Records and Reports Concerning Experience with Approved New Animal Drugs - 0910-0284
Screenshots Showing Sample of Proposed Electronic Submission System for Form FDA 2301
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1.0 DER Submission - CORE Template

1.1 Node 1.0 Type of submission

Enei_dll View Tgh:)ntnut Tools Help
EEENE IR E NI

Last Modified:

Submission Name: CVMdemo
Report Type: CVM OSC DER SUBMISSIONS

Outline | Screen: 1.0 Type of Submission

@ CVM DER SUBMISSIONS

%1 1.0 Type of Submission

Department of Health and Human Services
F
(%1 2.0 Firm Information

-ood and Drug Administration

CENTER FOR VETERINARY MEDICINE
‘Welcome to and C i itter Program
] 5.0 Submitter Information TRANSMITTAL OF PERIODIC REPORTS AND PROMOTIONAL MATERIAL FOR NEW ANIMAL DRUGS
2 B.ﬂ Sub 1 This electronic submission tool automates the submission process for periodic drug experience reports (DERs) destined for CYM's Office of Surveillance and Compliance (0S&C). This software contains all of the
ubmission Type

templates necessary to build any submission of post market materials reviewed by OS&C. THe user will select a suomission type and be presented with a question-based approach to guide them through the
pracess. The questions asked throughout the process are founded on the Federal Food, Drug and Cosmetic Act (FFDCA) and the Code of Federal Regulations (CFR)

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

The burden time for this callection of information is estimated to average 30 minutes per response, including the time to review instructions, search existing data sourees, 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, to

cvmesubmitter@fda.hhs.qov or to

U.S. Food and Drug Administration
Center for Veterinary Medicine

Office of Surveillance and Compliance
Aftn: 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 guide you. Mostimportantly,
the yellow light bulb indicates additional instructions, definitions, and other helpful hints, while a blue det indicates a required field. The red exclamation point indicates critical required questions that must be
answered in order to move forward through the submission.

Enter the NADA or ANADA number 1y |

15 this submission for an NADA or ANADA? 1] “

Figure 1.1(a): Initial screen for new submission

[S] eSubmitter

| File Edit View Table Output Tools Help

EREE 5/0/9)

22| ¥

)

‘ Submission Name: CVMdemo

Last Modified:
Report Type: CVM OSC DER SUBMISSIONS Date Packaged:
outiine ‘ Screen: 1.0 Type of Submission

@ CVI DER SUBMISSIONS.

- Department of Health and Human Services
Al LU0 i e Food and Drug Administration
2] 2.0 Firm Information CENTER FOR VETERINARY MEDICINE

Welcome to illance and Compli Program
) 5.0 Submiter Information TRANSMITTAL OF PERIODIC REPORTS AND PROMOTIONAL MATERIAL FOR NEW ANIMAL DRUGS
21 8.0 508 . This electronic submission toel automates the submission process for periodic drug experience reporis (DERs) destined for CVM's Office of Surveillance and Compliance (OS&C). This software contains all of the
ubmission Type

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 throughout the process are founded on the Federal Food, Drug and Cosmetic Act (FFDCA) 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 to, a collection of information unless it displays a 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 estimated to 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 of this ion collection, including fons for reducing this burden, to

I cvmesubmitter@fda.hhs.gov or te

U.8. Food and Drug Administration
Center for Velerinary Medicine

Office of Surveillance and Compliance
Aftn: OSC eSubmitter Program, HFV-200
7514 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 icens within the software to help guide you. Mostimportantly,
the yellow light bulb indicates additional instructions, definitions, and other helpful hints, while a blue dot indicates a required field. The red exclamation point indicates critical required questions that must be
answered in order to move forward through the submission.

Is this submission for an NADA or ANADA? 19

Enter the NADA or ANADA number

New Animal Drug Application (ANADA}

Figure 1.1(b): Drop Down selection for NADA or ANADA
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Screen: 1.0 Type of Submission

Department of Heaith and Human Services

Food and Drug Administration
CENTER FOR VETERINARY MEDICINE
Welcome to the Office of Sur and Co e 1l Program

TRANSMITTAL OF PERIODIC REPORTS AND PROMOTIONAL MATERIAL FOR NEW ANIMAL DRUGS

This electroni 1tool the si

number for this information collection is 0910-0284 (Expiration Date: 02/28/2018).

cvmesubmitter@fda hhs gov or to
U 8. Food and Drug Administration

Center for Veterinary Medicine
Dffice of Surveillance and Compliance

Question Related Hint
Aftn: OSC eSubmitter Program, HFV-200

==

7519 Standish Place

Rockville, MD 20855 Q Hint for: Enter the NADA or ANADA number

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

Is this submission for an NADA or ANADA?

Enter the NADA or ANADA number

Six digits should be entered for the ANADA or NADA. If the ANADA or NADA number is fewer than
six digits, add leading zeros: for example 00###. No hyphen is required

Paperwork Reduction Act Statement - An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB number” The OMB

1 process for periodic drug experience reports (DERs) destined for CVM'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 throughout the process are founded on the Federal Food, Drug and Cosmetic Act (FFDCA) and the Code of Federal Regulations (CFR).

