
DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration

MEDWATCH 
Consumer Voluntary Reporting 

(FORM FDA 3500B)

Form Approved: OMB No. 0910-0291
Expiration Date: 11/30/2021
(See PRA Statement below)

When do I use this form?
You were hurt or had a bad side effect (including new  
or worsening symptoms) after taking a drug or using a  
medical device or product.

•  

You used a drug, product, or medical device incorrectly  
which could have or led to unsafe use.

•  

You noticed a problem with the quality of the drug,  
product or medical device.

•  

You had problems with how a drug worked after  
switching from one maker to another maker.

•  

Don’t use this form to report:
Vaccines – report problems to the Vaccine Adverse  
Event Reporting System (VAERS).

•  

Investigational drugs or medical devices (those being  
studied) – report problems to your doctor or to the  
contact person listed in the clinical trial.

•  

Will the information I report be kept private?
The FDA recognizes that privacy is an important concern,  
so you should know:

We ask only for the name and contact information of the 
person filling out the form in case we need more  
information.

• 

Your name and contact information may be shared  
with the company that makes the product to help them  
better understand the problem you are reporting,  
unless you request otherwise (see Section F).

•  

What types of products should I use this form  
for?

Drugs, including prescription or over-the-counter  
medicines, and biologics, such as human cells and 
tissues used for transplantation (for example, tendons, 
ligaments, and bone) and gene therapies

• 

Medical devices, including any health-related kit, test,  
tool, or piece of equipment (such as breast implants,  
pacemakers, diabetes glucose-test kits, hearing aids,  
breast pumps, and many others)

•  

Cosmetics such as moisturizers, makeup, shampoos 
and conditioners, face and body washes, deodorants, 
nail care products, hair dyes and relaxers, and tattoos

•  

Foods (including beverages and ingredients added to 
foods)

•  

Are there specific instructions for filling out the  
form?
•  Fill in as much information as possible and send in the  

report even if you do not have all the information.
•  You can fill out this form yourself or have someone fill it  

out for you. If you need help, you may want to talk with  
your health professional.

•  Feel free to include or attach an image of the product.   
Please do not send the products to the FDA.

How will I know the FDA has received my form?
•  You will receive a reply from the FDA after we receive  

your report. We will personally contact you only if we  
need additional information.

•  Your report will become part of a database so that it can 
be reviewed and compared to other reports by an FDA 
safety evaluator who will determine what steps to take.

How can I contact the FDA if I have questions?
Toll-free line: 1-800-332-1088 
To report online: www.fda.gov/medwatch/report.htm

The information below applies only to requirements of the Paperwork Reduction Act of 1995. 
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 the address to the right:

OMB 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.”

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov

DO NOT SEND YOUR COMPLETED FORM  
TO THIS PRA STAFF ADDRESS.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration

MEDWATCH 
Consumer Voluntary Reporting 

(FORM FDA 3500B)

Form Approved: OMB No. 0910-0291
Expiration Date: 11/30/2021

(See PRA Statement on preceding 
general information page)

Note: For date prompts of  “dd-mmm-yyyy” please use 2-digit day, 3-letter month abbreviation, and 4-digit year; for example, 01-Jul-2018.

Section A – About the Problem
1. What kind of problem was it? (Check all that apply)

Were hurt or had a bad side effect (including new or  
worsening symptoms)

Used a product incorrectly which could have or led to a  
problem

Noticed a problem with the quality of the product

Had problems after switching from one product maker  
to another maker

2. Did any of the following happen? (Check all that apply)

Hospitalization – admitted or stayed longer

Required help to prevent permanent harm 

Disability or health problem

Birth defect

Life-threatening

Death (include date)(dd-mmm-yyyy):

Other serious/important medical incident (Please describe below)

3. Date the problem occurred (dd-mmm-yyyy)

4. Tell us what happened and how it happened. (Include as many details as possible FDA may reach out to you for any additional 
documents if necessary)

