






















REPORT INFORMATION

Report Profile

Report Version

Report Category

Submitted

FDA ICSR ID

Submitted by

Report Identifying Information

Please enter a title to help you identify
this report. Consider using your firm's

internal case tracking number for
simplified recordkeeping

What type of report are you submitting?

Enter the date you received the initial
report:

How did the initial reporter learn of the
serious adverse event or product

problem? (check all that apply)

If other, please describe

Regulatory Status



Contact Information - Manufacturer, Packer, or Distributor Site
Information

My account address is the same as the
manufacturer, packer, or distributor

address

Organization name

Organization type

Food facility registration number

Country

Street address line 1

Street address line 2

City/Town

State

State/Province

Mail/ZIP Code

Postal Code

I am the point of contact for the facility
listed above

First name

Last name

Job title

Email

Confirm email

Primary phone

Other phone

Fax

Contact Information- Report Submitter

Contact Information - Initial Reporter

Did the initial reporter indicate that they
also reported the event to the FDA?

Does the initial reporter wish to remain
anonymous to the FDA?



Salutation

First name

Last name

Email

Confirm email

Phone

Country

Street address line 1

Street address line 2

City/Town

State

Mail/ZIP code

Was the initial reporter a healthcare
professional?

Relevant Details

Patient identifier

Gender

Age at time of event, <i>if unknown,
please enter Date of birth below</i>

Select unit of measure

Date of birth

Weight

Select unit of measure

Height

Select unit of measure

Problem Details

Outcomes attributed to adverse event
(check all that apply)

If other, please describe

Date of death

Please describe the event or problem

Date of event

Duration of adverse event



Select unit of measure

Please provide relevant medical history,
including pre-existing conditions (e.g.

allergies, race, pregnancy, smoking and
alcohol use, liver/kidney problems, etc.) :

Do you have any relevant
tests/laboratory data information to

report?

Adverse Event Terms

Relevant Tests/Laboratory Data

Product Information

Select full name of product as it appears
on the package label

Full name of product as it appears on the
package label

Product manufacturer, packer or
distributor

Product strength

Select unit of measure

Barcode identifier

Select identifier type

If other, please describe

Diagnosis or reason for use (indication):

Lot number

Expiration/use-by date

Product Use Details

Dates of product use (estimate if
necessary) if dates are unknown, please

estimate duration of use below. Start:

End:

Duration of product use



Select unit of measure

Frequency of consumption

Select unit of measure

Amount consumed per serving

Select unit of measure

Administration route

Did the event stop when product use
stopped or amount consumed was

reduced?

Did the event reoccur when product use
resumed?

Please provide any notes describing the
product's usage.

Ingredient Details

Ingredient name

If other, please describe

Ingredient amount

Select unit of measure

Ingredient Details

Ingredient name

If other, please describe

Ingredient amount

Select unit of measure

Ingredient Details

Ingredient name

Ingredient amount

Select unit of measure

Product Information



Select full name of product as it appears
on the package label

Full name of product as it appears on the
package label

Product manufacturer, packer or
distributor

Product strength

Select unit of measure

Barcode identifier

Select identifier type

If other, please describe

Diagnosis or reason for use (indication):

Lot number

Expiration/use-by date

Product Use Details

Dates of product use (estimate if
necessary) if dates are unknown, please

estimate duration of use below. Start:

End:

Duration of product use

Select unit of measure

Frequency of consumption

Select unit of measure

Amount consumed per serving

Select unit of measure

Administration route

Did the event stop when product use
stopped or amount consumed was

reduced?

Did the event reoccur when product use
resumed?

Please provide any notes describing the
product's usage.

Ingredient Details

Ingredient name

If other, please describe



Ingredient amount

Select unit of measure

Ingredient Details

Ingredient name

If other, please describe

Ingredient amount

Select unit of measure

Ingredient Details

Ingredient name

If other, please describe

Ingredient amount

Select unit of measure

Ingredient Details

Ingredient name

Ingredient amount

Select unit of measure

Product Information

Select full name of product as it appears
on the package label

Full name of product as it appears on the
package label

Product manufacturer, packer or
distributor

Product strength

Select unit of measure

Barcode identifier

Select identifier type

If other, please describe



Diagnosis or reason for use (indication):

Lot number

Expiration/use-by date

Product Use Details

Dates of product use (estimate if
necessary) if dates are unknown, please

estimate duration of use below. Start:

End:

Duration of product use

Select unit of measure

Frequency of consumption

Select unit of measure

Amount consumed per serving

Select unit of measure

Administration route

Did the event stop when product use
stopped or amount consumed was

reduced?