The burden time for this collection of information is estimated to 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 of this information collection, including suggestions for reducing this burden, to:

ftware to help guide you. Mostimportantly,

| required questions that must be

z

oo

Figure 1.1(c): Hint associated with question ‘Enter the NADA or ANADA number’

1.2 Node 2.0 Firm Information

EE == E R EEIIE)

Submission Name: CVMdemo Last Modified:
Report Type: CVM 0SC DER SUBMISSIONS Date Packaged:
Outline | Screen: 2.0 Firm Information
@ CVM DER SUBMISSIONS ‘ Enterthe name of the Applicant 199 |
(¥] 1.0 Type of Submission ‘H ] |
#] 2.0 Firm Information

200 5 Are you a US Company? 19 | Oves
(¥] 5.0 Submitter Information i No

¥) 6.0 Submission Type

Figure 1.2(a): Firm information screen
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Screen: 2.0 Firm Information
Enter the name of the Applicant: 199
e S
Question Related Hint u |
—__+ c—
Are you a US Company? Q Hint for: Enter the name of the Applicant 19 ) Yes
i No
This should be the firm name of the owner of the ANADA or NADA
e ——————————
Figure 1.2(b): Hint related to question ‘Enter the name of the Applicant’
File Edit View Table Qutput Tools Help
= a2 @ on
Gloe Boeco) e+ 3o e e
Submission Name: CVMdemo Last Modified:
Report Type: VM OSC DER SUBMISSIONS Date Packaged:
Outline | Screen: 2.0 Firm Information
@ CVM DER SUBMISSIONS ‘ Enter the name of the Applicant 19 ‘
] 1.0 Type of Submission Drogs Inc “
1) 2.0 Firm Information =
=] Official
f S Agent Information Are you a US Company? 19 @@
(/) 5.0 Submitier Information CiNo
¥ 6.0 Submission Type
Figure 1.2(c): Selection of ‘Yes' to question ‘Are you a US Company’ enables Node 3.0
Al 2 2 <
Blob S0 6co @& b n @
Submission Name: CyMdemo Last Modified:
Report Type: CVM OSC DER SUBMISSIONS Date Packaged:
Outline | Screen: 2.0 Firm Information
@ CVM DER SUBMISSIONS | Enter the name of the Applicant: 19 ‘
(&1 1.0 Type of Submission |\ Drags Inc ] ‘
(%1 2.0 Firm Information E =
) Are you a US Company? 19 | Oves
* o

(1 5.0 Submitter Information

(1 6.0 Submission Type

Figure 1.2(d): Selection of ‘No’ to question ‘Are you a US Company’ enables Node 4.0
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1.3 Node 3.0 Responsible Official Information

=

e 80600 8/ +d 5

89

Occupation Title

Submission Name: CVMdemo Last Modified:  01/21/2017 03:26:17 PM
Report Type: CVM OSC DER SUBMISSIONS Date Packaged:
Outline | ‘Screen: 3.0 Responsible Official Information
D Please enter Responsible Official Information e | w | @
(/1 1.0 Type of Submission
£ 20 Firm Information ey
213 ible Official i
- S. Agent informatio Title (e.g., M., Ms.): l ‘
150 SubmitterInformation FrstGHen Name Y ]
(¥ 6.0 Submission Type
21 7.0 Annual Sub Middle Name: [ ]
LastName C | ]
[ |

Email Address L]
Address
Establishment Name C | ]

Division Name: [ ]

Country: @ | @ unitea States of America () Other (select below)

Address - Line 1 C | ]

Address - Line 2 [ ]

city @ | J

State, Province, or Territory: L]

Past Office or Zip Code: e - ]

Phone Numbers

Telephane number. LN =" J

Faxnumber: [ p——— J |
Are you a representative from the Applicants Firm? @ | @ves

= No

Has an authorization letier from the applicant been provided to CVM thatidentifies you as the Responsible Official? ‘ ‘

‘ What date was the Authorization Letter submitied? ‘ ‘

Submit Authorization Letter for Consuitant

File Attachment < = Q i) “ |

Figure 1.3(a): Responsible Official Information

Are you a representative from the Applicants Firm? L BC) @
! Ho

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

What date was the Authorization Letter submitted? ‘

Submit Authorization Letter for Consultant

FileAtachment | p | = | @ i) || |

Figure 1.3(b): Selection of ‘Yes’ to question ‘Are you a representative from the Applicant’s Firm’ allow user to continue
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Are you a representative from the Applicants Firm? @ | Oves

® o

Has an authorization |etter from the applicant been provided to CVM that identifies you as the Respansible Official? e ) Yes
) No

What date was the Authorization Letter submitted? ‘

Submit Authorization Letter for Consultant

File Attachment ) = Q i) “ ‘

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?’

Phone Numbers

Telephone number: ] |(703) 333-3333 Ext 3333 \

Fax number. [ - J

Are you a representative from the Applicants Firm? @ | Oves
® No

Has an authorization letter from the applicant been provided to CVM that idantifies you as the Responsible Official? @ | @ ves
2 No

What date was the Authorization Letter submitted? L] | I

Submit Autherization Letter for Consultant

File Attachment ) = Q i) ‘ [ |

‘ 2

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?’

Are you a representative from the Applicants Firm? L] O Yes
® No

Has an authorization letter from the applicant been provided to CVM thatidentifies you as the Responsible Official? @ | Cives
# o

What date was the Authorization Letter submitted? ‘ ‘

Submit Authorization Letter for Consultant

(o] =) )]

File Attachment

B

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?’
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1.4 Node 4.0 U.S Agent Information

Submission Name: CViidemo
Report Type: CVM OSC DER SUBMISSIONS

Last Modified:  01/21/2017 03:26:17 PM
Date Packaged:

Qutline: Screen: 4.0 U.S. Agent Information

@ CVM DER SUBMISSIONS Please enter US. AgentInformation

(] 1.0 Type of Submission

‘e W

;J 2 U Firm Information Contact

#] 40U.S Agent Information Title (&.g., Mr., Ms.):

1] 5.0 Submitier Information

= FirstGiven Name:
1] 6.0 Submission Type

Widdle Name:

Last Name

Occupation Title:

Email Address:

Address

Establishment Name:

Division Name.

Gountry

‘@) United States of America () Other (select below)

Address - Line 1:

Address - Line 2:

City

State, Province, or Teritory.

