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Learning Objectives

* Discuss and define the FDA Safety Report Type Flag
requirement

* Highlight benefits associated with the requirement
* Locate the revised technical specification Guide
e Communicate implementation considerations

* Connect with FDA for assistance/feedback
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FAERS Submission Requirements + Benefits
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Industry and public FDA stores ICSRs in Staff monitor
stakeholders submit a safety surveillance database for safety
individual case safety database signal and further
reports (ICSR) for evaluate if FDA
human drug and action is warranted
nonvaccine biologic
products
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Submitting ICSRs — Option 1

Database to Database Transmission &2g)

\/ Submissions must use standardized International
Conference on Harmonisation (ICH) E2B standards

V ICSRs must be submitted in the eXtensible Markup
Language (XML) format

V Attachments must be in PDF format

www.fda.gov



Submitting ICSRs — Option 2

Safety Reporting Portal

Must have an account to access the portal
Must not be a Gateway partner

AN

Attachments must be in PDF Format

www.fda.gov E Great for those who do not have database to database capability!



New Reporting Requirement

ICSRs currently do not include safety report type in submissions

New Regional R2 Elements Benefits

Element Name: FDA Safety Report Type e Distinguish premarket (IND and
Element ID: A.1.FDA.16 IND-Exempt BA/BE) safety
Element Tag: <fdasafetyreporttype> reports from postmarketing
Element Length: 1 safety reports

Element Data Type: N  Determine which reports are
Conformance: Required posted publicly easily

Element Allowed Values:

e 1=IND Safety Report

» 2 =IND Exempt BA/BE Safety Report
e 3 =Postmarketing Safety Report

www.fda.gov ,
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Updated DTD 2.1 & 2.2

<!-—— A.1.FDA.1%6 FDA Safety Report Typs ——>

Field ref: A.1.FDA.1¢%
Field title: FDA Safety Report Type
Field name: fdasafetyreporttype
Field length: 1N
Field wvalues:
1=IND Safety Report
2=IND Exempt BA/BE Safety Report
3=Postmarketing Safety Report
Comment: The FDA Safety Report Type data element distinguishes
premarket (IND and IND-Exempt BA/BE) safety reports from
postmarketing safety reports and is used to determine which reports
are posted publicly.
Note: This is a mandatory data element
-
<!ELEMENT fdasafetyreporttype (#PCDATA)>
<!ATTLIST fdasafetyreporttype
$lang.att;
>
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Routing Mechanism Method 1

AS?2 Header Attributes

Current State: Post market
reports (does not apply to pre
market)

* Destination: “CDER”

e Attribute values: “AERS” for

XML's and
“AERS_ATTACHMENTS” for
PDF’s

www.fda.gov E Attribute value for PDF’

Proposed Future State: For IND
- reports, new header attributes need
to be setup/configured to route the
files into the new folders (does apply
to pre market ICSRs)

e Destination remains the same
(“CDER”)

e Attribute values: “AERS_PREMKT”
for XML's and
“AERS_ATTACHMENTS_PREMKT”
for PDF’s

s is applicable only for E2B (R2) submissions
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Routing Mechanism Method 2

AS2 Routing IDs

Current State: Post market Proposed Future State: For IND
reports (does not apply to pre- reports, new Routing ID’s would
market) need to be setup and corresponding
* Routing ID’s: “FDA_AERS” for configuration changes required
XML’s and (would apply to pre market ICSRs).
“FDA_AERS_ATTACHMENTS” * Routing ID’s:
for PDF’s “FDA_AERS_PREMKT” for XML's

and “FDA_AERS_ATTACHMENTS_
PREMKT” for PDF’s

www.fda.gov E Routing ID’s for PDF’s is applicable only for E2B (R2) submissions
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Routing Mechanism

Trading
Partner

www.fda.gov

Post/AS2 Headers
AERS/AERS_ATTACHMENTS

A
\ 4

Post/RoutinglD

4—
FDA_AERS/FDA_AERS_ATTACHMENTS

_—

Pre/AS2 Headers
AERS_PREMKT/AERS_ATTACHMENTS_PREMKT

Pre/RoutinglD
FDA_AERS_PREMKT/FDA_AERS_ATTACHMENTS_PREMKT

Electronic
Submission
Gateway
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Submission Rules

The submission rules define the condition that shall result in a negative
acknowledgement and not be accepted by FAERS

Table 11. Submission Rules and Acknowledgement Status
Data Element | DTD Descriptor 2.1/2.2 | Rejection Rule Description Acknowledgement
A.1.FDA.16 <fdasafetyreporttype> Data value | or 2 subnutted using reportacknowledgment

AS2 Header where XML file: AERS | code (B.1.8) =02
or Routing ID where XML file:

