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1.0 DER Submission – CORE Template
1.1 Node 1.0 Type of submission
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‘Submission Name: CVMdemo Last Modified:
Report Type: ‘CVM OSC DER SUBMISSIONS Date Packaged:
Outline Screen: 1.0 Type of Submission

@ CVM DER SUBMISSIONS

'Department of Health and Human Senvices
(2110 Type of Submission Food and Drug Administration
2) 20 Firm Information ‘CENTER FOR VETERINARY MEDICINE

Welcome to the Office of Surveillance and Compliance eSubmitter Program

TRANSMITTAL OF PERIODIC REPORTS AND PROMOTIONAL MATERIAL FOR NEW ANIMAL DRUGS

This electronic submission tool automates the submission process for periodic drug experience reports (DERS) destined for CVH's Office of Surveillance and Compliance (OS&C). This software contains all of the.
templates necessary to build any submission of post market materials reviewed by OS&C. THe user will select a submission type and be presented with a question-based approach to guide them through the.
process. The questions asked throughoutthe process are founded on the Federal Food, Drug and Cosmetic Act (FFDCA) and the Code of Federal Regulations (CFR).

() 5.0 Submitter Information
() 6.0 Submission Type.

[Paperwork Reduction Act Statement - An agency may not conduct or sponsor, and a person is not required to respond o, a collection of information unless it displays  currently valid OMB number.” The OMB.
number for this information collection is 0910-0284 (Expiration Date: 02/28/2018).

The burden time for this collection of information is estimatedto average 30 mintes per response, including the time to review instructions, search existing data sources, gather and maintain the data needed and
complete and review the collection of information. Send comments regarding this burden estimate or any other aspect of this information collection, including suggestions for reducing this burden,

Qumesubmitier@fda hhs.qovor to
U'S. Food and Drug Administration
Center for Veterinary Medicine

Office of Sunveillance and Compliance
Atin: OSC eSubmitter Program, HFV-200
7519 Standish Place

Rockville, MD 20855

Please note: This information is required by 21 CFR 514.80. Failure to make the reports is a basis for withdrawal of the NADA/ANADA. There are several icons within the Software to help quide you. Most importantly,
the yellow light bulb indicates addiional instructions, definitions, and other helpful hints, while a biue dot indicates a required field. The red exclamation point indicates crtical required questions that must be
answered in order to move forward through the submission.

Is this submission for an NADA or ANADA?

Enter the NADA o ANADA number 109





Figure 1.1(a): Initial screen for new submission
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(2] 2.0 Firm Information

23 50 Submiter Information TRANSHITTAL OF PERIODIC REPORTS AND PROMOTIONAL MATERIAL FOR NEW ANIMAL DRUGS

This electronic submission tool automates the submission process for periodic drug experience reports (DERS) destined for CVA's Offce of Survillance and Compliance (OS8C). This software contains all of the.
(¥) 6.0 Submission Type templates necessaryto build any submission of post markst materials reviewed by OS&C. THe user will select 3 submission type and be presented with a question-based approach o guids them through the
process. The questions asked throughout the process are founded on the Federal Food, Drug and Gosmetic Act (FFDGA) and the Code of Federal Regulations (CFR).

[Paperwork Reduction Act Statement - An agency may not conduct or sponsor, and a person is not required to respond o, a collection of information unless it displays  currently valid OMB number.” The OMB.
number for this information collection is 0910-0284 (Expiration Date: 02/28/2018).

The burden time for this collection of information is estimatedto average 30 minutes per response, including the time to review instructions, search existing data sources, gather and maintain the data needed and
complete and review the collection of information. Send comments regarding this burden estimate or any other aspect ofthis information collection, including suggestions for reducing this burden, o:

mesubmitter@fda nhs.qov orto
I U.S. Food and Drug Adminisiation
Center for Veterinary Medicine

Offce of Sunvillance and Compiiance
Afin: OSC eSubmier Program, HFV-200
7519 Standish Place

Rociuile, D 20855

Please note: This information is required by 21 CFR 514.80. Failure to make the reports is a basis for withdrawal of the NADAJANADA. There are several icons within the Software to help quide you. Mostimportantly,
the yellow light bulb indicates additional instructions, definitions, and other helpful hints, while 2 blue dot indicates a required field. The red exclamation point indicates crical required questions that must be
answered in order to move forward through the submission.