Post Office or Zip Code.

Phone Numbers

Telephone number.

Faxnumber.

[ |

Are you a representative from the Applicants Firm?

@ | Cives

2 No

Has an authorization letier from the Applicant been provided ta CVM that identifies you as the US Agent?

‘ What date was the Authorization Letter submitted?

Submit Authorization Letter for Consultant

File Attachment 3 = @ i) |\

Figure 1.4(a): U.S. Agent Information

Are you a representative from the Applicant's Firm?

I No

Has an authorization letter from the Applicant been provided to CVM that identifies you as the US Agent?

What date was the Authorization Letter submitted?

Submit Authorization Letter for Consultant

File Atachment cp =] Q 3 |‘

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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Are you a representative from the Applicant's Firm? L] ) Yes

® o

Has an authorization letter from the Applicant been provided to CVM that identifies you as the US Agent? L] 1 Yes
) No

What date was the Authorization Letter submitted? ‘

Submit Authorization Letter for Consultant

File Attachment 4] = Q i) “

e

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?’

Are you a representative from the Applicant's Firm? @ 1 Yes
@ No

Has an authorization letter from the Applicant been provided to CVM that identifies you as the US Agent? [ ] @) Yes
i Mo

What date was the Authorization Letter submitted? . @ ‘ ! |

Submit Authorization Letter for Consultant

File Attachment = = Q i) “

g

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?’

Are you a representative from the Applicant's Firm? L] ) Yes
® No

Has an authorization letter from the Applicant been provided to CVM that identifies you as the US Agent? L] I Yes
o

What date was the Authorization Letter submitted? ‘

Submit Authorization Letter for Consultant L]

File Attachment “ @ ] = ] Q, i) ||

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?’
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1.5 Node 5.0 Submitter Information

Submission Name: CVhidemo Last Modified: 011212017 03:36:17 P
Report Type: CVI OSC DER SUBMISSIONS Date Packaged:
Outline ‘Screen: 5.0 Submitter Information
] i . Is the Submitter the same person as the Responsible Official or US Agent? @ Yes
(1 1.0 Type of Submission -
(&1 2.0 Firm Information
¥13.0 Official
40 formation Please Enter Submitter Information
¥ 5.0 Submitter Information
/ ubmission Type Contact

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

First/Given Name:

Middle Name:

Last Name

Oceupation Title:

Email Address:

Address

Establishment Name

Division Name:

Country:

Address - Line 1

Address - Line 2.

city

State, Province, or Teritory:

Post Office or Zip Code:

Phone Numbers

Telephone number

Fax number:

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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Submission Name: CViidemo Last Modified: ~ 01/21/2017 03:36:17 PM

Report Type: VM OSC DER SUBNMISSIONS Date Packaged:
‘Outline ‘Screen: 5.0 Submitter
@ CVM DER SUBMISSIONS Is the Submitter the same person as the Responsible Official or US Agent?  Yes
1 1.0 Type of Submission o
(] 2.0 Firm Information
130 official

40 U.S. Agent Information Please Enter Submitier Information ® H = " ﬁ ]
|15.0 Submitter Information

(] B.0 Submission Type Contact

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

FirstiGiven Name: L]
LastName: L]

Oceupation Title:

[ ]
[ |
Middle Name | ]
[ ]
[ ]
[ |

Email Address °
Address
Establishment Name LN |

Division Name: [ ]

Country: @ | @ united States of America > Other (select below)

Address - Line 1 e | ]

Address - Line 2: [ ]

city: e | J
State, Province, or Territory: °

| =
Post Office or Zip Code LNl |

Phone Humbers

Telephone number: @ ee_ J

Fax number: | ]

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

File Edit View Table Output Tools Help

EECIEFBROEEEEEEIEIE

Submission Name: CVlidemo Last Modified:  01/21/2017 03:36:17 PH
Report Type: CVM OSC DER SUBMISSIONS Date Packaged:

Outiine | Screen: 6.0 Submission Type

@ CVM DER SUBMISSIONS Selectthe Submission Type | -u
() 1.0 Type of Submission

) 2.0 Firm Information |Annual (Yeariy) Periodic Drug Experience Report (DER)
1] 3.0 Responsible Official Information Semi Annual (6 months) Drig Experience Report (DER)

(] 5.0 Submitter Information
¥) 6.0 Submission Type

Figure 1.6(a): Submission Type. Drop Down selection for Annual, Semi-Annual or Other/Special Report
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1.7 Node 7.0 Annual Submission Type

Last Modified: 0172212017 11:31:1 Al

‘Submission Name: CVhdemo
Report Type: CVH OSC DER SUBHISSIONS Date Packaged:
Outiine [T screen:7.0 Annual submission Type
‘9 CVM DER SUBMISSIONS Have all 4 required Semi-Annual (8 months) DERS been submitted? 19 | O ves

) No

(] 1.0 Type of Submission
(2] 2.0 Firm Information
() 3.0 Responsible Official Information

": CAUTION: If all 4 Semi-Annual DERs have not been submitted and received by CVM, then the annual DER will not be accepted and processed by CVM. ‘

() 5.0 Submitter Information
(¥) 6.0 Submission Type

(21[7.0 Annual Submission Ty

Figure 1.7(a): Annual Submission Type. Selection of ‘Annual (Yearly) Periodic Drug Experience Report (DER)’ from Node 6.0 enables Node 7.0

LastModified:  01/22/2017 11:31:1 Al

Submission Name: CVMdzmo
Report Type: CVM OSC DER SUBMISSIONS Date Packaged:
Outline Screen: 7.0 Annual Submission Type
| RIS SRS Have all 4 required Semi-Annual (6 monts) DERs been submitled? @ Yes|
 No.