FDA AERS
A.1.FDA.16 <fdasafetyreporttype™ Data value 3 submitted using AS2 reportacknowledgment
Header where XML file: code (B.1.8) =02

AERS PREMKT or Routing ID
where XML file:
FDA AERS PREMKT

www.fda.gov 13



New Technical Specification Document
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Navigate to your favorite search engine
(ex. http://mww.google.com) & Search for “FAERS Electronic Submissions”

X

https://www.google.com

Q Al B News [&) Images  shopping [3] Videos ¢ More Settings  Tools

About 17,000 results (0.31 seconds)

www.fda.gov » drugs » fda-adverse-event-reporting-sy... ~

FDA Adverse Event Reporting System (FAERS) Electronic ...

Jan 6, 2021 — Electronic Submissions of IND Safety Reports to FAERS - Database-to-Database
Transmission ("E2B"). Submit attachments to ICSRs through the ...

www.fda.gov » drugs » news-events-human-drugs s ele...

Electronic Submission of Adverse Event Reports to FDA ...
These meetings will focus on enhancements to electronic submission of Individual Case Safety
Reports (ICSRs) in FAERS using ICH E2B(R3) standards. Dates ...

www.fda.gov » media > download v roF

E2B(R3) - FDA
Oct 11, 2019 — What are the methods for submitting ICSRs to FAERS by sponsors? A. Electronic
Submission Gateway. B. Safety Reporting Portal. C. MedWatch ...

www.fda.gov » media > download v roF

Electronic Submission of IND Safety Reports Technical ... - FDA
For an IND safety report to be successfully processed in FAERS, it needs to have one valid IND
number in the appropriate ICH E2B data field. Sponsors should ..
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Electronic Submissions
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Questions and Answers on
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Cantent current as of

Updates for Electronic Submission of Individual Case Safety Reports (ICSRs) to FAERS
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Navigate to https://www.fda.gov
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FDA Takes Action to Address Coronavirus Disease 2019 (COVID-19)

FDA issues Emergency Use Authorization for second COVID-19 vaccine


https://www.fda.gov/

Select “Drugs”

FEATURED

FDA Takes Action to Address Coronavirus Disease 2019 (COVID-19)

FDA issues Emergency Use Authorization for second COVID-19 vaccine.

FOA COVID-19 RESPONSE

FDA s working with U.S, Government partners, including CDC, and international

partners to address the pandemic.

PROGUCTS WE REGULATE

Food Medical Devices Radiation-Emitling Products

Vaccines, Blood, and Blologics Animal and Veterinary Cosmetics Tobacco Products
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IN THIS SECTION

+~ Home

X

Navigate to https://www.fda.gov/drugs

CDER is engaged in essential COVID-19 activities to protect and
promote public health

Ranging from the acceleration of development for treatments for COVID-19,
maintaining and securing drug supply chains, providing guidance to
manufacturers, advising developers on how to handle clinical trial issues, and

keeping the public informed

earm More
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https://www.fda.gov/drugs

Select “Guidance, Compliance, and Regulatory Information”
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Drug Master File {DMF) Workshop
outlines high-quality submissions

Drug Information, Safety, and
Availability

Medicanion Guides, Drag Safety

Communications, Shortages, Recalls

Regulatory Science and Research

CDER research programa, initiatives, and

resoarces

(NASH)

|

FDA to share current thinking on
Non-alcoholic Steatohepatitis

Webinar to focus on NASH drug Jautihiea

eselopment 2od clinieal trial effurts

NAVIGATE THE BRUCS SECTION

Drug Approvals and Databases

Drugs@ FDA, Oronge Book, National Druy,

Code, Recent drug approvals

Emergency Preparedness

Prepare and respond to natural disasters

nuclear and chemical attacks

Drug Development and Review
Process

Drug applicstions, submissions,

manufacturing, and small business help

Updates, News, and Events

Recent approvals, meetings, workshops
blogs, podeasts, stay connectad

Webinar to provide overview of Over
the-Counter Monograph Reform

Gutdance, Compliance, and
Regulatory Information

Cuidances, warning letters, drug
compounding, internationsl information,
registration and Listing

About the Center for Drug Evaluation
and Research (COER)

obe, mizsion, organization, history

), Job openings



Navigate to
https://www.fda.qov/drugs/quidance-compliance-requlatory-information
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https://www.fda.gov/drugs/guidance-compliance-regulatory-information

Select “Surveillance: Post Drug-Approval Activities”
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Select “Questions and Answers on FDA's Adverse Event Reporting System (FAERS)”
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Select “FDA Adverse Event Reporting System (FAERS) Electronic Submissions”
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Questions and Answers on FDA's Adverse Event
Reporting System (FAERS)

