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ORA Data Exchange (DX)
Frequently Asked Questions (FAQ) Knowledge Article

1. Summary

Frequently Asked Questions (FAQs) are the part of the ORA DX training resources. The short and easy to
understand “question and answer” (Q&A) format allows users to quickly find answers to frequently asked
guestions about the ORA DX program and related systems.

2. FAQOverview

The ORA DX program maintains two FAQs to support current or prospective users of ORA DX systems across FDA
and regulatory partners. FAQs are searchable, printable, and downloadable PDFs. The document content is
organized in logical groups with a convenient dynamic table of contents for ease of access and reference. Navigate
to the Table of Contents (TOC) and click on any question to maneuver to its answer or search the document for
the information.

e ORADXFAQ
o Comprehensive document that includes Q&A regarding the overall ORA DX program and systems
(ORA Partners Portal [ORAPP], System-to-System, and Enhanced DX client)
o Content is organized by topics including Top FAQs, ORAPP, System-to-System, FDA Systems
Retirement, Overall DX Systems and Capabilities, Inspection and Inventory Data Sharing, Sample
Data Sharing, and Training
Accessible by public
Updated every ORA DX release
e ORA DX Sample Data Sharing FAQ
o Focuses on the Sample Collection, Receipt, and Analysis data sharing capabilities of ORA DX
systems
o Content is logically grouped by topics including Top FAQs, Sample Data Sharing, Sample
Collections, Sample Receipt and Analysis, and the Glossary of Acronyms
o Accessible by authorized ORAPP users
o Updated whenever there are significant changes to sample data sharing capabilities

3. Access the ORA DX FAQ
The ORA DX FAQ can be accessed via the Home and Contact Us pages on the ORAPP site in addition to the
Partnership for Food Protection (PFP) Information Technology (IT) Workgroup (WG) site.

3.1 Access via ORAPP Home page
1. Navigate to the ORAPP home page using a web browser.
2. The Contact Us section is located at the bottom of the page.
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3. Select the Frequently Asked Questions (FAQ) about the ORA Data Exchange link.

About the ORA Data Exchange

The Office of Regulatory Affairs Data Exchange (ORA DX] is a unified
platform to securely share information between FDA, state, and local
regulatory partners. Built under FDA's efforts to implement the Food
Safety Modernization Act, the Partnership for Faod Protection [PFP]
supporting the national Integrated Food Safety System (IFSS), and FDA's

News and Updates

+ What's New in the ORA Data Exchange

« PFP IT Workgroup Newsletter March 2023)

+ PFP IT Workgroup Nawsletter (December 2022)
+ PFP IT Workgroup Newsletter (September 2022)

Domestic Mutual Reliance initiatives, the ORA DX mission is to
streamline submission of food safety regulatory data and support timely
and accurate decision making by providing access to relevant inventary,

+ PFPIT Workgroup Newsletter [June 2022]

sample, and inspection information. Contact Us

Learn more about ORA Data Exchange capabilities
+ Login Credentials Support for Existing Users

. ral Information, Demo Request. or Reguest an Account
. uently Asked Qi

FoodSHIELD

FDA.gov

Lp2Y U.S. FOOD & DRUG FSMA

ADMINISTRATION

Contact Us

Sitemap PFP AFDO Vulnerability Disclosure Policy

4. The document is opened in a separate tab of the browser.

3.2 Access via ORAPP Contact Us page
1. Navigate to the ORAPP home page using a web browser.
2. Hover over and select Contact Us on the menu bar.
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Inspections -

Samples - Firms - Training -

About the ORA Data Exchange

The Office of Regulatory Affairs Data Exchange (ORA DX) is a unified platform to
securely share information between FDA, state, and local regulatory partners
Built under FDA's efforts to implement the Food Safety Modernization Act (FSMA)

News and Updates

rship for Food Protaction [PFP) supporting the national Integ o
ystem (IFSS), and FDA's Domestic Mutual Reliance (OMR] init , the
ORA DX mission is to streamline submission of food safety requlatory data and
support timely and accurate decision making by providing access to relevant
inventory, sample, and inspection information.

n more about ORA Data Exchange capabilities

Contact Us -

3. Select the ORA DX FAQ link located in the FAQ section on the page.
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For ORA DX Support, complete the form below or contact the ORA Applications Help Desk at 240-247-8803

* Category
Phone
* Subcategory
Contact the ORA Applications Help Desk
* Fiest Name a1 240-247-8803
* Last Name

FAQ

* Email Address

Phone Number

Message

4. The document is opened in a separate tab of the browser.
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3.3 Access via PFP IT WG site
1. Navigate to the PFP site using a web browser.
2. Select the Information Technology link on the right or within Workgroups menu.

o PARTNERSHIP FOR FOOD PROTECTION Home  Ab e News Resources Events

>

SAFE GUARDING FOOD SUPPLY SINCE 1998

Play three minute video to learn more about us and our works.

LATEST NEWS FDA FOOD SAFETY USDA RECALLS 42, WORKGROUPS

e o Information Technology

* Laboratory Science

- - + Outreach
« Surveillance, Response, and Post

June 20,2023 Response

Food Safety for Food Security - How FDA and State Agriculture Departments Meet Global Food Safety and Supply Needs « Trainingand Credentialing

* Work Planning, Inspections, and

Compliance

3. Select the ORA Data Exchange (DX) Frequently Asked Questions (FAQ) link.

)

@mm'rususmprouroonmor:cnou ome ot Wark News B E

Information Technology

488, WORKGROUPS

Information Technology

« Information Technology

About
+ Laboratory Sclence
The Information £y workgroup's & ability to
Outreach

electronically among strategic partners. To achieve this goal, that are
dvancing abil 1T envi 1l food

schemes

partners. This includes addressing the data sharing requirements, specifically

Y s food safety officlals. Sharing of information will help to

achieve the ultimate goal of mutual reliance for a safer food supply.
Resources

ORA Date Exchange (DX) One Pager

The ORA Data Exchange (DX) One Pager gives a high level overview of the ORA DX Program; highlighting data exchange

areas, banefits, solutions, and the onboarding process.