5. Relevant Tests/Laboratory Data Date Relevant Tests/Laboratory Data Date

Additional Comments

For a problem with a product, including
prescription or over-the-counter medicine•  
biologics, such as blood transfusions, gene therapies, and human cells 
and tissue transplants (for example, tendons, bone, and corneas) 

•  

nutrition products, such as vitamins and minerals, herbal remedies, infant  
formulas, and medical foods

•  

cosmetics or make-up products•  
foods (including beverages and ingredients added to foods)•  

 Go to Section C

FORM FDA 3500B (11/18) MedWatch Consumer Voluntary Reporting Page 1 of 4
      EF



Section A – About the Problem (continued)

For a problem with a medical device, including
any health-related test, tool, or piece of equipment•  
health-related kits, such as glucose monitoring kits or blood pressure cuffs•  
implants, such as breast implants, pacemakers, or catheters•  
other consumer health products, such as contact lenses, hearing aids, and  
breast pumps

•  
 Go to Section D 

(Skip Section C)

For more information, visit http://www.fda.gov/MedWatch Submission of a report does not constitute an admission that medical  
personnel or the product caused or contributed to the event.

Section B – Product Availability
1. Do you still have the product in case 

we need to evaluate it? (Do not send 
the product to FDA. We will contact 
you directly if we need it.)

Yes No

2. Do you have a picture of the product? (check yes if you are including 
a picture)

Yes

Section C – About the Products
1. This report is about Drug Cosmetic, Dietary Supplement or Food/Medical Food

2. Name(s) of the product as it appears on the box, bottle, or package (Include as many names as you see)

3. Check if therapy is on-going

4. Name(s) of the company that makes (or compounds) the product

5. Product Type (check all that apply)

Over-the-Counter Compounded by a Pharmacy or 
an Outsourcing Facility

Generic   Biosimilar

6. Expiration date (dd-mmm-yyyy) 7. Lot number 8. NDC number

9. Strength (for example, 
250 mg per 500 mL 
or 1 g)

10. Quantity (for example, 
2 pills, 2 puffs, or 1 
teaspoon, etc.)

11. Frequency (for example,  
twice daily or at bedtime)

12. How was it taken or used (for example, 
by mouth, injection, or on the skin)?

13a. Date the person first started        
taking  or using the product (dd-
mmm-yyyy):

13b. Date the person stopped 
taking or using the product 
(dd-mmm-yyyy):

14. Give best estimate of duration 

15. Why was the person using the product? (such as, what condition 
was it supposed to treat)

16. Did the problem stop after the  
person reduced the dose or stopped 
taking or using the product? Yes No

17. Did the problem return if the person started taking or 
using  the product again?

Yes No Didn’t restart

Go to Section E (Skip Section D)

For more information, visit http://www.fda.gov/MedWatch Submission of a report does not constitute an admission that medical  
personnel or the product caused or contributed to the event.
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Section D – About the Medical Device
1. Name of medical device

2. Name of the company that makes the medical device

3. Model number 4. Catalog number 5. Lot number 6. Serial number 7. UDI number 8. Expiration date 
(dd-mmm-yyyy)

9. Was someone operating 
the medical device when 
the problem occurred?

Yes No

If yes, who was operating it?

The person who had the problem A health professional (such as a doctor, nurse, or aide)

Someone else (Please explain who)

10. For implanted medical devices ONLY (such as pacemakers, breast implants, etc.)
Date the implant was put in (dd-mmm-yyyy) Date the implant was taken out (If relevant) (dd-mmm-yyyy)

Go to Section E

Section E – About the Person Who Had the Problem
1. Person’s Initials 2. Gender

Female Male

Intersex Transgender

Prefer not to disclose

3. Age (specify unit of time for age)
Year(s)

Week(s)

Month(s)

Day(s)