(V) 1.0 Type of Submission
(¥ 2.0 Firm Information
() 2.0 Responsible Official Information |

,'E CAUTION: If all 4 Semi-Annual DERs have not been submitted and received by GVM, then the annual DER will not be accepted and process ed by CVM,

() 5.0 Submitter Information
(¥J 6.0 Submission Type

(2] 7.0 Annual Submission Type
| 071 Annual Complete Submission

Figure 1.7(b): Selection of ‘Yes’ to question ‘Have all 4 required Semi-Annual (6 months) DERs been submitted?’ enables Node 7.1

LastModified:  01/22/2017 11:31:1 Al

‘Submission Name: CVidemo

Report Type: CVM 0SC DER SUBMISSIONS Date Packaged:
OQutiine Screen: 7.0 Annual Submission Type.

| Blmelresile Have all 4 required Semi-Annual (5 montns) DERS been submitied?

(221 1.0 Type of Submission

(/) 2.0 Firm Information
(21 3.0 Responsible Official Information

£0US Agent nformatio CAUTION: Ifall 4 Semi-Annual DER have nat been submitted and received by GV, then the annual DER will not be accepted and processed by GV
(1 5.0 Submitter Information

(] 6.0 Submission Type
(2] 7.0 Annual Submission Type

) 7.2 Annual Incomplete Submission

Figure 1.7(c): Selection of ‘No’ to question ‘Have all 4 required Semi-Annual (6 months) DERs been submitted?’ enables Node 7.2
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1.7.1 Node 7.1 Annual Complete Submission
|

Screen: 7.1 Annual Complete Submission

‘ 1'2 CAUTION: If all 4 Semi-Annual DERs have not been submitted and received by CVM, then the annual DER will not be accepted and processed by CVM,
L) -
‘71 LA (Y

Whatis the Report Due Date for the Annual DER?

» | Whatis the Report Peried for this Annual DER Submission?

> 0 WARNING:

Report period for the Annual DER should cover a full 12 menths.
Make sure Annual DERs for all prior reporting periods have been submitted to avoid delinquent reporting
Is this a combined report? ? T Yes
2 No
' Not Applicable
,
[8] Question Related Hint u

\J Hint for. What is the Report Due Date for the Annual DER?

The mm/dd correspends to the original approval of this NADA or ANADA.

If a petition for change of anniversary date has been submitted and approved by CVM, refer
to the approved updated anniversary date.

Annual DERs must be submitted within 60 days of the anniversary date of the approval of
the NADA or ANADA.

Figure 1.7.1(a): Hint for question ‘What is the Report Due Date for the Annual DER?’

Screen: 7.1 Annual Complete Submission

‘ ,'} CAUTION: If all 4 Semi-Annual DERs have not been submitted and received by CVM, then the annual DER will not be accepted and processed by CVM,
ey |7/ /
L] ‘7/7/ to|_f i

‘What is the Report Due Date for the Annual DER?

What is the Report Period for this Annual DER Submission?

¥

> o WARNING:

Report period for the Annual DER should cover a full 12 months.
Make sure Annual DERs for all prior reporting periods have been submitted to aveid delinquent reporting
Is this a combined report? @ | O Yes
) No.
) Not Applicable
-
Question Related Hint u

\J Hint for: Is this a combined report?

A combined report consists of multiple NADA or ANADA numbers attached to a single

filing.

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.
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1.7.2 Node 7.2 Annual Incomplete Submission

Submission Name: CVlidemo Last Modified:  01/22/2017 11:56:35 AM
Report Type: CVM OSC DER SUBMISSIONS Date Packaged:
Outiine. [T screen:7. Submission

@ CVM DER SUBMISSIONS

0 Semi-Annual DERs must be submitted every & months for the first 2 years following the approval of NADA or ANADA Annual DERs are submitted yearly thereafter.

() 1.0Type of Submission

() 20 Firm Information

() 3.0 Responsible Official Information

To submit a Semi-Annual DER, select Semi-nnual (8 month) Drug Experience Report (DER) from the dropdown menu

() 5.0 Submitter Information
(¥) 6.0 Supmission Type
(] 7.0 Annual Submission Type

1) 7.2 Annual Incomplete Submission

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

[S] eSubmitter - TEST

File Edit View Table Output Tools Help

EREE 5/0/9)

EREIFEIENE)

Submission Name: Cvldemo Last Modified: 011212017 03:36:17 PM
Report Type: CVM OSC DER SUBMISSIONS Date Packaged:
Outiine [ screen: 1.0 submission selection - semi ! DER

\J CVM DER SUBMISSIONS | | [ Whatis the Report Due Date for the Semi-annual DER? ® ‘ i

@ Semi Annual (6 months) DER \

. &\ ¥
%) 10 Submiaston SelastonSami Aniall 2 Semi-Annual (6 months) DERs must be submitied every 8 months for the first two years following the approval of an NADA or ANADA.

(2] 2.0 Adverse Drug (ADES)
[¥] 3.0 Clinical Data (Animal =
) 4.0 Quantiy Marketed Whatis the Report Period for this Semi-Annual (6 months) DER Submission? ° |
/] 5.0 Current Package Labeling -
G e ) 3\, 1. Report period for the Semi-Annuz| DER should cover a full & months -
gz 3 ) 2 Annual DER reports are not accepted until all four Semi-Annual DERS have been submitted and received |0-6 months.
0 A2months |}
2] 6.0 Promational Materials 1218 month:
L ‘ Whatis the Drug Trade Name? L] |\ 18-24 month (|
‘ Whatis the Chemical Name of this new animal orug? ° |\ ] ‘

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?’
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2.2 Node 2.0 Adverse Drug Experiences (ADEs)

Screen: 2.0 Adverse Drug Experiences (ADEs)

Do you have information regarding Adverse Drug Experiences to submit?

