Electronic Submission of 806 Reports of Corrections and Removals

This tutorial provides instructions for completing Center for Devices and Radiological Health’s (CDRH’s) electronic
submission of Medical Devices Corrections and Removals Reports.

Introduction to eSubmitter System

If you already have eSubmitter installed and registered (please make sure that you have provided contact
information and address during registration), go to step 5a to start the process of creating the Corrections and
Removals Report.

If you do not have eSubmitter installed on your desktop, click the hyperlink and follow applicable instructions.
http://www.fda.gov/ForIndustry/FDAeSubmitter/ucm108165.htm . Afterwards, review the information below and
follow steps 1-4 to register.

Step 1: Open eSubmitter using the above link. A Registration Dialog pop-up box will appear. Review “Why
Register?” then, click “Next”. Proceed to step 2.

-

Registration Dialog e e vl “ MRERE B [ﬁj
eSubmitter Registration )]

Please register this software with the Food and Drug Administration (FDA).

By registering you will be providing valuable statistical data that will be used in an effort to better
understand the needs of industry, as well as to help justify and guide future development efforts.

The registration process entails the entering of general contact information and the generation
of an email directed to FDA. Select the [Next] bution below to proceed.
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http://www.fda.gov/ForIndustry/FDAeSubmitter/ucm108165.htm

Step 2: Enter the Contact Information. Click “Next”, and proceed to step 3.
Remember: All blue dot information is required by Title 21 Code of Federal Regulations Part 806 (21 CFR 806).

Registration Distos s M A s D Bt

eSubmitter Registration @ .
|| il
‘ Enter Contact Information ‘
Contact
Title (e.g.. Mr., Ms.): |
First/Given Mame: @ Ii".:‘»\«me! |
I Middle Mame: [ | |
N[ Lastname: @ IlPea |
Suffix (eg., Sr, Jr, ) [ 1l
Degree(s} (e.g., PhD, JD}: [ |
Occupation Title: | |
Email Address: @ ||sweetpea@fda.hhs.goy |
Register Later | previous |[ mext | [ pone
=3

Step 3: Enter your address information. Click, “Next” and proceed to step 4a.

| Step 2 Enter Address information |

Address
Establishmeant Mamae: - |F[_:I:'q. |
Country. @ | w United States of America ) Other (Select balow)

| -
Adgress - Line 1. @ |[10803 New Hampshire Avenue |

Agaress = Line 2 [ ]

city: @ |[=iver Spring J
State, Province, or Temitony: @ || .

| marytana =
Post Ofice or Zip Coge: - [_2_‘?!?_9_?_3_:_. l

Phone Humbers
Telephone number - |I||:;-IB11 TaG-0000 = |

Registor Later [ provous_|[_men ] —




Step 4a: Verify the information is correct. Click the Generate Email link to send an email from eSubmitter to your

inbox. Click “Next”. Proceed to step 4b.

Step 3 Generate Email

You provided the following information:
Brenda Bell

brenda.bell@fda.hhs..gov

FDA

10903 New Hampshire Avenue

Silver Spring, MD, 20993, US

(301) 796-0000

Please verify the information and select the link below to generate an email to send to FDA.

Mote: We will attempt to generate the email using your local email application. After the email is
generated and your email software is loaded, send it as you would any other email.

| Register Later | | Previous ||_ HNext Il

Step 4b: Check your inbox.
If an email was sent from FDA eSubmitter, proceed to step 4c.

If you did not receive an email, proceed to step 4d.

MailTips could not be retrieved.

To... FDA eSubmitter

Subject: eSubmitter Registration

// NOTE: DO NOT MODIFY THE CONTENT WITHIN THIS EMAIL //
TitleName=

FirstName=Brenda

MiddleName=

LastName=RBell

Qccupation=|
Email=brenda.bell@fda.hhs..gov
Country=US

Establishment=FDA

Address1=10903 New Hampshire Avenue
Address2=

City=Silver Spring
StateProvinceTerritory=MD

i,
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Step 4c: If the registration email was sent successfully, choose “Yes, the Email was sent successfully.” Click
“Done”, and proceed to step 5a.

Step 4 Check Results

Was the registration email sent successfully?

|
. |Yes the Email was sent sucoessfully_”

! No there was a Problem

If not, what was the issue?

Registration completed. Select the [Done] option below to end the registration process.

Mote: There will be no acknowledgement sent back by FDA in response to the email containing
the registration information.