4. Date of Birth 
(dd-mmm-yyyy)

5. Weight (Specify lbs or kg)

lb kg

6. Ethnicity (Choose only one)

Hispanic/Latino
Not Hispanic/Latino

7. Race (Choose all that apply)
American Indian or Alaskan Native

Native Hawaiian or Other Pacific Islander 

Asian

White

Black or African 
American

8. List known medical conditions. (Such as diabetes, high blood pressure, cancer, heart disease, or others)

9. Please list all allergies (such as to drugs, foods, pollen or others)

10. List any other important information about the person (such as smoking, pregnancy, alcohol use, etc.)

11. List all current prescription medications and medical devices being used.

12. List all over-the-counter medications and any vitamins, minerals, supplements, and herbal remedies being used.

 Go to Section F

For more information, visit http://www.fda.gov/MedWatch Submission of a report does not constitute an admission that medical  
personnel or the product caused or contributed to the event.
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Section F – About the Person Filling Out This Form
We will contact you only if we need additional information.

1. Last name 2. First name

3. Number/Street 4. City and State/Province

5. ZIP or Postal code 6. Country

7. Telephone number 8. Email address 9. Today’s date (dd-mmm-yyyy)

10. Did you report this problem to the company that makes the product (the manufacturer/compounder)? Yes No

11. If you do NOT want your identity disclosed to the manufacturer, place an "X" in this box: 

Send This Report by Mail or Fax
Keep the product in case the FDA wants to contact you for more information. Please do not send products to the FDA.  
Mail or fax the form to: MedWatch, Food and Drug Administration, 5600 Fishers Lane, Rockville, MD 20852; FAX:  
800-332-0178 (toll-free).

Thank you for helping us protect the public health.