@ @ves
) No

E Refer to the "Veterinary Adverse Event Reporting for Manufacturers™ website for acceptable methods for electronic reperting of Form FDA 1932,

http:lfwww.fda.goviAnimalVeterinary/SafetyHealthiReportaProblemiucm212682.htm

Type of Information to Report

|| Summary of Increased Frequency of Adverse Drug Experiences

[wl leerse Drug Experience Reports associated with this periodic DER were submitted eleclronicalt!l

ADVERSE DRUG EXPERIENCE S

'\ For the periodic Adverse Drug Experience reports submitted electronically, answer the following 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?

How many animals reacted?

Summary of Increased Frequency of Adverse Drug Experiences

v

PN | = @ 3

Title | Name Date

0 items in the list

| |

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’.

Submission Name: CVMdemo Last Modified:  01/2172017 03:56:17 P
Report Type: CVM OSC DER SUBHISSIONS Date Packaged:
Outiine Screen: 2.0 Adverse Drug Experiences (ADEs)
Qc ? =
0 you have information regarding Adverse Drug Experiences fo submit? ® e | Il
21 1.0 Submission Selection - Semi Annual (6 menths) DER Cilo
2) 2.0 Adverse Drug Experiences (ADES)
() 3.0 Clinical Data (Animal Experience) Referto the Event Reporting for bsite for acceptable methads for electronic reporting of Form FDA 1932
() 4.0 Quantity Marketed
(¥ 5.0 Current Package Labeling g 12682him
5 ary Of Label Type of Information to Report e O e
(2 6.0 Promotional Waterials
6.1 Information for Promotional Materials = I
ADVERSE DRUG EXPERIENCES
#\  Forthe periodic Adverse Drug Experience reports submitied electranically, answer the following questions
=
* | whatis the total numper of reports being submitted?
* | How many product defects are being suamitied?
* | How many complaints affecting animals are being submitted?
* | How many animals reacted?
Summary of Increased Frequency of Adverse Drug Experiences 9
F RY B B * | 3 Qitems inthe list
Title I Name Date I Size Path I
Question Related Hint === ;1
il - 0}
\) Hintfor: Summary of Increased Frequency of Adverse Drug Experiences

Summary report of increased 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 to the last or previous

feporting 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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Screen: 2.0 Adverse Drug Experiences (ADEs)

Do you have information regarding Adverse Drug Experiences to submit?

® | @ves
I No

f'z Refer to the “Veterinary Adverse Event Reporting for Manufacturers™ website for acceptable methods for electronic reporting of Form FDA 1832

hitp/iwww.fda.gowAnimalVeterinary/SafetyHealth/ReportaProblemiucm212682.htm

Type of Information to Report

v [Mverse Drug Experience Reports associated with this periodic DER were submitted electronicaly]

[~1 summary of Increased Frequency of Adverse Drug Experiences

ADVERSE DRUG EXPERIENCES

@\ Forthe periodic Adverse Drug Experience reports submitted electronically, answer the following questions
=

Whatis the tatal number of reports being submitted?

How many product defects are being submitted?

How many complaints affecting animals are being submitted?

How many animals reacted?

Summary of Increased Frequency of Adverse Drug Experiences

9
Y B @ | 3

Title |

0 items in the list
Path |

Name Date

ol |

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?’.

Screen: 2.0 Adverse Drug Experiences (ADEs)

||l
Do you have information regarding Adverse Drug Experiences to submit? @ | @ ves I
) No

Refer o the terinary Adverse Event Reporting for

rs” website for methods for reporting of Form FDA 1932,
http:/mww fda.goviAnimalVeterinary/SafetyHealth/ReportaProblem/ucm212682 htm

Type of Information to Report [v¥] Adverse Drug Experience Reports associated with this periodic DER were submitted electronically
[v Summary of Increased Frequency of Adverse Drug Experien;

ADVERSE DRUG EXPERIENCES

&\ Forthe periodic Adverse Drug Experience reports submitted electronically, answer the following questions
=

Whatis the total number of reports being submitted?

How many product defects are being submitted?

How many complaints affecting animals are being submitted?

How many animals reacted?

Summary of Increased Frequency of Adverse Drug Experiences [ ] Q
EIEYEYEY YR

Title |

0items in the list
Path |

Name Date

Ie]

Figure 2.2(d): Selection of ‘Summary of Increased Frequency.

...... ' from question ‘Type of Information to Report’ enables the question
of Increased Frequency of Adverse Drug Experiences’

‘Summary

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

Do you have information regarding Adverse Drug Experiences to submit?

@ | @ ves
) Ho
4 E Refer to the "Veterinary Adverse Event Reporting for Manufacturers” website for acceptable methods for electronic reporting of Form FDA 1932
hitp:/mww fda.gov/Animall Y tyl eportaProblem/iucm212682 htm
Type of Information to Report L | |Adverse Drug Experience Reports associated with this periodic DER were submitted electronically
[v] Summary of Increased Freguency of Adverse Drug Experiences
ADVERSE DRUG EXPERIENCES
E \_ Forthe periodic Adverse Drug Experience reports submitted electronically, answer the following questions
=

* | Whatis the total number of reports being submitted?

How many product defects are being submitted?

How many complaints affecting animals are being submitted?

How many animals reacted?

Summary of Increased Freguency of Adverse Drug Experiences

@SN = Q@ & 3

Title. I Name Date.

