
Submit the ADE to the FDA MedWatch program. 

It is important that you document Indian Health Service on the form, 
either at the top or in the reporter section. 

There are a couple of options available for submitting the ADE: 
• Go to the FDA MedWatch website and complete the online submission. 
• Fill out the FDA 3500 form and fax or mail to the MedWatch program. 
• Use the ADE template in the RPMS-EHR and mail or fax the note to the MedWatch program. 
A benefit of using the EHR template: the ADE is documented in the medical record as a note 
and reduces the need for ‘double documentation’ by filling it out online or paper. 

1. To use the ADE template, create a new note with the Adverse Reaction/Allergy note title. 
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2. Choose the Adverse Drug Event note 
template. The template will populate most of 
the required information to make filling out the 
form quick and easy. You will need to enter 
information related to the ADE such as the 
clinical course. 

If you do not have an Adverse Drug Event 
template, you can download it on the RPMS 
EHR website. Talk to your Clinical Application 
Coordinator about adding the template to your 
EHR. 
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3. At the end of the note you will find the 
instructions for mailing or faxing the note 
to the FDA MedWatch program: 
i. Complete the note 
ii. Sign the note 
iii. Print the note 
iv. Fax or mail the note to the FDA 

MedWatch program 

3 

https://www.accessdata.fda.gov/scripts/medwatch/index.cfm?action=professional.reporting1
https://www.fda.gov/media/76299/download
https://www.ihs.gov/ehr/ftpfiles/?p=ehr%5CTemplates%5CTIU+Note+Templates%5CBy+Clinic%5CAdverse+Drug+Event%5CAdverse+Drug+Event.txml&flname=Adverse%20Drug%20Event.txml&download=1


Fequently asked Questions about submitting the FDA MedWatch form: 

Who is responsible for completing and submitting the ADE to the FDA? 
Any clinician can submit the FDA MedWatch form. Work with your staff to develop a local process for 
ensuring the submissions are completed and submitted. 

Are we allowed to send protected health information to the FDA? 
Yes. IHS clinicians are permitted under HIPAA to submit adverse drug events to the FDA MedWatch 
program. More information can be found on the FDA website. 

Do you need to include all of the information in the template to the FDA MedWatch program? 
No. You only need to submit the information that is relevant to the ADE. This includes the information 
about the ADE as well as information that may help the FDA better understand the potential risks or 
causes of the ADE. You can remove information that you deem not appropriate to include but you 
must always include at least these four items: 
i. A way to identify the patient 
ii. Suspected cause of the ADE 
iii. Description of the ADE that occurred 
iv. Reporter information 

Additional information is extremely helpful when identifying associations or additional risks that may 
be related to the ADE. 

How soon does an ADE need to be submitted? 
There are not timelines on when ADEs must be submitted, but best practice is to collect, document, 
and submit the ADE as quickly as possible to promote capturing the data while it is fresh and to 
address potential ADEs early. 

https://www.fda.gov/safety/reporting-serious-problems-fda/hipaa-compliance-reporters-fda-medwatch