For more information, visit http://www.fda.gov/MedWatch Submission of a report does not constitute an admission that medical  
personnel or the product caused or contributed to the event.
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FORM FDA 3500B
PSC Publishing Services
HHS/FDA
MedWatch Consumer Voluntary Reporting
DEPARTMENT OF HEALTH AND HUMAN SERVICES Food and Drug Administration
MEDWATCHConsumer Voluntary Reporting(FORM FDA 3500B)
MEDWATCHConsumer Voluntary Reporting(FORM FDA 3500 B).
FDA logo.
Form Approved: OMB No. 0910-0291
Form Approved: O M B Number 0 9 1 0 - 0 2 9 1.
Expiration Date: 11/30/2021
Expiration Date: September 30, 2018.
(See PRA Statement below)
(See P R A Statement below).
When do I use this form?
You were hurt or had a bad side effect (including new  or worsening symptoms) after taking a drug or using a  medical device or product.
bullet. You were hurt or had a bad side effect (including new or worsening symptoms) after taking a drug or using a  medical device or product.
•  
You used a drug, product, or medical device incorrectly  which could have or led to unsafe use.
bullet. You used a drug, product, or medical device incorrectly  which could have or led to unsafe use.
•  
You noticed a problem with the quality of the drug,  product or medical device.
bullet. You noticed a problem with the quality of the drug,  product or medical device.
•  
You had problems with how a drug worked after  switching from one maker to another maker.
bullet. You had problems with how a drug worked after switching from one maker to another maker.
•  
Don’t use this form to report:
Vaccines – report problems to the Vaccine Adverse  Event Reporting System (VAERS).
bullet. Vaccines – report problems to the Vaccine Adverse Event Reporting System (V A E R S).
•  
Investigational drugs or medical devices (those being  studied) – report problems to your doctor or to the  contact person listed in the clinical trial.
bullet. Investigational drugs or medical devices (those being  studied) – report problems to your doctor or to the  contact person listed in the clinical trial.
•  
Will the information I report be kept private?
The FDA recognizes that privacy is an important concern,  so you should know:
We ask only for the name and contact information of the person filling out the form in case we need more  information.
bullet. We ask only for the name and contact information of the person filling out the form in case we need more  information.
• 
Your name and contact information may be shared  with the company that makes the product to help them  better understand the problem you are reporting,  unless you request otherwise (see Section F).
bullet. Your name and contact information may be shared with the company that makes the product to help them better understand the problem you are reporting, unless you request otherwise (see Section F).
•  
What types of products should I use this form  for?
Drugs, including prescription or over-the-counter  medicines, and biologics, such as human cells and tissues used for transplantation (for example, tendons, ligaments, and bone) and gene therapies
bullet. Drugs, including prescription or over the counter medicines, and biologics, such as human cells and tissues used for transplantation (for example, tendons, ligaments, and bone) and gene therapies.
• 
Medical devices, including any health-related kit, test,  tool, or piece of equipment (such as breast implants,  pacemakers, diabetes glucose-test kits, hearing aids,  breast pumps, and many others)
bullet. Medical devices, including any health related kit, test, tool, or piece of equipment (such as breast implants,  pacemakers, diabetes glucose test kits, hearing aids, breast pumps, and many others).
•  
Cosmetics such as moisturizers, makeup, shampoos and conditioners, face and body washes, deodorants, nail care products, hair dyes and relaxers, and tattoos
bullet. Cosmetics such as moisturizers, makeup, shampoos and conditioners, face and body washes, deodorants, nail care products, hair dyes and relaxers, and tattoos.
•  
Foods (including beverages and ingredients added to foods)
bullet. Foods (including beverages and ingredients added to  foods).
•  
Are there specific instructions for filling out the  form?
•  
Fill in as much information as possible and send in the  report even if you do not have all the information.
bullet. Fill in as much information as possible and send in the report even if you do not have all the information.
•  
You can fill out this form yourself or have someone fill it  out for you. If you need help, you may want to talk with  your health professional.
bullet. You can fill out this form yourself or have someone fill it out for you. If you need help, you may want to talk with your health professional.
•  
Feel free to include or attach an image of the product.   Please do not send the products to the FDA.
bullet. Feel free to include or attach an image of the product. Please do not send the products to the FDA.
How will I know the FDA has received my form?
•  
You will receive a reply from the FDA after we receive  your report. We will personally contact you only if we  need additional information.
bullet. You will receive a reply from the FDA after we receive your report. We will personally contact you only if we  need additional information.
•  
Your report will become part of a database so that it can be reviewed and compared to other reports by an FDA safety evaluator who will determine what steps to take.
bullet. You will receive a reply from the FDA after we receive your report. We will personally contact you only if we  need additional information.
How can I contact the FDA if I have questions?
Toll-free line: 1-800-332-1088
To report online: www.fda.gov/medwatch/report.htm
Toll free line: 1 - 8 0 0 - 3 3 2 - 10 88. To report online: w w w dot fda dot gov/med watch/report dot h t m.
The information below applies only to requirements of the Paperwork Reduction Act of 1995. 
The information below applies only to requirements of the Paperwork Reduction Act of 19 95. 
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 the address to the right:
OMB 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.”
O M B 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 O M B number”.
Department of Health and Human Services Food and Drug AdministrationOffice of Chief Information Officer Paperwork Reduction Act (PRA) StaffPRAStaff@fda.hhs.gov
Department of Health and Human Services Food and Drug Administration Office of Chief Information Officer Paperwork Reduction Act (P R A) Staff P R A Staff at fda dot h h s dot gov.
DO NOT SEND YOUR COMPLETED FORM  TO THIS PRA STAFF ADDRESS.
DO NOT SEND YOUR COMPLETED FORM TO THIS P R A STAFF ADDRESS.
FORM FDA 3500B (11/18)
FORM FDA 3 5 0 0 B (November 2018).
MedWatch Consumer Voluntary Reporting
General Information Page
      EF
E F.
DEPARTMENT OF HEALTH AND HUMAN SERVICES Food and Drug Administration
MEDWATCHConsumer Voluntary Reporting(FORM FDA 3500B)
FDA logo.
Form Approved: OMB No. 0910-0291
Form Approved: O M B Number 0 9 1 0 - 0 2 9 1.
Expiration Date: 11/30/2021
Expiration Date: September 30, 2018.
(See PRA Statement on preceding  general information page)
(See P R A Statement on preceding  general information page).
Note: For date prompts of  “dd-mmm-yyyy” please use 2-digit day, 3-letter month abbreviation, and 4-digit year; for example, 01-Jul-2018.
Note: For date prompts of  “d d - m m m - y y y y” please use 2 - digit day, 3 - letter month abbreviation, and 4 - digit year; for example, 0 1 - J u l - 2018.
Section A – About the Problem
1. What kind of problem was it? (Check all that apply)
Were hurt or had a bad side effect (including new or  worsening symptoms)
Used a product incorrectly which could have or led to a  problem
Noticed a problem with the quality of the product
Had problems after switching from one product maker  to another maker
2. Did any of the following happen? (Check all that apply)
Hospitalization – admitted or stayed longer
Required help to prevent permanent harm 
Disability or health problem
Birth defect
Life-threatening
Life threatening.
Death (include date)(dd-mmm-yyyy):
Death (include date) (2 digit day - 3 letter month abbreviation - 4 digit year): 
Other serious/important medical incident (Please describe below)
3. Date the problem occurred (dd-mmm-yyyy)
e. Date the problem occurred (2 digit day - 3 digit month - four digit year).
4. Tell us what happened and how it happened. (Include as many details as possible FDA may reach out to you for any additional documents if necessary)
5. Relevant Tests/Laboratory Data
Date
Relevant Tests/Laboratory Data
Date
Additional Comments
For a problem with a product, including
prescription or over-the-counter medicine
bullet. prescription or over the counter medicine.
•  
biologics, such as blood transfusions, gene therapies, and human cells and tissue transplants (for example, tendons, bone, and corneas) 
bullet. biologics, such as blood transfusions, gene therapies, and human cells and tissue transplants (for example, tendons, bone, and corneas).
•  
nutrition products, such as vitamins and minerals, herbal remedies, infant  formulas, and medical foods
bullet. nutrition products, such as vitamins and minerals, herbal remedies, infant formulas, and medical foods.
•  
cosmetics or make-up products
bullet. cosmetics or make up products.
•  
foods (including beverages and ingredients added to foods)
bullet. foods (including beverages and ingredients added to foods).
•  