Is this submission for an NADA or ANADA?

Enter the NADA o ANADA number

reviated New Animal Drug Appiication (ANADA)
[New Animal Drug Application (NADA)





Figure 1.1(b): Drop Down selection for NADA or ANADA
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Atin: OSC eSubmitter Program, HFV-200

7519 Standish Place

Rockille, MD 20855 Q Hint for: Enter the NADA o ANADA number

Please note: This information is required by 21 CFR 514.80
the yellow light bulb indicates additional instructions, d
answered in order to move forward through the submission.

Six digits should be entered for the ANADA or NADA.Ifthe ANADA or NADA number s fewer than
sixdigits, add leading zeros; for example 00#### No hyphen is required.

Is this submission for an NADA or ANADA?

Enter the NADA o ANADA number





Figure 1.1(c): Hint associated with question ‘Enter the NADA or ANADA number’
1.2 Node 2.0 Firm Information
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Figure 1.2(a): Firm information screen
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Figure 1.2(b): Hint related to question ‘Enter the name of the Applicant’
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Figure 1.2(c): Selection of ‘Yes’ to question ‘Are you a US Company’ enables Node 3.0
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Figure 1.2(d): Selection of ‘No’ to question ‘Are you a US Company’ enables Node 4.0

1.3 Node 3.0 Responsible Official Information
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Figure 1.3(a): Responsible Official Information
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Figure 1.3(b): Selection of ‘Yes’ to question ‘Are you a representative from the Applicant’s Firm’ allow user to continue

[image: image11.png]Are you a representative from the Applicant's Firm? O Yes,
@ o

Has an authorization letter from the applicant been provided to CVM that identifies you as the Responsible Official? ) Yes
Ciio

What date was the Authorization Letter submitted?

‘Submit Authorization Letterfor Consultant

File Atachment | G | = | @





Figure 1.3(c): Selection of ‘No’ to question ‘Are you a representative from the Applicant’s Firm’ enables question ‘Has an authorization letter from the applicant been provided to CVM that identifies you as the Responsible Official?’
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Figure 1.3(d): Selection of ‘Yes’ to question ‘Has an authorization letter from the applicant been provided to CVM that identifies you as the Responsible Official?’ enables question ‘What date was the Authorization Letter submitted?’
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Figure 1.3(e): Selection of ‘No’ to question ‘Has an authorization letter from the applicant been provided to CVM that identifies you as the Responsible Official?’ enables question ‘Submit Authorization Letter submitted?’ 
1.4 Node 4.0 U.S Agent Information
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Figure 1.4(a): U.S. Agent Information
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Figure 1.4(b): Selection of ‘Yes’ to question ‘Are you a representative from the Applicant’s Firm’ allow user to continue
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Figure 1.4(c): Selection of ‘No’ to question ‘Are you a representative from the Applicant’s Firm’ enables question ‘Has an authorization letter from the applicant been provided to CVM that identifies you as the US Agent?’
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Figure 1.4(d): Selection of ‘Yes’ to question ‘Has an authorization letter from the applicant been provided to CVM that identifies you as the US Agent?’ enables question ‘What date was the Authorization Letter submitted?’
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Figure 1.4(e): Selection of ‘No’ to question ‘Has an authorization letter from the applicant been provided to CVM that identifies you as the Responsible Official?’ enables question ‘Submit Authorization Letter submitted?’
1.5 Node 5.0 Submitter Information
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Figure 1.5(a): Submitter Information.  Selection of ‘Yes’ to question ‘Is the Submitter the same person as the Responsible Official or US Agent?’ allow user to continue
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Figure 1.5(b): Selection of ‘No’ to question ‘Is the Submitter the same person as the Responsible Official or US Agent?’ enables the group of questions associated with question ‘Please Enter Submitter information.’
1.6 Node 6.0 Submission Type
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Figure 1.6(a): Submission Type.  Drop Down selection for Annual, Semi-Annual or Other/Special Report
1.7 Node 7.0 Annual Submission Type
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Figure 1.7(a): Annual Submission Type.  Selection of ‘Annual (Yearly) Periodic Drug Experience Report (DER)’ from Node 6.0 enables Node 7.0
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Figure 1.7(b): Selection of ‘Yes’ to question ‘Have all 4 required Semi-Annual (6 months) DERs been submitted?’ enables Node 7.1
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Figure 1.7(c): Selection of ‘No’ to question ‘Have all 4 required Semi-Annual (6 months) DERs been submitted?’ enables Node 7.2
1.7.1 Node 7.1 Annual Complete Submission
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Figure 1.7.1(a): Hint for question ‘What is the Report Due Date for the Annual DER?’
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Figure 1.7.1(b): Hint for question ‘Is this a combined report?’
***NOTE:  There are three (3) option in the figure above.  The ‘Not Applicable’ option is only there for demonstrative purpose only.  It will be removed after selection of Annual Template choice.
1.7.2 Node 7.2 Annual Incomplete Submission
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Figure 1.7.2(a): Drop Down navigates to Semi-Annual Template
2.0 DER Submission – Semi-Annual Template