Step 4d: If the registration email was not sent successfully, choose “No there was a problem” and indicate the
issue in the space provided. Click “Register Later.” Proceed to step 5a.

‘ Step 4 Check Results

Was the registration email sent successfully?

7 Yes the Email was sent successfully

| @ [No there was a Problem| |

If not, what was the issue?

' No email was generated

) All other issues
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Step 5a: Getting Started: When you are in the eSubmitter system, the following information will assist you with
creating a complete report:

Blue dot indicates required 806 information.

4

Light bulb represents helpful hints.

)
€

Note: All information requested by eSubmitter is necessary to complete the recall package (even if it is not per 21

Use “right” arrow to move forward to the next page.

Use “left” arrow to move back to the previous page.

CFR 806 reporting requirements). For example:

Submission Name: Recalls Last Modified:  12/20/2016 12:57:25 FM
Report Type: CDRH: 806 Corrections and Removal Reporting (OMB No. 0910-0359) Date Packaged:

Screen View | Corrections and Removals Report: Event Details

Please select the regulatory violation being reported in this correction or removal:

Firm Awareness Date ¥ |D410912016
Recall Initiation Date ¢ |[oania0te
Method of Notification ] ||_ener

* | Method of Mofification - Other




Step 5b: Creating a Medical Device Corrections and Removals Report--under “Menu Options”, click “Create New
Submission.” Proceed to step 6.

File Edit View Table Output Tools Help
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7 Addressesand Contacts | . Limks 7 FrequentlyAsked Questions | 7 History |
B Create New Submission... Welcome ' . Mlerts and News  Helpful Tips

@ Open Existng Submission... Welcome to eSubmitter! An FDA Electronic Submissions
Software Initiative

g eSubmitter Quick Guide... i . ) o .
Overview: This software application enables electronic submission of regulatory information fo FDA

in an effort fo automate the submission process. It contains a number of data capturing tools and

helpful dialog boxes to reduce redundant responses, and to allow FDA fo capture data in a more

Eﬁ Exit Application useful, structured format. These benefits enable Centers within the FDA fo improve our review
process and reduce lengthy review times.

Getting Started: To familiarize yourself with the eSubmitter application, see the "Getling Starfed"
section of the "eSubmitier Quick Guide", which provides layout information as well as tips for
navigating the inro screen. In addition, the "eSubmitter Quick Guide" also provides information on
creating a new submission through fo the submission packaging process. The "eSubmitter Quick
Guide" can be launched from the corresponding menu option on the left-hand side of this intro

Step 6: When the New Submission Dialog pop up box appears, choose submission type: CDRH: 806 Corrections
and Removals Reporting. Click “Next” and proceed to step 7.

p
Mew Submission Dialog

Create New Submission @

‘ Select Submission Type ) ‘

List of Available Submission Types

MName | Version | Version Dat
CBER: BLA for Whole Blood and Blood Components, including Source Plasma 1.0 01/28/2015 1202158~
| |CBER: Electronic Vaccine Adverse Event Reporting (eVAERS) 1.1 01/09/2017 06:25:45 : |
| |CDER/CBER: Generic Drug Facility Electronic Self-ldentification 1.0 05/07/2015 03:48:24 28
DRH: 806 Corrections and Remuoval Reporting (OMB No. 0910-0359) 111 103/31/2017 03:39:
CDRH: In Vitro Diagnostic Device - 510(k) ] |01/01/2015 11:00:2

CDRH: Medical Device eCopies 1.21 05/3 12017 02:34:30
CDRH: MedWatch Form 35004 (OMB No. 0910-0291) 1.0 06/19/2016 06:19:5 | +|

Description of Selected Submission Type

Corrections and Removal Reporting

The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH) has
developed an eSubmitter tool which enables program participants to voluntarily complete and submit
medical device correction and removal information electronically as outlined by 21 CER 806. Once
packaged. the submission can be sent to CDRH through the EDA Electronic Submissions Gateway
(ESG), an agency-wide entry point for all electronic submissions. Form Approved: OMB No.
0910-0359. Expires 05/31/2014
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Step 7: Provide Submission Details. Enter Descriptive and File names. Provide any additional information about
the submission as needed. Click “Create.” Option: If you need assistance, click the light bulb for help on how to

enter the information. Proceed to step 8a.