Questists and Answers on : 2 Costent cutrent as of
FOAS Adverse Event Beporting What is FAERS? LTI
System [FAERS) - 3 7 >

; The FDA Adverse Event Reporting System (FAERS) is a database that

contains adverse
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- How does FDA use the information in FAERS?
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reporting regulations and re
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Specifications for Preparing and Submitting
Electronic ICSRs and ICSR Attachments

Technical Specifications Document

Associated Guidance Documents and Conformance Guide:

Draft Guidance for Industry: Providing Submissions in Electronic Format -
Postmarketing Safety Reports (June 2014)

Guidance for Industry and FDA Staff: Postmarketing Safety Reporting for
Combination Products (July 2019)

Draft Guidance for Industry: Providing Regulatory Submissions in Electranic
Format: IND Safety Reports (September 2019)

Electronic Submissions of IND Safety Reports Technical Conformance Guide
(September 2019)

For questions regandmg thas technscal spevaficatsons docsmnent, contact the Office of Surveillasce
sl Epsdemiology, Center for Dyug Evaluation and Rescarch, Food snd Drug Adminastration, o
EAERSESUB@ fdakhs gov; or Office of Commumcation, Owtreach and Development, Center
for Brologics Evaluation and Research, Food and Drug Administration, st

“SRS " i .

US. Depurtment of Health and Haman Services
Food and Drug Administration
Center for Drug Evaluation and Research (CDER)
Center for Biologics Evaluation and Research (CBER)

December 2020

2020.02-11

2020-12-18

Added a new value 1o the data elensens BAK | for
drug chamcterization 10 sccommodate & semilar
devace

Updatod the data clement B4 K 18.2 1o specify
vabues

Updatad the data element B4 K 1K 5o use default

Addad a pew regiceal dats clemenm

A LFDA G (FDA Safery Report Type) in
Table 2 Detadled Desenpiion of
Admissstentive Tags

Added section Submtssson Rules

Added 3 new value to the data element
BAk ! and BAKI9 in section J
Ricavailabiliry’ Bioequevalence (HA/BE)
Studies Not Condocted Under an IND




Table 2. Detailed Description of Administrative Tags'

<fulfillexpehiccritenia> | IN 1= Yes (15-Day expedited)

2= No (non-expedited)

4= 5-Day

5= 10-Day

6~ T-Day expedited
<safetyreportil - 1OOAN Sender's (Case) Safety

Report Unique Jdentifier’
<authonzynumb> 1O0AN Regulatory suthonny's case repon
warber

<gompanymumb> [OOAN Ocher sender's case report number

<senderorganization™ Sender wdentifier

<apossorstudynumbs IND or Pre-ANDA nuenber under whach

the clinscal trial where the event

occurred is conducted
—_—

ALFDA.L6" | <fdasafetyrepontype> \ 1=IND Safety Repont
2-IND Exeenpt BA/BE Safety Report
I<Posemarketing Safety

T The Seader’s Safery Ropont Usigee [desnfies 1 comparsbie % the Masufactirer
Repowt Nasrber (alw reforrod 00 ae the Massfacturer Control Number (MON)) provided oot peper in FDA Form 35004
Thos sasevdeer o the clespany's snupue case idestification nember, which is wsad for the b of the cne

Foe IND aml IND-cxempt BATIE study safety syports soly, Aa IND-cxampt BARE study refors o u RATE wady
w0l ponduciod wader IND.
" The FIDA Safety Repurt Type duss cloment dutingeishens prossarkst (IND and IND-Exsrgt BAHE) safity ssports

[nem posimarketmy safity reports s i wsed 10 Gotormine Which rperts ary posiad pubbcly

C. Authorization’ Application Number Forneat

In the section designatad for drug and ological products mformanon, wse the folbowing format
for the “Authorizaton’ Apphcation Number™ clement (B 4.k 4.1) <drugauthotizatioanumb as
mdicated m Table 3 and described below

o For approved drug and biokogical products mackesed under an approved application,
nclude the scroaym “NDA™ or “ANDA_" followed by & space and then the mumber foe
the spphcation (e, NDA 112385, ANDA 012345). For presenption deug products
murketod without an spproved appli (Rx No Apphi ), e “000000." For &
nonpressription drug product marketed without an approved application (Now-8x No

Dvaft Version 1 ¥ o




Contact Information



For assistance contact the FAERS electronic submission coordinator at

FAERSESUB@FDA.HHS.GOV

Specifications for Preparing and Submitting

FDA Adverse Event Reporting SYStem (FAERS) Electronic ICSRs and ICSR Attachments
Electronic Submissions

fom v e e @ Ena & Pl Technical Specifications Document

Associated Guidance Documents and Conformance Guide:

w
n
m
)