Did the event reoccur when product use
resumed?

Please provide any notes describing the
product's usage.

Ingredient Details

Ingredient name

If other, please describe

Ingredient amount

Select unit of measure

Ingredient Details

Ingredient name

If other, please describe

Ingredient amount

Select unit of measure



Ingredient Details

Ingredient name

If other, please describe

Ingredient amount

Select unit of measure

Ingredient Details

Ingredient name

Ingredient amount

Select unit of measure

Product Information

Select full name of product as it appears
on the package label

Full name of product as it appears on the
package label

Product manufacturer, packer or
distributor

Product strength

Select unit of measure

Barcode identifier

Select identifier type

If other, please describe

Diagnosis or reason for use (indication):

Lot number

Expiration/use-by date

Product Use Details

Dates of product use (estimate if
necessary) if dates are unknown, please

estimate duration of use below. Start:

End:



Duration of product use

Select unit of measure

Frequency of consumption

Select unit of measure

Amount consumed per serving

Select unit of measure

Administration route

Did the event stop when product use
stopped or amount consumed was

reduced?

Did the event reoccur when product use
resumed?

Please provide any notes describing the
product's usage.

Ingredient Details

Ingredient name

If other, please describe

Ingredient amount

Select unit of measure

Ingredient Details

Ingredient name

If other, please describe

Ingredient amount

Select unit of measure

Ingredient Details

Ingredient name

If other, please describe

Ingredient amount

Select unit of measure



Ingredient Details

Ingredient name

Ingredient amount

Select unit of measure

Product Information

Select full name of product as it appears
on the package label

Full name of product as it appears on the
package label

Product manufacturer, packer or
distributor

Product strength

Select unit of measure

Barcode identifier

Select identifier type

If other, please describe

Diagnosis or reason for use (indication):

Lot number

Expiration/use-by date

Product Use Details

Dates of product use (estimate if
necessary) if dates are unknown, please

estimate duration of use below. Start:

End:

Duration of product use

Select unit of measure

Frequency of consumption

Select unit of measure

Amount consumed per serving

Select unit of measure

Administration route

Did the event stop when product use
stopped or amount consumed was

reduced?



Did the event reoccur when product use
resumed?

Please provide any notes describing the
product's usage.

Ingredient Details

Ingredient name

If other, please describe

Ingredient amount

Select unit of measure

Ingredient Details

Ingredient name

If other, please describe

Ingredient amount

Select unit of measure

Ingredient Details

Ingredient name

If other, please describe

Ingredient amount

Select unit of measure

Ingredient Details

Ingredient name

Ingredient amount

Select unit of measure

Product Relevant Details

I have reviewed the ingredients listed for



each product, if available, and made any
necessary corrections

Concomitant Product Information

Select full name of product as it appears
on the package label

Full name of product as it appears on the
package label

Product manufacturer, packer, distributor
or other responsible party

Product strength

Select unit of measure

Barcode identifier

Select identifier type

If other, please describe

Diagnosis or reason for use (indication):

Lot number

Expiration/use-by date

Concomitant Product Use Details

Dates of product use (estimate if
necessary) if dates are unknown, please

estimate duration of use below. Start:

End:

Duration of product use

Select unit of measure

Frequency of consumption/use

Select unit of measure

Amount consumed per serving

Select unit of measure

Administration route

Please provide any notes describing the
product's usage:

Concomitant Ingredient Details

Ingredient name



If other, please describe

Ingredient amount

Select unit of measure

Concomitant Ingredient Details

Ingredient name

If other, please describe

Ingredient amount

Select unit of measure

Concomitant Ingredient Details

Ingredient name

Ingredient amount

Select unit of measure

Concomitant Product Information

Select full name of product as it appears
on the package label

Full name of product as it appears on the
package label

Product manufacturer, packer, distributor
or other responsible party

Product strength

Select unit of measure

Barcode identifier

Select identifier type

If other, please describe

Diagnosis or reason for use (indication):

Lot number

Expiration/use-by date

Concomitant Product Use Details



Dates of product use (estimate if
necessary) if dates are unknown, please

estimate duration of use below. Start:

End:

Duration of product use

Select unit of measure

Frequency of consumption/use

Select unit of measure

Amount consumed per serving

Select unit of measure

Administration route

Please provide any notes describing the
product's usage:

Concomitant Ingredient Details

Ingredient name

If other, please describe

Ingredient amount

Select unit of measure

Concomitant Ingredient Details

Ingredient name

If other, please describe

Ingredient amount

Select unit of measure

Concomitant Ingredient Details

Ingredient name

If other, please describe

Ingredient amount

Select unit of measure



Concomitant Ingredient Details

Ingredient name

If other, please describe

Ingredient amount

Select unit of measure

Concomitant Product Information

Select full name of product as it appears
on the package label

Full name of product as it appears on the
package label

Product manufacturer, packer, distributor
or other responsible party

Product strength

Select unit of measure

Barcode identifier

Select identifier type

If other, please describe

Diagnosis or reason for use (indication):

Lot number

Expiration/use-by date

Concomitant Product Use Details

Dates of product use (estimate if
necessary) if dates are unknown, please

estimate duration of use below. Start:

End:

Duration of product use

Select unit of measure

Frequency of consumption/use

Select unit of measure

Amount consumed per serving

Select unit of measure

Administration route

Please provide any notes describing the
product's usage:



Concomitant Ingredient Details

Ingredient name

If other, please describe

Ingredient amount

Select unit of measure

Concomitant Ingredient Details

Ingredient name

If other, please describe

Ingredient amount

Select unit of measure

Concomitant Ingredient Details

Ingredient name

If other, please describe

Ingredient amount

Select unit of measure

Concomitant Ingredient Details

Ingredient name

Ingredient amount

Select unit of measure

Concomitant Product Information

Select full name of product as it appears
on the package label

Full name of product as it appears on the
package label



Product manufacturer, packer, distributor
or other responsible party

Product strength

Select unit of measure

Barcode identifier

Select identifier type

If other, please describe

Diagnosis or reason for use (indication):

Lot number

Expiration/use-by date

Concomitant Product Use Details

Dates of product use (estimate if
necessary) if dates are unknown, please

estimate duration of use below. Start:

End:

Duration of product use

Select unit of measure

Frequency of consumption/use

Select unit of measure

Amount consumed per serving

Select unit of measure

Administration route

Please provide any notes describing the
product's usage:

Concomitant Ingredient Details

Ingredient name

If other, please describe

Ingredient amount

Select unit of measure

Concomitant Ingredient Details

Ingredient name



If other, please describe

Ingredient amount

Select unit of measure

Concomitant Ingredient Details

Ingredient name

If other, please describe

Ingredient amount

Select unit of measure

Concomitant Ingredient Details

Ingredient name

Ingredient amount

Select unit of measure

Concomitant Product Information

Select full name of product as it appears
on the package label

Full name of product as it appears on the
package label

Product manufacturer, packer, distributor
or other responsible party

Product strength

Select unit of measure

Barcode identifier

Select identifier type

If other, please describe

Diagnosis or reason for use (indication):

Lot number

Expiration/use-by date

Concomitant Product Use Details



Dates of product use (estimate if
necessary) if dates are unknown, please

estimate duration of use below. Start:

End:

Duration of product use

Select unit of measure

Frequency of consumption/use

Select unit of measure

Amount consumed per serving

Select unit of measure

Administration route

Please provide any notes describing the
product's usage:

Concomitant Ingredient Details

Ingredient name

If other, please describe

Ingredient amount

Select unit of measure

Concomitant Ingredient Details

Ingredient name

If other, please describe

Ingredient amount

Select unit of measure

Concomitant Ingredient Details

Ingredient name

If other, please describe

Ingredient amount

Select unit of measure



Concomitant Ingredient Details

Ingredient name

Ingredient amount

Select unit of measure

Concomitant Product Relevant Details

I have reviewed the ingredients listed for
each product, if available, and made any

necessary corrections

HL7 Batch Information

HL7 Batch Control Information

Submitting Organization Id

HL7 Batch Sender Information

Sender Id

Job Title

Phone

Email

HL7 Batch Receiver Information

Batch Receiver (Root)

Batch Receiver (Extension)

HL7 Message Information



HL7 Message Control Information

Unique Sender Identifier

Profile Identifier

HL7 Message Sender Information

Unique Sender Identifier

Organization Name

Title

HL7 Message Receiver Information

Message Receiver Id

Attached Files




