[5] eSubmitter == =
File Edit View Table Output Tools Help
[ = ] - \ ~
BYC DO 60 Q3 w3 DB 8 e
Menu Options .
—  |'[8] New Submission Dialog . LX) =
‘ g Create New Submissil L B |
Create New Submission (2]
‘ @ ©Open Existing Submig ‘ Provide Submission Details | tware
‘ ﬁ itter Quick Guif/| = SPecify the Submission Descriptive and File Hames <
1 inan
e ——— + | Descriptive Name @ |[Recalls | ||| hialog
‘ ':‘ﬁ - » [[Fits Name Gy @ [[505 | | [P rormat
Exit iew times._
‘ Additional Comments about this Submission @ | | petion of
0 screen.
) ough to
[S] Question Related Hint [ onding
) Hintfor: Specify the Submission Descriptive and File Names
N ubmitter
Submission Descriptive and File Names dresses
Enter Submission details on the following items: le. if you
© Descriptive Name: Provide a unigue name that adequately identifies the
Submission. The descriptive name (required) is for the user's internal use
and should be used to help distinguish one Submission from another.
< File Name: Provide a unique file name for the Submission. The file name
(required) represents the name used to store the file within the file system
and should support distinguishing one Submission from another.
B ——
Close
Version: 2.37.01 Build|

Step 8a: If this is your first time using eSubmitter for 806 reporting, read the CDRH 806 Corrections and Removals
Reporting Form information. Click the “Next” arrow until you see the Consignee Information screen. Then
proceed to Step 8b for instructions to download the Excel spreadsheet. If you have previously registered and
downloaded the Excel spreadsheet, proceed to Step 9.

-
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Submission Name: Recalls Last Modified:
Report Type: CDRH: 806 Corrections and Remaoval Reporting (OMB MNo. 0910-0359) Date Packaged:
Screen View ‘ Tracking Inft tion: Introducti -

CDRH 806 Corrections and Removal Reporting Form

Form Approved: OMB No. 0910-0359, Expires 07/31/2017

This software application is intended to provide an electronic means for reporting medical device reports of corrections and removals to the Center

for Devices and Radiological Health (CDRH) as outlined by 21 CFR 806
tip://www accessdata fda gov/scripts/cdrh/cfdocs/cfefr/CFRSearch cfm?CFRPart=806).

The FDA requires device manufacturers and importers to report promptly (within 10 working days of initiation) to the FDA certain actions
concerning device corrections and removals, and to maintain records of all corrections and removals regardless of whether such corrections and
removals are required to be reported to FDA. Manufacturers and importers are also required to provide a statement to FDA as to why any &
information required by 21 CFR 806 is not immediately available and when it will be submitted. This software application allows submitters to enter
such statements and the expected submission dates.

Infotmnnn Iegznhng the regulatory requirements for medical devmes can be found at www_fda gov/cdrh/devad . Information regarding

For any additional questions and‘or guidance, please contact the CDRH Division of Industry and Consumer Education (DICE) at 1-800-638-2041 or
301-796-7100 or DICE@fda hhs. gov.

Information about the FDA Electronic Submissions Gateway can be found at

www.fda gov/ForIndustry/ElectronicSubmissionsGateway/default htm. Please contact the FDA Electronic Submissions Gateway Help Desk with ||
vour guestions about the system at eseprep@fda hhs gov.
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Click on “OK” button to proceed to the Consignee Information screen
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Step 8b: Review and follow the Import Method instructions on the Consignee Information screen. Remember to

save the pre-formatted Excel spreadsheet to your desktop. Complete the required fields on the spreadsheet. Use

this spreadsheet to enter your consignee information into eSubmitter. You can use this spreadsheet for future
Corrections and Removals reports. Proceed to step 8c.
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Submission Name: Recalls Last Modified:  12/20/2016 12:57:25 PM
Report Type: CDRH: 806 Corrections and Removal Reporting (OMB No. 0910-0358) Date Packaged:

Screen View Eorrel:lions and Removals Report: Consignee(s) Information _?J‘
Consignee Information \) “ ‘}’ |
Device Brand Name |Jmm Pane Femoral Assembly
[ & | - @ ‘ List | Detail G =

How to Enter your Consignee(s):
‘You may enter data directly into this screen using the data entry method. As an alternative to data entry, you may enter
this information into a pre-formatted spreadsheet that has specifically been designed to be imported here.

Data Entry Method:

To begin, click on the "Add" button to enter information about a Consignee.
Enter the Consignee Type (Domestic or Foreign).
Enter the Consignee's name and address.