”

Updates for Electronic Submission of Indlvidual Case Safety Reports (ICSR
Draft Guidance for Industry: Providing Submissions in Electronic Format -

Postmarketing Safety Reports (June 2014)

Guidance for Industry and FDA Staff: Postmarketing Safety Reporting for
Combination Products (July 2019)

Druft Guidance for Industry: Providing Regulatory Submissions in Electronic
Format: IND Safety Reports (September 2019)

Electranic Submissions of IND Safety Reports Technical Conformance Guide
(September 2019)

For questions reganding this techaical specifications document, contact the Office of Sarveillance
" : I g Evalustion and Research, Food and Drug Admunistration, at
Office of Communication, Outreach and Development, Cemter
bsearch, Food and Drug Administration, at

CBERICSRS ubmusssnsdi fdahilw gov

LS, Department of Health and Human Services
Food and Drag Administration
Center for Drug Evaluation and Research (CDER)
Center for Biologicx Evaluation and Research (CBER)

December 2020

For assistance confact the FAERS ol ] i i of fasrsesud@fda. s, gov
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Resources

Technical Specifications for How to Request Safety Reporting Portal
Preparing and Submitting Electronic Account
ICSRs and ICSR Attachments 1. Navigate to:

https://www.safetyreporting.hhs.gov

2. Click “Create Account”

3. Select “A manufacturer, investigator, sponsor or
applicant of a drug or biologic product”

4. Select “Human Drug/Therapeutic Biologic
(given to a human)
https://www.safetyreporting.hhs.gov/SRP2/en/
Home.aspx?sid=9140736b-f914-4d10-8ee3-
1ab02671f049

https://www.fda.gov/media/132096/download

FAERS Electronic Submissions

https://www.fda.gov/drugs/questions-and-
answers-fdas-adverse-event-reporting-system-
faers/fda-adverse-event-reporting-system-faers-
electronic-submissions

FDA tool to test new requirements — Coming soon!

www.fda.gov 30


https://www.fda.gov/media/132096/download
https://www.fda.gov/drugs/questions-and-answers-fdas-adverse-event-reporting-system-faers/fda-adverse-event-reporting-system-faers-electronic-submissions
https://www.safetyreporting.hhs.gov/
https://www.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=9140736b-f914-4d10-8ee3-1ab02671f049

Resources

Fable 2, Detailed Description of Admintstrative Tags”

] Flement | DD Duscriptor 21| Length Flement Vatues for D11 2.1
Date Verslon Summary Of Changes AlY Tulfilespeditecrteny IN 1 Yes (15-Day expedited)

e No (non-expedited)

4= 5-Day

* Added a new regional data 5 0-uy

O T-Day expedited

element A.1.FDA.16 (FDA Safety Al | <safervreportid T00AN | Sender's (Case) Safety

. . Report Umque Identifier’
Re po rt Type) N Ta ble 2 Deta | |ed ALl0.d [ nuthorntynumb LOOAN chui:uun‘ nuthority's case report

number

Descrl ptlo n Of Ad m I n ISt ratlve Al102 [ compimynumb 100AN Other sencer's case report number

TagS A2 senderorganization = GOAN Sender identifier

2020-12-18

A23.2 sponsorstudynumb 35AN IND or Pre-ANDA number under which

® Added SeCtion SmeiSSion RUIes the clinical trinl where the event

ALEDA 1" Tdasaletvreporttype > 1-IND Sufety Report

27IND Exempt A Satety Report

3=Postmarketing Safety Repont

www.fda.gov 31






Challenge Question #1

What is the allowable value for the new data
element FDA Safety Report Type for postmarket
report?

A. 1:IND Safety Report

B. 2:IND Exempt BA/BE Safety Report
C. 3:Postmarketing Safety Report
D

. None of the above

www.fda.gov
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Challenge Question #2

Which condition will result in a negative
acknowledgement of a FDA safety report?

A. <fdasafetyreporttype>3</fdasafetyreporttype>
AS2 Header where XML file: AERS or
Routing ID where XML file: FDA_AERS

B. <fdasafetyreporttype>3</fdasafetyreporttype>
AS2 Header where XML file: AERS_PREMKT or
Routing ID where XML file: FDA_AERS_PREMKT

www.fda.gov
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Key Takeaways

] . =

Create an account to use Select the most Comply with new flag
the Safety Reporting appropriate routing type requirement by
Portal (if applicable) mechanism June 28, 2021

www.fda.gov
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Suranjan De, MS, MBA Nik Rementelas
Deputy Director, Regulatory Science Staff Project Manager, Office of Business Informatics
Office of Surveillance and Epidemiology Office of Strategic Programs
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