@

0items in the list

Path

Figure 2.2(e): Selection of ‘Summary of Increased Frequency.
of Increased Frequency of Adverse Drug Experiences’

. from question ‘Type of Information to Report’ enables the question ‘Summary

Screen: 2.0 Adverse Drug Experiences (ADEs) |'
Do you have information regarding Adverse Drug Experiences to submit? ] ) Yes I
oo
& Refer to the “Veterinary Adverse Event Reporting for Manufacturers”™ website for acceptable methods for electronic reporting of Form FDA 1832
hitp:/iwww.fda.gow/Animaly 1

yiSafetyHealth/ReportaProblemiucm212682.htm

Type of Information to Report

ADVERSE DRUG EXPERIENCES

:,'\ For the periodic Adverse Drug Experience reports submitted electronically, answer the following questions
=

* | Whatis the total number of reports being submitted?

How many product defects are being submitted?

How many complaints affecting animals are being submitted?

How many animals reacted?

Summary of Increased Frequency of Adverse Drug Experiences

@ N = @« | &

Title | Name Date

9

0items in the list

]

r

Figure 2.2(f): Selection of ‘No’ to question ‘Do you have information regarding Adverse Drug Experiences to submit?’ navigates to next Node.
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Node 3.0 Clinical Data (Animal Experience)

‘Submission Name: CVMdemo
Report Type: CVM OSC DER SUBMISSIONS

Last Modified:
Date Packaged:

01/21/2017 03:46:17 PM

Outiine | | Screen: 3.0 Ciinical Data (Animal Experience)

> CVM DER SUBMISSIONS |
@ Semi Annual (6 months) DER |

211.0 Submission Selection - Semi Annual (

Do you have Clinical Data (Animal Experience) to submit?

 Yes
I No.

(%] 2.0 Adverse Drug (ADES)

1 2.0 Clinical Data (Animal

Clinical Data (Animal Experience) Attatchment

9

1 4.0 Quantity Marketed
[¥] 5.0 Current Package Labeling

PN =

@ 3

Oitems in the list

Title

| Name Date

Paih |

(%] 6.0 Promotional Materials

[

Question Related Hint

\'J Hint for: Clinical Data (Animal Experience) Aftatchment

during the reporting period.

Provide results of an authoritative and thorough literature search using the established namei(s)
of the animal drug(s). Particularly note published reports of adverse experiences associated with
the active pharmaceutical ingredient (API). Include summaries of any clinical studies completed

Figure 2.3(a): Clinical Data (Animal Experience). Hint for question ‘Clinical Data (Animal Experience) Attachment’.

Screen: 3.0 Clinical Data {(Animal Experience)

Do you have Clinical Data (Animal Experience) to submit?

@ Yes
) o

Clinical Data (Animal Experience) Attatchment:

*w

PR EY R

0items in the list

Title | Name

Date Size

Path

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’.

Page 17



Screen: 3.0 Clinical Data (Animal Experience)}

Do you have Clinical Data (Animal Experience) to submit?

O Yes

® g

Clinical Data {(4nimal Experience) Attatchment:

Q

LERRER T IR N @ | &

0items in the list

Title. | Name. Date Size

Figure 2.3(c): Selection of ‘No’ to question ‘Do you have Clinical Data (Animal Experience) to submit?’ navigates to next Node.

2.3 Node 4.0 Quantity Marketed

Submission Name: CViidemo

Last Modified:  01/23/2017 12:23:27 PM

Report Type: CVM OSC DER SUBMISSIONS Date Packaged:
Outiine [T screen: 4.0 quantity Marketed
2 CVM DER SUBMISSIONS | | Do you nave Quantty Iarketes (Distrioution) Data to susmit
@ semi Annual (6 months) DER | y & ! ) O
s No
(2 1.0 Submission Selection - Semi Annual (6 m: S
(2] 2.0 Adverse Drug (ADEs)
1| &2 3.0 Ciinical Data (animal Experience) QUANTITY MARKETED
) D Quantiyhlarkeied) Quantity Marketed (Distibution) Data Attatchment:
() 5.0 Curent Package Labeling
@SN = * | 3 0 items inthe list
N Title. | Name. Date Size Path |
(2] 6.0 Promotional Haterials j
Pl Lol
NO QUANTITY MARKETED
Flease select one ofthe options: 9
Figure 2.4(a): Quantity Marketed
‘Submission Name: CVidemo Last Modified:  01/22/2017 11:22:36 Al
Report Type: ‘CVM OSC DER SUBHISSIONS Date Packaged:
Outine. [ sereen: 40 quantty Marketea i
9 CVMDER @ semi | Do you have Quantity Marketed (Distribution) Data to submit? @ves |l
1 1.0 Submission Selection - Semi Annual (6 months) DER o
2120 Adverse Drug Experiences (ADEs)
() 2.0 Clinical Data (Animal Experience) —————————————————————————————————————————
@ QUANTITY MARKETED
(¥ 50 Current Package Labeling Quanity Marketed (Distribution) Data Atiaichment °
/=]a[a]s 0 tems e it
Title I Name Date. Size Path I
Rl Lp]
NO QUANTITY MARKETED
Please select one ofthe options: Q

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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Screen: 4.0 Quantity Marketed

i

Do you have Quantity Marketed (Distribution) Data to submit?

Cives | ||
® No

QUANTITY MARKETED

Quantity Marketed (Distribution) Data Aftatchment:

LRI R PN @ | 3

Oitems in the list

Title | Name Date Size

4

[» |

NO QUANTITY MARKETED

Please select one of the options:

ey 2 This product has not been marketed or manufactured

! This is a combination product

Question Related Hint

==

Q Hint for: Please select one of the options

Combination products include combinations of new animal drugs when the active
ingredients or drugs intended for use in the combination have previously been
separately approved (e.g. ADAA combinations)

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:’

2.4 Node 5.0 Current Package Labeling

Submission Name: CVMdemo

Last Modified:  01/2212017 11:22:38 Al

3 o
) 1.0 Submission Sefecton - Semi Annual (5 months) DER Do you have Current Package Labeling to submi

(2] 2.0 Adverse Drug Experiences (ADEs)
(/) 3.0 Clinical Data (Animal Experience)

ReportType: VM OSC DER SUBMISSIONS Date Packaged:
Qutiine Screen: 5.0 Current Package Labeling
Y ) DER

O Yes
) No

(2) 4.0 Quantity Warketed
%] 5.0 Current Package Labeling

(2] 6.0 Promotional Materials

Question Related Hint

==

\J Hintfor: Do you have Current Package Labeling to submit?