Next, you will enter the date the devices were distributed. and the number of devices distributed.
5 To add another Consignee, click on the "Add" button again.

[ import Method:

1

L k)

Click on the link (Import Spreadsheet Template for Consignees) to launch the pre-formatted Excel
spreadsheet.

t

Save the Excel spreadsheet file to an alternate location on your computer prior to filling in the requesied
information. You will need to navigate to the location of the file during the import process.

Note: Avoid changing the format of the spreadsheet as this may interfere with importing and the validation
of the data_

w

=

Once you have entered the information into the spreadsheet, click the Import Data button on the top right
corner of this screen next to the yellow light bulb and follow the import wizard.

After all data is imported, you can click on the "List" button to view and verify the imported product(s)

i

information_

To see these instructions again, you may click on the "Info" button.
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Step 8c: Click on the “Previous” arrow (-} to go to the Tracking Information screen. Proceed to step 9.

=

eSubmitter
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Submission Name: Recalls
Report Type: CDRH: 806 Corrections and Removal Reporting (OMB No. 0910-0359)

Screen View | Tracking Information: Tracking Information

Please indicate which of the following actions you are reporting in this submission:

i® A new correction or removal report

Step 9: Complete the Tracking Information. Select the FDA Division in which the recalling firm is located. If you
are a foreign manufacturer, select the FDA Division in which the importer or US agent is located. Click the “Next”
arrow and proceed to step 10.
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Submission Name: 05242017 Last Modified:  05/24/2017 06:26:27 AM
Report Type: CDRH: 806 Corrections and Removal Reporting (OMB Mo. 0910-0359) Date Packaged:
Screen View ‘ Tracking Information: Tracking Information ﬂ
Please indicate which of the following actions you are reporting in this submission [ ]

® A new correction or removal report

Please enter the Correction or Removal Report Details or the previous correction or removal number if this is an ion to or iti i ion for an isti report: \;)
Please enter the registration number of the entity responsible for the submission of the report: > ’W
» | Please enterthe Correction or Removal Report Date > W
® | Please enterthe Correction or Removal Sequence Number. > ’WI—
* | Please enterthe Correction or Removal Report Type @ (@ Correction {C)
. Removal (R)
Please identify the Divison to which this correction or removal applies: .)
Select the FDA Division in which the recalling firm is located. If you are a foreign manufacturer, selectthe FDA Division in which the importer or US agent is located. IEI
Click on the hinticon for more details on each Division. r@ Question Related Hint ﬂ‘

® DIVISION OF MEDICAL DEVICE AND RAD HEALTH OPERATIONS EAST & Hint for: Please identify the Divison to which this correction or removal
) DIVISION OF MEDICAL DEVICE AND RAD HEALTH OPERATIONS CENTRAL applies

(" DIVISION OF MEDICAL DEVICE AND RAD HEALTH OPERATIONS WEST East Division

* Baltimore District (including MD, VA, WV, Washington DC)
* Cincinnati District (including OH, KY)

* Detroit District (including IN, MI)

* Mew England District (including CT, MA, ME, NH, RI, VT)

* Mew Jersey District (including NJ)

* New York District (including NY)

* Philadelphia District (including DE, PA)

Central Division

* Aflanta District (including GA, NC, SC)

* Chicago District (including IL

* Florida District (including FL)

* Kansas District (including KS, 1A, MO, NE)

* Minneapolis District (including MN, ND, SD, W1}
* Mew Orleans District (including AL, LA, MS, TH)
* San Juan District {including Puerto Rico)

West Division
* Dallas District (including AR, OK, TX)
* Denver District (including CO, NM, WY, UT)
* Los Angeles District (including Southern CA, AZ)
* San Francisco District (including Northern CA, HI, NV)
* Seattle District (including AK, ID, MT, OR, WA)

Close




Step 10: Complete the Submitter Information. Proceed to Step 11.

eSubmitter
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Submission Name: Recalls

Report Type: CDRH: 806 Corrections and Removal Reporting (OMB No. 0910-0358)

Last Modified:
Date Packaged:

121212016 08:47:41 PM

@: Submitter Information

Responsible Representative

Please provide the submitter contact and address information below:

‘ Contact Information

Title (e.g. Mr. Ms.).

