Register Notice Citation. 
The following exhibits show the screen captures for the ‘Initiated Studies’ screen:
Exhibit 1‑29 Initiated Studies (Scroll 1)
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Exhibit 1‑30 Initiated Studies (Scroll 2)
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Ongoing Studies 
The ‘Ongoing Studies’ screen allows the user to submit a list of ongoing health and safety studies being conducted by or initiated for them to EPA for each of the listed substances or mixtures called for in the issued Federal Register Notice Citation. 
The following exhibits show the screen captures for the ‘Ongoing Studies’ screen:

Exhibit 1‑32 Ongoing Studies (Scroll 1)
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Exhibit 1‑33 Ongoing Studies (Scroll 2)
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Submission of Studies - Robust Summary 
The ‘Robust Summary’ screen allows the user to upload a Robust Summary list for Full Study Reports. The system allows the user to upload a Robust Summary and/or the Full Study Report. This screen capture displays how a submitted ‘Robust Study’ will display.

The following exhibit shows the screen capture for the ‘Submission of Studies – Robust Summary’ screen:

Exhibit 1‑35 Robust Summary Screen
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Submission of Studies – Studies which are known but are without Possession of Copies 
The ‘Studies Which are Known but are without Possession of Copies’  screen allows the user to submit a list of unpublished health and safety studies known to them , but which they do not have copies.
The following exhibits show the screen captures for the ‘Submission of Studies – Studies which are known but are without Possession of Copies’ screen:

Exhibit 1‑36 Studies Which are Known but are without Possession of Copies (Scroll 1)
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Exhibit 1‑37 Studies Which are Known but are without Possession of Copies (Scroll 2)[image: image29.png]Forms Resources User Management
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Submission of Studies – Studies previously sent to Federal Agencies without Confidentiality Claims 
The ‘Studies Previously Sent to Federal Agencies without Confidentiality Claims’ screen allows the user to submit a list of unpublished studies which have been sent to a Federal Agency without claims of confidentiality to EPA.
The following exhibits show the screen captures for the ‘Submission of Studies – Studies Previously Sent to Federal Agencies without Confidentiality Claims’ screen:

Exhibit 1‑39 Studies Previously Sent to Federal Agencies without Confidentiality Claims (Scroll 1)
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Exhibit 1‑40 Studies Previously Sent to Federal Agencies without Confidentiality Claims (Scroll 2)
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Submitter Requests 
The ‘Submitter Requests’ screen allows the user to request an ‘Extension of Time’ or a ‘Withdrawal of Chemical.’ The user can select one or more of the option(s) that apply such as, ‘Request for Extension of Time’, or ‘Request for Withdrawal of Chemical’ and upload supporting documentation.
The following exhibit shows the screen capture for the ‘Submitter Requests’ screen:

Exhibit 1‑44 Submitter Requests Screen
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Substantiation Summary 
The ‘Substantiation Summary’ screen allows the user to clearly identify the material subject to CBI for each document. The user will manually enter such information into the text box displayed within the ‘Substantiation’ screen.

The following exhibit shows the screen capture for the ‘Substantiation Summary’ screen:

Exhibit 1‑45 Substantiation Summary Screen [image: image33.png]. Prim; Official
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Submission of Studies Substantiation 
The ‘Substantiation screen allows the user to clearly identify the material subject to CBI for each document. The user will manually enter such information into the text box displayed within the ‘Substantiation’ screen.

The following exhibit shows the screen capture for the ‘Submission of Studies Substantiation’ screen:

Exhibit 1‑46 Submission of Studies Substantiation Screen [image: image34.png]Home. Resources User Management
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