Include all approved labels and labeling components, for all container sizes. Labels
andlabeling for distributor-labeled products should also be included if applicable
Forlarge-size package labeling or large shipping carions, a representative copy
must be submitted (e.g. a photo copy of pertinent areas of large feed bags).”

‘where Current Package Labeling is unavailable, provide a statement as to why
Current Package Labeling is not being submitted.

For products that have not been marketed or manufactured, o combination products,

Figure 2.5(a): Current Package Labeling. Hint for question ‘Do you have Current Package Labeling to submit?’
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Submission Name: CVhdemo
Report Type: CVH OSC DER SUBMISSIONS.

Last Modified:
Date Packag

0112212017 11:22:36 Al

Outline.

Screen: 5.0 Current Package Labeling

) CVMDER SUBMISSIONS | @ Semi Annual (6 months) DER |

Q

Do you have Current Package Labeling to submit?

(2] 1.0 Submission Selection - Semi Annual (8 months) DER
) 2.0 Averse Drug Experiences (ADES)
(¥ 3.0 Clinical Data (Animal Experience)
(2] 4.0 Quantity Marketed
) 5.0 Current Package Labeling
L) 5.1 Summary Of Changes And Current Package Labeling

(2] 6.0 Promotional Materials

@ives
Ol

Figure 2.5(b): Selection of ‘Yes’ to question ‘Do you have Current Package Labeling to submit?’ enables Node 5.1

‘Submission Name:
Report Type:

Mdemo
CVM OSC DER SUBMISSIONS:

Last Modified:
Date Packaged:

01/22/2017 11:22:36 AW

Outline

Screen: 5.0 Current Package Labeling

| @ cvmpER susmissions | @ semi Annual (6 montns) DER |

L)

(2) 1.0 Submission Seleclion - Semi Annual (6 months) DER
(¥ 2.0 Averse Drug Experiences (ADEs)

(/) 2.0 Clinical Data (Animal Experience)

(%) 4.0 Quantity Marketed

| /) 5.0 Current Package Labeling

) 5.2 Summary Of Labeling Changes
(2] 6.0 Promational Materials

Do you have Current Package Labeling to submit?

O Yes

o

Figure 2.5(c): Selection of ‘No’ to question ‘Do you have Current Package Labeling to submit?’ enables Node 5.2

2.4.1 Node 5.1 Summary of Changes and Current Package

Labeling

Submission Name: CVhdemo

Last Modified:
Date Packaged:

017222017 11:22:36 AM

ReportType: GV 0SC DER SUBMISSIONS
Outiine. | | screen5.1 summary of Changes and Current Package Laeting
9 CuM DER ® Summary of aveling changes

(7] 1.0 Submission Selection - Semi Annual (6 montns) DER
() 2.0 Adverse Drug Experiences (ADEs)
) 3.0 Clinical Data (Animal Experience)
(7] 4.0 Quantity Marketed
[¥] 5.0 Current Package Labeling
%) 5.1 Summary Of Ghanges And Current Package Labeling

Y EY YR

0 items in the list

Title | Name Date Size | Path

il

[»]

date of bei

@\ - Asummary of any changes in labeling made since the
== 1aveling
- The textbox below has been provided for the summary of labeling changes. For extensive labeling changss, @ summary may be uploaded s a separate document.

the labeling, orifthere have been no changes, the statement of such fact must be included with the

Current Package Labeling Data Attatchment

DEY YR

0 items in the list

Title I Name Date Size | Path

<

d

#\ - Al Current Package Labeling should be uploaded.
= -Include all approved Iabels and|abeling components, for all container sizes. Labels and labeling for distributor-labeled products should also be included if applicable.
- Forlarge-size package labeling or large shipping cartons, a representative copy must be submitted (2.9. a photo copy of pertinent areas of large feed bags).
-For producs that have not been marksted or manufaciured, or combination products, where Current Package Labeling is unavailable, provide a statement as to why Current Package Labeling is not being submitted

Figure 2.5.1(a): Summary Of Changes And Current Package Labeling
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2.4.2 Node 5.2 Summary pf Labeling Changes

() 3.0 Clinical Data (Animal Experience)
(2J 4.0 Quantity Marketed
() 5.0 Current Package Labeling

2] 5.2 Summary Of Labeling Changes
(2] 6.0 Promotional Materials

‘Submission Name: CVMdemo LastModified: 012212017 11:31:1 Al
Report Type: CVM OSC DER SUBMISSIONS Date Packaged:

Outiine || sereen: 5.2 summary Of Labeling Changes.

9 CVMDER s I certify hat there have been no changes ° ‘ O
(%1 1.0 Submission Selection - Semi Annual (6 montns) DER
2 20 Averse Drug Experiences (ADEs) Summary of fabeling changes °

=Jaj e

0 items in the list

Tille

HName Date

ol

#\ - For products that have not been marketed or manufactured, o combination products, where Current Package Labeling is unavailable, provide a statement as to why Current Package Labsling is not being submitied
= - The textbox above has been provided for the summary of labeling changes.