FirstiGiven Mame: |Brer|da
‘ Middle Name |

Last Name @ [[Ben

Occupation Title @ |cso

‘ Email Address:

|brenda bell@fda hhs.gov

Address
Establishment Name: [FoA |
Division Name: | \
Country. | untea states M

‘ Address - Line 1 |10903 Mew Hampshire Avenue \
Address - Line 2 [ I
City: L) |S\Iver Spring ‘ —
State: | Maryland - ‘
State, Province, and/or Territory Name

| | Postofice orzip Gode (20093

|

‘ Phone Humbers

Telephone Number

301y 7em-a1a e[

Outline View




Step 11: Click on the Copy to Address Book button W to open the confirmation pop up box. Click “Yes” to copy
the contact information to the contact address book. Click the “Next” arrow and proceed to step 12.

[5] eSubmitter =8 %
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Submission Name: Recalls Last Modified:  12/12i2016 08:57:41 PM
Report Type: CDRH: 806 Corrections and Removal Reporting (OMB No. 0910-0359) Date Packaged:

Screen View llm Information: Submitter Information

Responsible Representative

Please provide the submitter contact and address information below: ” u ‘l @

Contact Information

Title (e.g, Mr, Ms.). [ I

First/Given Name @ |Brenda | ;

Widdle Name: | | 2

Last Name: @ |[gen ||

Occupation Title - —_— N ;
B =

Email Address: — —

I Capy the Contact Information from the selected response to the Contact Address Book? —_—
Address - :
Establishment Name: v | :

T |
Division Name: E
Country. @ || united States M
Address - Line 1 L] |10903NewHampshire Avenue

Address - Line 2. [ |

City: @ |[siver Spring ]| &
State @ |[ Maryiang M
State, Province, and/or Territory Name

Post Office or Zip Code: @ |[20893- |
Phone Numbers

Telephone Number [ ] ||(3E|1) T96-6159 Ext |

Step 12: When the Information pop up box appears, click “Close”. Click the “Next” arrow.
Proceed to step 13a if the manufacturer information is different from previously saved information.
Proceed to step 13b if the manufacturer information is the same as previously saved information.

eSubmitter
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Submission Name: Recalls Last Modified:
Report Type: CDRH: 806 Corrections and Removal Reporting (OMB No. 0910-0359) Date Packaged:

Screen View .mnl:thfomlaﬁon: Submitter Information

Responsible Representative

Please provide the submitter contact and address information below:

Contact Information

Title (8., W, MS ) |
FirstGiven Name: @ |[Brenda
Widdle Name [
Last Name: @ |[Ben
I
Occupation Title r Frm— - - B
Email Address = —

Address

Establishment Name:

Division Name

Country: @ || united States

Address - Line 1 @ |[10903 New Hampshire Avenue

‘ o Contact information successfully copied to the Contact Address book




Step 13a: Enter “Manufacturer Information” if different from previously saved information. Repeat step 11.
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CORH: A06 OB B . 0910-0350) Data Packagad:

(@M, The Manufacturer masns any peraon whe , ; " L L or 3 device by , phyaieal,
= biolegical, of ofer procedures.

Responsible Representative v
Please enter the aboul the below or select the information from the Address Book I ' l
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Tile (e.g, Mi_, Ms.): | |
FirstGiven Mame: ® |[sweet |
Migdie Mame: |é
Last Nama: D ||Pea
Occupation Title -

(= i —
Emall Address: J

Address

Estaplishment Name:

Division Name.

Counlry:

Address - Line 1

Aadress - Line 2

=13
state:

State, Province, andior Termtary Name !

Past Gffice or Zip Gode: ® |[zow93____ |

Pnone

Telephone Number @ |[;501; 7966168 £ 111 |

Fax Mumber “__( 2 |
tror the Hame avove)

Outline View

Step 13b: If information is the same as previously saved information, click on the Copy From button & to

open the Select from Contact List pop up box. Click the appropriate contact and click “Select”. The contact
information will fill the Contact Information fields. Click the “Next” arrow and proceed to step 14.
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Submission Name: Rocalls Last Modifled: 12132016 04:01.5 P
Report Type: CDRH. 806 Comedlions and Remaval Reporting (OMB No. 0910-0359) Date Packaged:

',\ The Manufacturer means any person who 2 v ar @ device by physical,
— biolegical, or olher proceduras.

Responsible Reprasentative @

Fleaze entar the anouttne below or select the from the Address Book ! ‘ - ! a !

Contact Information

Thle (0.0, M, M5.)