2.1 Node 1.0 Submission Selection – Semi-Annual (6 months) DER
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Figure 2.1(a): Submission Selection – Semi-Annual (6 months) DER.  Drop Down selection for question ‘What is the Report Period for this Semi-Annual (6 months) DER Submission?’
2.2 Node 2.0 Adverse Drug Experiences (ADEs)
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Figure 2.2(a): Adverse Drug Experiences (ADEs).  Selection of ‘Yes’ to question ‘Do you have information regarding Adverse Drug Experiences to submit?’ enables question ‘Type of Information to Report’.
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' Hint for: Summary of Increased Frequency of Adverse Drug Experiences

‘Summary report ofincreased Adverse Drug Experience: Provide a summary of
the number of ADES recorded for this reporting period. Provide a comparison of
‘numbers of ADES for this reporting period compared o the last or previous
reporting periods. Also provide comment on reports of ADES that are considered
serious.





Figure 2.2(b):  Hint for question ‘Summary of Increased Frequency of Adverse Drug Experiences’
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Figure 2.2(c): Selection of ‘Adverse Drug Experience Reports……’ from question ‘Type of Information to Report’ enables the follwing four (4) questions: ‘What is the total number of reports being submitted?’, ‘How many product defects are being submitted?’, ‘How many complaints affecting animals are being submitted?’ and ‘How many animals reacted?’.
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Figure 2.2(d): Selection of ‘Summary of Increased Frequency……’ from question ‘Type of Information to Report’ enables the question ‘Summary of Increased Frequency of Adverse Drug Experiences’

***Note: Selection to question ‘Type of Information to Report’ can be either or both.
[image: image34.png]Screen: 2.0 Adverse Drug Experiences (ADEs)

Do you have information regarding Adverse Drug Experiences to submit? ® [ ®ves
Ciio

‘ Refer to the "Veterinary Adverse Event Reporting for Manufacturers™ website for acceptable methods for elecironic reporting of Form FDA 1932,

hitp:/www.fda.gov/AnimalVeterinary/SafetyHealth/ReportaProblem/ucm212682 him

Type of Information to Report ® | [ adverse Drug Experience Reports associated with this periodic DER were submitted electronically
¥i Summary of Increased Frequency of Adverse Drug Experiences:

ADVERSE DRUG EXPERIENCES

% For the periodic Adverse Drug Experience reports submitted electronically, answer the following questions

© | Whatis the total number of reports being submitied?

* | How many product defects are being submitted?

© | How many complaints affecting animals are being submitied?

© | How many animals reacted?