Figure 2.5.2(a): Summary Of Changes And Current Package Labeling

2.5 Node 6.0 Promotional Materials

‘Submission Name: CVdemo LastModified:  01/22/2017 19:31:1 Al

Report Type: CVH 0SC DER SUBMISSIONS. Date Packaged:

Outiine || sereen: 6.0 Promotiona materiais

Somi i (8 month
o 9 DER || Do you have Promotional Materials (Mailing Pisce andior Advertising Materials) to submit? @ | Oves

(2110 Supmission Selection - Semi Annual (6 montns) DER N

(21 2.0 Adverse Drug Experiences (ADEs)

(%1 3.0 Clinical Data (Animal Experience)

(21 £0 Quantity Marketed #\  Ifthe Promotional Material is only available in an unsupporied file type, submit by mail with completed Form FDA 2301 and cover letter referencing this Annual DER submission (nclude date of submission and reporting period) to

(¥15.0 Current Package Labeling = FoodandDrug Administration W

P - . 5 Center for Veterinary Medicine
. i o N Document Control Unit (HFV-199
(2) 5.2 Summary Of Labeling Changes D J

21 6.0 Promtional Materials s

Submission Name: CVdemo Last Modified:  01/22/2017 11:31:1 AU
Report Type: CVH 0SC DER SUBMISSIONS. Date Packaged:

Outline Screen: 6.0 Promotional Materials

2 @ semi ( OER | Do you have Promotional Materials (Hailing Piece and/or Advertising Materials) to submit? ® | Gives
(2] 1.0 Submission Selection - Semi Annual (6 months) DER o
(£ 2.0 Adverse Drug Experiences (ADEs)
(¥/) 2.0 Clinical Data (Animal Experience)
) 4.0 Quanty Marketed )\ iithe Promotional Material is only available in an unsupported il type, subrit by mail with completed Form FDA 2301 and cover leter referencing this Annual DER submission (include date of submission and reporing period) fo
) 5.0 Current Package Labeling = Foodand Drug Administration f

PR 5 Center for Veterinary Medicine

(%] 5.2 Summary Of Labeling Changes
(2] 6.0 Promotional Materials
541 6.1 Informeation for Promational Materials

Dacument Control Unit (HFV-199)
7500 Standish Place
Rockville, MD 20855

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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Submission Name: CVMdemo

Last Modified: ~ 01/2212017 11:31:1 Al
Date Packaged:

Report Type: VN OSC DER SUBMISSIONS

Outine. | | Screen: 6.0 Promotional Materials.
o @ semi DR | Do you have Fromotional Materials (HMailing Piece andior Advertising Materials) to submit? @ | Cives
®ho

) 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 Packags Labeling

(2) 5.2 Summary Of Labeling Changes
() 6.0 Promotional iaterials

Z= Food and Drug Administration
Center for Veterinary Medicine
Document Control Unit (HFV-199)
7500 Standish Place
Rockville, MD 20855

@\ Ifthe Promotional Material is only available in an unsupported file type, submit by mail with completed Form FDA 2301 and cover letter referencing this Annual DER submission (include date of submission and reporting period) to

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

2.5.1 Node 6.1 Information for Promotional Material

‘Submission Name: CVMdemo
Report Type: VM OSC DER SUBHISSIONS.

Last Modified:  01/2212017 11:31:1 Al
Date Packaged:

Outiine

| | sereen: 6.1 mformation for Promationat Materiais

@ @

?

2] 1.0 Submission Selection - Semi Annual (5 monts) DER
() 20 Adverse Drug Experiences (ADES)
(/) 3.0 Clinical Data (Animal Experience)
(2] 4.0 Quantity Marketed
(/] 5.0 Current Package Labeling

(2] 5.2 Summary Of Labeling Changes
(¥ 6.0 Promotional Materials

5201 6.1 Information for Promotional Waterials

C=s 71 =

List ][ Detail

Figure 2.6.1(a): Information for Promotional Materials

This screen supports the data input of tabular ftem 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

Screen: 6.1 Information for Promotional Materials

[ ) | - H Y ] [ Info
Date of Issuance
Type of Material
Identification Code (Code Mo., efc.) e
Please selectthe appropriate option/options. L] ] Web Link
[ File Upload
Web Link
Promotional Materials Aftatchment: Q
] Y = Q T 3 0 items in the list
Title. Name Date. Size Pain
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Figure 2.6.1(b): Clicking the ‘+’ navigates to the questions associated with Promotional Materials.

Screen: 6.1 Information for Promotional Materials
v
I o “ = ][ @ ] I List Info @ =
Date of Issuance L] ‘ I
Type of Material @
[ |
Identification Code (Code No., etc.) ]
[ |
Please select the appropriate option/options L BRF
[ File Upload
Web Link
|
Promotional Materials Attatchment: Q
@ S - Q @ 3 0items in the list
Title \ Name Date \ Size Path \
Il D |
Figure 2.6.1(c): Selecting ‘Web link’ on question ‘Please select the appropriate option/options.’ enables question ‘Web link’.
Screen: 6.1 Information for Promotional Materials
v
[ B “ E I[ =Y ] I List Info A 3
Date of Issuance ° ‘ I
Type of Material [ ]
[ |
Identification Code (Code No., etc.) ]
[ |
Please select the appropriate option/options [ ] [v] Web Link
vl
Web Link
[ |
Promotional Materials Attatchment @
wp 3 - Q @ 5 0items in the list
Title I Name. Date I Size Path I
a [ |

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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| screen: 6.1 Information for Promotional Materials

] 9
[ 2 | | =l J Deta | ito ] J ©
Date of Issuance e |_/_f_
Type of Material [
[ |
Identification Code (Code No., etc.) ]
[ |
Please selectthe appropriate option/options [ ] D@
v File Upload
Web Link
[ |
Promotional Materials Attatchment: Q
l ] J‘ Y | =] | Q | @ ‘ 3 0items in the list
Title. | Name Date Size. Path |

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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