Fﬂ Contact List Dislog

FirstGiven Name: _J
Middie Name: Select from Contact List

Last Mames.

Select a contact
Occupation Title |

Email Address,

Address
Estaslishmant Name:

Division Name:

Country:

Address - Line 1;

AQdress - Ling 2,
Cilty:
tate:

State, Province, and/or Ten
Fast Office or Zip Code:

Phone Humbars

Telephone Number

Fax Mumbar

_T_-'-




Step 14: Enter the “Recalling Firm Information” or select the information from the Address Book by clicking the

Copy From button @@ . If you click the Copy From button, select a contact from the list. Click the “Next” arrow
and proceed to step 15.

r@ eSubmitter @M‘
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Submission Name: Recalls Last Modified:  1213/2016 04:01:5 PI
Report Type: CDRH: 806 Corrections and Removal Reporting (OMB No. 0910-0339) Date Packaged:

Screen View lndhformaﬁon: Recalling Firm Information

W The Recalling firm means the firm that initiates a recall or, in the case of a FDA-requested recall, the firm that has primary responsibility for the manufacture and
= marketing of the productto be recalled.

Responsible Representafive 9

Please enter the following information about the Recalling Firm belaw or selectihe information from the Address Book u ﬂ ﬂ l :‘

Contact Information

Title (2.0., Mr., Ms.): | ‘ ;
FirstiGiven Name: (] |Breﬂda \
Middle Name: | \
Last Name: @ ([en |
Occupation Tite ® |lcso \
Email Addrass: L |brendabe|\@fdahhs.gov \

I 1
Address

; Establishment Name: ® {[ro \
Didsion Name: | |
County @ | unted tates z

| | Address -Line 1: @ ([10903 New Hampshire Avenue |




Step 15: On the “Importer Information” page:
Select “Yes” if there is an importer. Either enter the contact information, or click the Copy From button & to
select information from the Address Book.

Select “No” if there is no importer.
Click the “Next” arrow and proceed to step 16.
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Submission Name: Recalls Last Modified: ~ 12/13/2016 05:01:5 PM
Report Type: CDRH: 806 Corrections and Removal Reporting (OMB No. 0910-0359) Date Packaged:

Screen View | Contact Inft ti Importer Inf ti iJ‘

#\  The Importer means, for the purposes of 21 CFR 806, any person who imports a device into the United States.
=

Is there an importer? ) Yes|

Responsible Representative \)

Please enter the following infermation about the Importer below or select the information from the Address Book. |“ u I @ ]

Contact Information

Title (e.g., Mr., Ms.).

First/Given Name L]

Last Name L]

Occupation Title [ ]

\
\
Middle Name: \
\
\
\

‘ Email Address L]

‘ Address

Establishment Name: e |

Division Name [ e




Step 16: Complete the “Event Details”. Click the Next arrow and proceed to step 17a.
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Submission Name: Recalls Last Modified:  12/20/2016 08:05:58 AM
Report Type: CDRH: 806 Corrections and Removal Reporting (OMB No. 0910-0359) Date Packaged:
Screen View | Corrections and Removals Report: Event Details ﬂ
Please selectthe regulatory violation being reported in this correction or removal: \) :
[ M|

Firm Awareness Date @ ||osinarzo1e |

Recall Initiation Date @ ||ogi1r2018 |

Method of Notification @ | Letter - |
> ‘ Method of Motification - Other

Please describe the event(s) giving rise to the information reported: [ ] \)

i The expected surface roughness of the femoral component is out of specification

Please describe any corrective or removal actions that have been, and are expected to be taken @ \)

Field Safety Notice describing actions to be taken by consignees. Poducts will be reworked

Please describe any illness or injuries that have occurred with the use of the device(s):
Mone reported

Step 17a: Attach a copy of all communication documents by clicking on the add button <& . When the pop up
box appears, select the file from your computer. Click “Select” and proceed to step 17b.
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Submission Name: Recalls Last Modified:  12/20/2016 08:35:58 AM
Report Type: CDRH: 806 Corrections and Removal Reporting (OMB Mo. 0910-0353) Date Packaged:
Screen View Cor i and R Is Report: Communi ion Docur i 2
Attach a copy of all communications regarding the correction or removal by clicking on the add (+) button below and locating the necessary file(s): @ @
| P I < == Q u 3 0 items in the list
Title | MName Date Size
-
[5] select File to Attach ===
7 Look In: ||‘_‘|1214 " =) | |=3) |88l 8=
[y 119C i Sp xls
[ 7a121212.pa1 |
[y 74271.par