‘Summary of Increased Frequency of Adverse Drug Experiences 9

R EY YR Oitems inthe it

Title | Name. Date. Size Path

Ell





Figure 2.2(e): Selection of ‘Summary of Increased Frequency……’ from question ‘Type of Information to Report’ enables the question ‘Summary of Increased Frequency of Adverse Drug Experiences’
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Figure 2.2(f): Selection of ‘No’ to question ‘Do you have information regarding Adverse Drug Experiences to submit?’ navigates to next Node.
Node 3.0 Clinical Data (Animal Experience)
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Figure 2.3(a): Clinical Data (Animal Experience).  Hint for question ‘Clinical Data (Animal Experience) Attachment’.
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Figure 2.3(b): Selection of ‘Yes’ to question ‘Do you have Clinical Data (Animal Experience) to submit?’ enables question ‘Clinical Data (Animal Experience) Attachment’.
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Figure 2.3(c): Selection of ‘No’ to question ‘Do you have Clinical Data (Animal Experience) to submit?’ navigates to next Node.
1.1 Node 4.0 Quantity Marketed
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Figure 2.4(a): Quantity Marketed
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Figure 2.4(b): Selection of ‘Yes’ to question ‘Do you have Quantity Marketed (Distribution) Data to submit?’ enables question ‘Quantity Marketed (Distribution) Data Attatchment:’.
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Figure 2.4(c): Selection of ‘No’ to question ‘Do you have Quantity Marketed (Distribution) Data to submit?’ navigates to next Node.  Hint to question ‘Quantity Marketed (Distribution) Data Attatchment:’
1.2 Node 5.0 Current Package Labeling
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Figure 2.5(a): Current Package Labeling.  Hint for question ‘Do you have Current Package Labeling to submit?’
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Figure 2.5(b): Selection of ‘Yes’ to question ‘Do you have Current Package Labeling to submit?’ enables Node 5.1
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Figure 2.5(c): Selection of ‘No’ to question ‘Do you have Current Package Labeling to submit?’ enables Node 5.2
1.2.1 Node  5.1 Summary of Changes and Current Package Labeling
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Figure 2.5.1(a): Summary Of Changes And Current Package Labeling
1.2.2 Node 5.2 Summary pf Labeling Changes
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- For products that have not been marketed or manufactured, of combination products, where Current Package Labeling is unavailable, provide a statement as to why Current Package Labeling is not being submitted.
- The textoox above has been provided for the summary of labeling changes





Figure 2.5.2(a): Summary Of Changes And Current Package Labeling
1.3 Node 6.0 Promotional Materials
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Figure 2.6(a): Promotional Materials
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Figure 2.6(b): Selection of ‘Yes’ to question ‘Do you have Promotional Materials (Mailing Piece and/or Advertising Materials) to submit?’ enables Node 6.1
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Figure 2.6(c): Selection of ‘No’ to question ‘Do you have Promotional Materials (Mailing Piece and/or Advertising Materials) to submit?’ completes the submission questions
1.3.1 Node 6.1 Information for Promotional Material

[image: image50.png]‘Submission Name: CVMdemo
Report Type: ‘CVM OSC DER SUBMISSIONS

Screen: 6.1 Information for Promotional Materials

LastModified:  01/22/2017 11:31:1 AM
Date Packaged:

3 CUMDER suBMISSioNs || @ SemiAnnual (s maihs) DER |

21 1.0 Submission Selection - Semi Annual (6 months) DER
() 2.0 Adverse Drug Experiences (ADES)
(¥ 3.0 Clinical Data (Animal Experience)
(2] 4.0 Quantity Marketed
() 5.0 Current Package Labeling
5.1 Summary Of Changes And Current Package Labeling
(2] 5.2 Summary Of Labeling Changes
(3 6.0 Promotional Materials
o

This screen supports the data input of tabular ltem information

For help on how to use this screen, view the screen instructions available by selecting the 'Hint' option (denoted by a lightbulb) at the top right of the screen





Figure 2.6.1(a): Information for Promotional Materials
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Figure 2.6.1(b): Clicking the ‘+’ navigates to the questions associated with Promotional Materials.
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Figure 2.6.1(c):  Selecting ‘Web link’ on question ‘Please select the appropriate option/options.’ enables question ‘Web link’.
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Figure 2.6.1(c):  Selecting ‘File Upload’ on question ‘Please select the appropriate option/options.’ enables question ‘Promotional materials Attachment’.

***Note: Selection to question ‘Please select the appropriate option/options.’ can be either or both.
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Figure 2.6.1(c):  Selecting ‘File Upload’ on question ‘Please select the appropriate option/options.’ enables question ‘Promotional materials Attachment’.
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