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Question: What did CDRH receive over 2 million of last
year?

Introduction

Answer: Medical Device Reports
Is your medical device firm submitting MDRs today?

If you became aware of an adverse event involving one of
your devices today, what would you do?



Learning Objectives

Describe the purpose of the eMDR system and explain the
MDR ingestion process

lllustrate the relationships between the systems that store
MDR data

Review eMDR 2020 updates

Demonstrate the process of submitting an electronic MDR to
CDRH

List the most common errors made when submitting an MDR



Background

MDR = Medical Device Report
Requirements specified under 21 CFR Part 803
Industry are required to submit electronically

Today’s focus: logistics of reporting



MDR Attributes

MedWatch form series (3500, 3500A, 3500B)

Event type — Death, Serious Injury, Malfunction

Reporter — Manufacturer, Importer, User Facility, Voluntary
Device — Product Code, Brand Name, Model #

Event — Patient, Problem, Investigation



MDRs Entered (Initials and Follow-ups)




eMDR Goals

eMDR = Electronic Medical Device Reporting
Increase MDR quality
Decrease MDR processing time

Provide timely feedback to submitters



System Overview



IT Systems

eMDR

Electronic Submissions Gateway (ESG)
System for Uniform Surveillance (SUS)
Public MAUDE

openkDA



Architecture

FDA.gov | FDA intranet

f m Paper MDRs

|
Electronic MDRs “
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openFDA

Stored in

Copied to
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Submission Methods

* Low Volume (of Reports)

— eSubmitter and WebTrader (provided by FDA)

* High Volume (of Reports)

— HL7 ICSR XML and AS2 (customized system)

e Both methods are available to all submitters



2020 eMDR Update

* 3500A form updates
e Adverse event code harmonization with IMDRF

* New instructions for summary reporting



Which of the following MDR fields is visible to the
public in MAUDE?

A. Patient age and gender

B. Device model number

C. Device serial number

D. Report attachments

Knowledge Check




Submission Walkthrough



eMDR Setup Tasks

* Request ESG account
— Obtain a digital certificate

— Sign letter of non-repudiation
* Download and install eSubmitter

e Complete test submission



1.
2.
3.
4.

Low Volume Method

Create MDR using eSubmitter
Send submission using WebTrader
View acknowledgments in WebTrader

For test submissions, send your Ack3 to eMDR
Helpdesk with production account request



eSubmitter Walkthrough
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eSubmitter Walkthrough
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eSubmitter Walkthrou
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eSubmitter Walkth

rough
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FDA

eSubmitter Walkthrough

Screen View | Report: Report Number V)

2 Manufacturer Report Numbers can be entered using either of the following two coding schemes
— -7 digit CFN, followed by a 4 digit year, followed by a 5 digit sequence number, or
- 10 digit FEI, followed by a 4 digit year, followed by a 5 digit sequence number

User Facility Report Numbers can be entered using the following coding scheme
- 10 digit HCFA, followed by a 4 digit year, followed by 3 4 digit sequence number

Importer Report Numbers follow the same coding scheme as manufacturers

All Report Numbers require entry in all three sections to qualify. The sequence number at the end will automatically pad with zeros if not completed fully

Identify the Report Numbers to be included R }r'MFR Report Number v
. . 1
® | MFR Report Number 4 | @ crubased () FElbased
‘i1234567 =12020 |-/00001

® | User Facility Report Number 7 = =
4

® | Importer Report Number
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eSubmitter Walkthrough

Screen View

Report: B. Adverse Event or Product Problem (B5)

B5 Describe Event or Prablem

Event description here]




eSubmitter Walkthrough

FDA

Screen View

Report: D. Suspect Medical Device (D1-D2)

D1

D2

PARTD

Brand Name

My Brand

Type of Device
Common Device Name
Powered rotation bed
Device Product Code
Product Code

Proguct Code Name

Device Class
Classification Panel

CFR Section

SUSPECT MEDNCAL DEVICE

IKZ

T ENTROTATION, POWERED
| CLASS N

| 89-PHYSICAL MEDICINE

890 5225 - POWERED PATIENT ROTATION BED
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eSubmitter Walkthrough

Screen View | Report: H. Device Manufacturers Only (H1 - H3) L2
PARTH | DEVICE MANUFACTURERS ONLY
H1 | Type of Reportable Event ‘ Death
Serious Injury
® Malfunction
Summary Report v

No. of Events Summarized i Tod




eSubmitter Walkthrough

Screen View | Report: G. All Manufacturers (G6 - GB)

» Faor all reports, choose Initial or Follow-up and choose either 5-day or 30-day. The remaining numerical-day values may be selected for Combination Product reports.
__f

G6 Type of Report (check all that apply) ] 5-day

] 7 -day
[[] 15 - day
[C] 30 - day
[ Perindic
[ Initial

[v Follow-up

* | Follow-up Number @ 7
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eSubmitter Walkthrough

FDA
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eSubmitter Walkthrough
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eSubmitter Walkthrough
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WebTrader Walkthrough o
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WebTrader Walkthrough FoA
- Send Document

Routing Information

Recipient: FDATST

*Center: CORH v

*Submission Type:

Document Selection

*Documents: 1 file has been sslected

C:\Users\Public\eSub_Home\output'sampie3500A . zip

+) Add documents Remove a

Document Signing

*Signing Certificate: C:\Users\FXM4\Deskiop\ESG Password.pt2 Select a different certificate

Certificate Password ssscese
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WebTrader Walkthrough i

S WebTrader " o
Sent ItemsS 15 resuits 1 of2 *
‘O iy ] Status Document Name Center Type Flle Size Date v
€5 InProgress | ‘ Delivered Sample3500A.2ip m CDRH Adverse_Events 14 KB Jul 25th 2019, 11:10:30 am
L] Delivered UAT5A.zip 2270 CDRH Adverse_Events 14 KB Dec 12th 2018, 8:58:32 am
Delivered UAT3IE.Zip [ CDRH Adverse_Events 14 KB Dec 12th 2018, 8:57:54 am
Delivered UAT3D.zip m CDRH Adverse_Events 14 KB Dec 12th 2018, 8:57:26 am
Delivered UAT3C.Zip T3 CDRH Adverse_Events 14 KB Dec 12th 2018, 8:56:52 am
Delivered UAT3B.zip m CDRH Adverse_Events 14 KB Dec 12th 2018, 8:54:30 am
] Delivered testd.zip [CE2T) CDRH Adverse_Events 14 KB Mar 16th 2018, 11:58:23 am
Delivered testzip [[3T) CDRH Adverse_Events 15KB Feb 26th 2018, 1:25:26 pm
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WebTrader Walkthrou

Document Details

Acknowledgement

File Name: /1564067430812 A7T853800sunv05652 1ot e

Status: Debvered

Date: Jul 25th 2016, 11:14:41 am

File Sixe: 872 bytes

Submission Message Id: <30873738 4 1564007430099@0DRL0 185254 Ida gov>
Sender: FDATST

Reciplent: FOA CORM - FM

File Name: ci 1564067430812 47053@I08Uv05652_1e1 hird

Date: Jul 25th 2019, 11:14:41 am

File Slze: 4 KB

Submission Message id: <30973738 4 15640674 30090@0DRLO195254 fda gov>
51

Reciplent: FDA CORH-FM
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MDR Acknowledgments ﬂ

PRODUCTION
This submission has been sent to the PRODUCTION
Environmen t: system and h bee p sed by the FDA. Please refer

to the Smmry ectio blwtdtmineifthis
n has passed or failed.

ACkl (reCEipt) Sent by ESG Submission Type: 35?)81/\ ICSR R2

Core ID: CITEST12345679255.12345678@abc123
Batch ID: 1
Date Entered: Tue Aug 09 14:39:36 EDT 2016
Ackz (tXt) Sent b CDRH Summary: passed: 1, Failed: 0
y Report List:
Report Number: 112139515056812, passed.

Ack3 (HTML, XML) sent by eMDR
Ack3 contains report number and success/fail

Save Ack3 for your records!



Helpdesks

 ESG Helpdesk - ESGHelpDesk@fda.hhs.gov

* CeSub Helpdesk - CeSubHelpDesk@fda.hhs.gov
e eMDR Helpdesk - eMDR@fda.hhs.gov

* Policy Response Line - MDRPolicy@fda.hhs.gov



mailto:ESGHelpDesk@fda.hhs.gov
mailto:CeSubHelpDesk@fda.hhs.gov
mailto:eMDR@fda.hhs.gov
mailto:MDRPolicy@fda.hhs.gov

You submit an initial MDR, but realize after receiving a
success Ack3 that it contained an error. What do you

do?

A. Send a corrected follow-up with the same number
B. Send a corrected initial with the same number

C. Send a corrected initial with a new number
D

Do nothing; Ack3 success is the only requirement for
eMDR submissions

Knowledge Check



Common Mistakes



Top 3 Submitter Mistakes

* Waiting to sign up
e Attempting to submit a PDF

* Not reading or saving Ack3



Top 3 Content Mistakes

* Invalid CFN/FEI
* Blank or incorrect product code

* Missing critical review information



Slide
Number

12

15

15

Resources ﬂ

Cited Resource

Public MAUDE www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfmaude/search.cfm
openFDA open.fda.gov
eMDR site www.fda.gov/medical-devices/mandatory-reporting-

requirements-manufacturers-importers-and-device-user-
facilities/emdr-electronic-medical-device-reporting

ESG www.fda.gov/industry/electronic-submissions-gateway

eSubmitter download www.fda.gov/industry/fda-esubmitter/esubmitter-download-and-
installation



https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfmaude/search.cfm
https://open.fda.gov/
https://www.fda.gov/medical-devices/mandatory-reporting-requirements-manufacturers-importers-and-device-user-facilities/emdr-electronic-medical-device-reporting
http://www.fda.gov/industry/electronic-submissions-gateway
https://www.fda.gov/industry/fda-esubmitter/esubmitter-download-and-installation

Summary

eMDR = ingestion system for MDRs

ESG controls access

Submitted reports are visible in MAUDE
Prepare early to submit MDRs

Avoid common mistakes



Questions
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