D CustomerlLeter74121212.pdf

D labelsforf4121212.pdf

[ labelsfor74271.pdf

D Oxylog 3000_3000Plus Medical Device Recall Customer Notification US.pdf

File Name:  [74121212.pdf |

Files of Type: | All Supported File Types -

e T e T ry -
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Step 17b: When the File Attachment Title Confirmation/Entry Dialog pop up box appears, click “OK.” Repeat the
process until all desired documents are added. Proceed to step 17c.
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Step 17c: When all of your attached documents are listed, click the “Next” arrow. Proceed to step 18.
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Step 18: Attach a complete set of product labeling and any other additional documentation by clicking on the add
button == . Follow steps 17a and 17b for locating and attaching the files. Click the “Next” arrow and proceed to

step 19a.
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Step 19a: Provide the product information by clicking the add button <& . Each product will be identified by Item

# (i.e. Item:1, 2, etc.). Enter the requested information by answering all of the questions for each item. Proceed to
step 19b.
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Step 19b: Enter the product code. A Product Code Filter Dialog pop up box will appear. Product code fields will
populate. Click “Select” then “OK”. Proceed to step 19c.
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Step 19c: Continue to enter the product information. Proceed to step 19d.
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Step 19d: Add the marketing status of the device. Provide the application number, if applicable,
by clicking on the button. Proceed to step 19e.
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Step 19e: Add the device model number, catalog number, serial number, etc., if applicable. Proceed to step 19f
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Step 19f: When you have completed entering the product information, click Next, a List Data Message Dialog pop
up box will appear. Select an option to move to the next screen or add another device brand name. If you chose
to add another device brand name, repeat steps 19a-19e. Otherwise, proceed to step 20.
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Step 20: Enter the requested correction or removal product details. There is a drop down box to enter Text
Format or Date Format. Click “Next”. Proceed to step 21.
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Step 21: Follow instructions under Import Method to import your completed Excel spreadsheet into the
Consignee Information Section. Proceed to step 22a.

r N
[5] eSubmitter @M

File Edit View Table Output Tools Help

B A5

B

HEE]

B
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Device Brand Name ‘Joint Pane Femaoral Assembly
| @ \ =] @ | List || Detail @ €

2 »

|How to Enter your Consignee(s) |
You may enter data directly into this screen using the data eniry method. As an alternative to data entry, you may enter
this information into a pre-formatied spreadsheet that has specifically been designed to be imported here.

Data Entry Method:

. To begin, click on the "Add" button to enter information about a Consignee.

. Enter the Consignee Type (Domestic or Foreign).

. Enter the Consignee's name and address.

. Next, you will enter the date the devices were distributed, and the number of devices distributed.
. To add another Consignee, click on the "Add" button again.

Import Method: |

Click on the link (Import Spreadsheet Template for Consignees) to launch the pre-formatted Excel
spreadsheet.
Save the Excel spreadsheet file to an alternate location on your computer prior to filling in the requestied
information. You will need to navigate to the location of the file during the import process.

. Note: Avoid changing the format of the spreadsheet as this may interfere with importing and the validation
of the data.

. Once you have entered the information into the spreadsheet, click the Import Data bution on the top right
corner of this screen next to the yellow light bulb and follow the import wizard.

. After all data is imported, you can click on the "List" button to view and verify the imporied produci(s)
information.
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To see these instructions again, you may click on the "Info" button.
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Step 22a: If an “Information” pop up box stating “You have reached the end of the submission form” appears,
your report is complete. Close the information pop up box. Proceed to step 23a.

If a “Warning” pop up box appears, proceed to step 22b.
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Step 22b: If a “Warning” pop up box stating “You have reach the end of the Submission form. However, the
report is incomplete due to missing data. Select the Missing Data Report from the Output menu to easily
identify all missing responses,” click “Close” and proceed to step 22c.
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You may enter data directly into this screen using the data entry method. As an alternative to data enfry, you may enter

this information into a pre-formatted spreadsheet that has specifically been designed to be imported here.

Data Entry Method:
1. To begin, click on the "Add" button to enter information about a Consignee.

2. Enter the Consignee Type (Domestic or Foreign).

3. Enter the Consignee's name and address.
4. Next, you will enter the date the devices were distributed, and the number of devices distributed.