(3] [ ORA Data Exchange (DX) Frequently Asked Questions (FAQ) ]

The Office of Resulatory Affairs (ORA) Data Exchange (DX) Programs Frequently Asked Questions (FAQ) is updated with every

ORA DX release. This d t (1) Program & Regulatory . (2)

Systems, and (3) Data Aspects.

4. The document is opened in a separate tab of the browser.

4. Access the ORA DX Sample FAQ

This document is updated every ORA DX release. The ORA DX Sample FAQ can be accessed via the Collection
Guidance Materials from the ORAPP Sample Collections page or via the Receipt and Analysis Guidance Materials
from the ORAPP Sample Receipt and Analysis page.

4.1 Access via ORAPP Sample Collections page
1. Navigate to the ORAPP home page using a web browser.
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2. Login to ORAPP using the FDA provided credentials.

ORAPP Login Window

FDA CONFIDENTIAL INFORMATION DISCLAIMER:

by this system is prov:

User Name

Passwor:

Ee——

3. Hover over Samples on the menu bar, then select the Sample Collections submenu.
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About the ORA Data Exchange News and Updates

The Office of Regulatory Affairs Data Exchange (ORA DX) is & unified platform to

securely share information between FDA, state, and local regulatory partners « What's New in the ORA Data Exchange

Built under FDA's efforts to implement the Food Safety Modernization Act [FSMA), « PEPIT Workgroup Newsletter LJune 2023]

the Partnership for Food Protection (PFP] supporting the national Integrated Food « PFPIT Workgroup Newsletter (March 2023)
Safety System (IFSS), and FDA's Domestic Mutual Reliance [DMR) initiatives, the e (Dacernber 2022)

+ PFPIT Workgroup N
ORA DX mission is to streamline submission of food safety regulatory data and

« PFPIT Workgroup Newsletter (September 2022)
support timely and accurate decision making by providing access to relevant

inventory, sample, and inspection information.

Contact Us .
S—

4. Select the Download Guidance Materials link. When the download is complete, click on the chevron
next to the Collection Guidance Materials.zip file and select Open.
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Sample Collections Data Exchange
Submit results using the Sample Collections Excel Template that is available to dovnload below.
[ Download Sample Collections Excel Template_v1.5 o

To submit Sample Collections data for processing, DO NOT:
« Password-protect the file + Upload more than 10 files at one time

+ Reuse a previously submitted filename + Upload a file more than 2 MB in size
« Use a filename longer than 75 characters or containing * " : 21 /\ < >

Click the Refresh icon to view the latest processing information for the submitted files.

Processed files can be downloaded by clicking the Download icon. The processed files will be available for download for one year from the Submission Date.

Select Files ¥ Retresn

Filename Status
Nocata to aspiny oays open fles o the rype
Show in falder
[37N U.S. FOOD & Contact Us FDA.gov FoodSHIELD FSMA

I collection Guidanc...zip Showall X

5. Select and open the ORA DX Samples FAQ in the open window to reference the contents.
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4.2 Access via ORAPP Sample Receipt and Analysis page
1. Navigate to the ORAPP website using a web browser.
2. Login to ORAPP using the FDA provided credentials.
3. Hover over Samples on the menu bar, then select Sample Receipt and Analysis submenu.

ADMINISTRATION

U.S. FOOD & DRUG ORA Partners Portal &

Home  Inspections 3 Samples- NFSDX-  Firms-  Training-  About  ContactUs

Overview -
y
Sample Collections

Sample Receipt/Analysis 8"

About the ORA Data Exchange

The Office of Regulatory Affairs Data Exchange (ORA DX) is a unified platform to
securely share information between FDA, state, and local regulatory partners.
Built under FDA's efforts to implement the Food Safety Modernization Act [FSMA),
th or Food Protection [PFP] supporting the national Integrated Food
Safety S FSS), and FDA's Domestic Mutual Reliance [DMR] initiatives, the
ORA DX mission is to streamline submission of food safety regulatory data and
support timely and accurate decision making by providing access to relevant
inventory, sample, and inspection information.

n

Contact Us -

4. Select the Download Guidance Materials link. When the download is complete, click on the chevron
next to the Collection Guidance Materials.zip file and select Open.
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Sample Receipt and Analysis Data Exchange

Submit results using the Sample Receipt and Analysis Excel Template that is available to download below.

S Download Sample Receipt and Analysis Excel Template_v2.7 o

To submit Sample Receipt and Analysis data for processing, DO NOT.

- Passward-protect the file + Upload more than 10 files at ane time
+ Reuse a previously submitted filename + Upload a file more than 2 MB in size
+ Use a filename longer than 75 characters or containing * "= 7| /\ < >

Click the Refresh icon to view the latest processing information for the submitted files.
Processed files can be downloaded by clicking the Download icon. The processed files will be available for download for one year from the Submission Date.

Colorado Department of Public Health

Fllename Opan Submission Date Subitied By Status Status Summary

NUC_Exampl_15.xisx 3302023 Traner Userd

(@) sanvie snshs G ,;.\ sl x

5. Contact Us
The ORA DX Training team would love to hear from you to continuously improve ORA DX training to support

regulatory partners. We invite you to contact the ORA DX Training team via the ORAPP Contact Us Page for any of

the following:

e ORA DX training inquiries and support
e Request an instructor-led course, e-Learning course, or knowledge article

e Provide feedback on ORA DX training
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