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Overview

The Food & Drug Administration currently receives 

over 250,000 product complaints and inquires per 

year. Complaints are received via MedWatch Online, 

Safety Reporting Portal (SRP), Email, Mail or Fax. These 

complaints can result in important actions including 

product recalls, warning letters, and license 

suspensions and other enforcement actions. 

Complaints are a critical source of data for the FDA 

oversight functionality in ensuring consumer safety.

Users and Scenarios

Streamline the complaint and inquiry process for public 

external users, as well as simplifying the 

communication of data to the Centers.

Scope

Creation of a central intake form for voluntary 

complaints for the following centers:

a. Center for Drug Evaluation & Research (CDER)

b. Human Foods Program (HFP)

c. Center for Devices & Radiological Health 

(CDRH)

d. Center for Biologics Evaluation & Research 

(CBER)

e. Center for Tobacco Products (CTP)

f. Center for Veterinary Medicine (CVM)

g. Office of Cosmetics & Colors (OCAC)

Re-direction of complaints that fall outside of above 

Centers to appropriate federal agencies

Acknowledgement of complaint submission and 

how the FDA will utilize the information from the 

complaint

Reduce or sunset redundant web pages or 

subdomains

Create a data set of complaint submissions 

capable of supporting AI/ML integration in the 

future

Insights & Opportunities

Today, the FDA has multiple intake points for 

consumer complaints and inquiries across various 

channels.

Users are left to attempt to navigate these multiple 

channels on their own, with no or very little 

assurance on whether their message has made it 

to the right place.

There is an estimated drop off rate of 70-90%, 

meaning a lot of potential valuable data is lost 

before it can be submitted.

Since complaints and inquiries may need to go 

through internal triaging and routing which means 

either complaints are can be delayed in reaching 

the right destination or dropped entirely.

Goal

Provide a central public-facing point of entry for 

voluntary complaints on FDA.gov that will not only be 

seamless for the public to use but also result in more 

accurate and timely receipt of data to FDA Centers to 

be better equipped to act upon them.

Time and key moments

Phase

Process step

User

Touchpoints

Additional information

Report a problem to the FDA What was the product? Tell us what happened Upload product photos Product name UPC number Describe what happened step by step and timing When did this happen? Did hospitalization/death happen? Upload any additional information Did you already report this problem? Tell us about who was harmed How to reach you Review your submission Report successfully submitted

Federalist screenshots

Globally

No reason for search bar in header

Menu bar is broken/empty

USA banner, header, body content and 

footer is not left and right aligned 

Buttons are not left aligned with 

content 

Footer is too large and content is not 

centered

Content is formatted for mobile users 

Titles are missing

No breadcrumbs other than back button

User reads 

content and 

decides to 

proceed with 

complaint

User clicks 

"Get Started" 

button

User decides 

chooses one 

product 

category

User clicks 

"Continue" 

button

User decides 

chooses one 

product 

category

User clicks 

"Continue" 

button

Tile checkbox component is being used. 

If we want to use this style component, 

we'll have to apply it to the radio buttons 

as well or easier... remove it 

User may use 

another 

device to take 

a picture

User may email 

or airdrop to 

send picture to a 

desktop device

User 

potentially 

uploads 

several 

pictures 

Barcode, lot 

number, or 

expiration 

dates

Description includes, "any text on the 

package," which may be confusing to the 

user 

User types in 

product name 

and brand

User types in 

UPC number

   Repeating

User may have already uploaded an 

image of the UPC number on the photos 

page

If UPC number is entered, NDC number 

is also entered

User explains 

what 

happened

Step by step

How long did 

it take before 

problems 

started

Did issues go 

away after 

stopping the 

product

The small text area and character limit 

may be too small for some users if an 

issue occurred for a long period of time

If description is over character limit, an 

error message is displayed but still allows 

user to proceed 

User selects 

the month, 

day and year 

   Repeating

The user may have already described a 

timeline with dates on the previous page

User may not know the approximate date

User may not know if this should be the 

start date or a date range

User selects if 

hospitalization 

or death 

occurred

If one of these 

options is 

selected, user 

provides more 

information 

The small text area and character limit 

may be too small for some users 

User 

potentially 

uploads 

several 

pictures 

   Repeating

User uploaded files on a previous page

User may have to pause for an unknown 

amount of time to track down medical 

records, receipts and documentation

Potential PII 

User needs to 

find physical 

packaging and 

information

User may use 

another 

device to take 

a picture

User may email 

or airdrop to 

send picture to a 

desktop device

User needs to 

find physical 

medical 

records

 Pain    Timeout Pain

 Pain    Timeout

User selects yes 

or no if they've 

previously 

reported this 

problem

Age field is too small to display 2 

numbers

The small text area and character limit 

may be too small for some users for 

medical details

If description is over character limit, an 

error message is displayed but still allows 

user to proceed 

 Pain

User provides 

more information 

about person 

that was harmed 

using a product

Age, sex

Provides 

additional 

medical 

details

If user wants to 

stay anonymous, 

user proceeds to 

the next page

If user wants to 

provide contact 

information, 

name, email and 

phone number is 

provided

First name and last name should replace 

the form field labels

Provide your email or phone number isn't 

styled as a heading and marked as 

required

User reviews 

all data 

previously 

entered

User can click 

edit to 

change 

answers

User clicks 

submit to 

submit report

Some information is missing on the 

review page

"Tap" should be replaced with "Click"

"Did any of the following happen" 

appears twice

Yes/No should appear as an answer 

instead of "falsePreviouslyReported"

Yes/No should appear as an answer for 

Can we contact you

User 

acknowledges 

success 

message

Content has no padding on the edge of 

the page

Content is formatted in 4 separate 

sentences

Report a problem to the FDA What was the product? Report type Contact informationNew guest report Product detailsProblem summary Vet visits Attachments Submission Report a problem to the FDA What was the product? Report online or Paper form Patient informationReport an adverse event Facility informationReporter information Vaccine information Attachments Submission

Report a problem to the FDA Welcome / Type of report Device information Patient informationPatient / What happened Review and submitReporter information Thank you / submission Consumer/Patient paper form 3500B

3500B-printable.pdf

Safety Reporting Tool 

Screenshots

Vaccine Adverse Event 

Reporting System (VAERS) 

Screenshots

MedWatch screenshots

What happened Device information Concomitant product informationProduct info Review and submitReporter information Thank you / submission Paper form 3500 for professionalsPatient / What happened

Start of 

Health Professional flow