@ ‘Warning

y You have reached the end of the Submission form. However, the report is incomplete due to missing
£ data. Selectthe Missing Data Report from the Cutput menu to easily identify all missing responses
ted
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tion

4. Once you have entered the information into the spreadsheet, click the Import Data button on the top right

comer of this screen next to the yellow light bulb and follow the import wizard.
5. After all data is imported. you can click on the "List" button to view and verify the imported product(s)

information.

To see these instructions again, you may click on the “Info" button.
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Step 22c: From the Menu Bar, click on the “Output” button| [T | An outline of the sections where data is
missing appears to the left of the screen and is represented by a question mark| =27, Proceed to step 22d
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Step 22d: Use the previous button @ to return to sections indicated in the report where information is

missing. Enter the missing information and proceed to the next section by using the next button| &
completed sections are represented by a check mark ]|

. Proceed to step 23a.
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Step 23a: Click “Output” button to open drop down menu, select “Submission Report”. A Report Output Dialog
box will appear. Ensure “System Default Viewer” is selected. Click “OK”. Proceed to step 23b.
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Step 23b: Review report for accuracy. If any information is incorrect, use the previous button @ to go to the
section/s and make the corrections. Proceed to step 24.
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Step 24: Click on the “Package” buttonﬁ'. A Packaging Files Dialog pop up box will appear. Read the Overview

and Package File Information. Click “Next” and proceed to step 25.
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Step 25: Verify the file attachment(s) are correct. Click “Next” and proceed to step 26a.
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Step 26a: Create a signed letter. Click “View/Print Submitter Letter”. A Report Output Dialog pop up box will
appear. Read the information and then click “OK”. Proceed to step 26b.
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Step 26b: A copy of the letter appears. Click “Tools,” click “Sign & Certify,” click “Place Signature.” Use your
cursor to add your signature. Click “OK” and save the letter on your desktop. Proceed to step 27.
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10903 New Hampshire Avenue
Silver Spring, MD 20993, US

January 6, 2017

U.S. Food and Drug Administration
Central Region - Philadelphia District (including DE, PA)

Dear District Recall Coordinator,

This submission dated January &, 2017, is filed pursuant to the regulations for the administration and enforcement of the
Federal Food, Drug, and Cosmetic Act, Chapter V, Subchapter A, Drugs and Devices, Section 519(g), Reports of
removals and comrections (Title 21, Code of Federal Regulations, Part 806, Medical Devices; Reports of Corrections and
Removals, Subpart B, Reports and Records). This submission includes a comrection for FDA with the following brand
name(s): Joint Pane Femoral Assembly.

Sincerely,

Brenda D. Z55r
Bell -A
Brenda Bell
Cs0

FDA
(301) 796-6159
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CC:
CDRH Recall Group
ORA HQ Recall OE

+ Pages

+ Content
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» Protection

~ Sign & Certify [
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@ Sign Document
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% Apply Ink Signature

@ Time Stamp Document

6@ Validate All Signatures

B2 More Sign & Certify -
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Step 27: To attach the signed letter, click on the attach button| £J to open the “Select Signed Cover Letter File”
pop up box. Retrieve the stored file. Click “Select” and then click “Package Submission Files.” Proceed to step 28.
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@\ After completing all steps to this point, click the "Package Submission Files” button below to begin creating the

= package file.

0%

I Package Submission Files JU

Select Signed Cover Letter File =%

LookIn: | C7 Desktop MR @ = @E
Dmueriletter.pdf

< [l [»

File Name:  [cover_letter pdf |
I Files of Type: |M0be Files (.pdf}

Step 28: When packaging is complete, click “Next”. Proceed to step 29.
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”\_ After completing all steps to this point, click the "Package Submission Files” button below to begin creating the

= package file
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Step 29: A “Packaging Files Dialog” pop up box will appear. You have successfully created your submission
package. Follow the Submission Package Transmission Instructions to transmit the submission. Click “Done”.
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Follow the transmission instructions outlined below:

1. Locate the submission ZIP file on your computer's hard drive. The file is stored in the Package folder
designated within eSubmitter (1., the Package location specified under File->Preferences).
2. Follow the mstructions provided on the ESG website hitp/www fda goviesg/ to properly transmit the ZIP

file via the Gateway.

NOTE: The signed submittal letter (scanned and attached in Step 3) is packaged within the submission ZIP file. If
the submission ZIP file is transmitted through the ESG, vou are not required to mail a signed submittal lefter to

CDRH.
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