Go to Section C
FORM FDA 3500B (11/18)
MedWatch Consumer Voluntary Reporting
Page 1 of 4
      EF
E F.
Section A – About the Problem (continued)
For a problem with a medical device, including
any health-related test, tool, or piece of equipment
bullet. any health related test, tool, or piece of equipment.
•  
health-related kits, such as glucose monitoring kits or blood pressure cuffs
bullet. health related kits, such as glucose monitoring kits or blood pressure cuffs.
•  
implants, such as breast implants, pacemakers, or catheters
bullet. implants, such as breast implants, pacemakers, or catheters.
•  
other consumer health products, such as contact lenses, hearing aids, and  breast pumps
bullet. other consumer health products, such as contact lenses, hearing aids, and  breast pumps.
•  

Go to Section D (Skip Section C)
For more information, visit http://www.fda.gov/MedWatch
For more information, visit h t t p://w w w dot fda dot gov/Med Watch.
Submission of a report does not constitute an admission that medical  personnel or the product caused or contributed to the event.
Section B – Product Availability
1. Do you still have the product in case we need to evaluate it? (Do not send the product to FDA. We will contact you directly if we need it.)
Yes
No
2. Do you have a picture of the product? (check yes if you are including a picture)
Yes
Section C – About the Products
1. This report is about 
Drug
Cosmetic, Dietary Supplement or Food/Medical Food
2. Name(s) of the product as it appears on the box, bottle, or package (Include as many names as you see)
2. Name or names of the product as it appears on the box, bottle, or package (Include as many names as you see)
3. Check if therapy is on-going
3. Check if therapy is on going.
4. Name(s) of the company that makes (or compounds) the product
4. Name or names of the company that makes (or compounds) the product.
5. Product Type (check all that apply)
Over-the-Counter 
Compounded by a Pharmacy or an Outsourcing Facility
Generic   
Biosimilar
6. Expiration date (dd-mmm-yyyy)
6. Expiration date (2 digit day - 3 letter month abbreviation - 4 digit year).
7. Lot number
8. NDC number
8. N D C number.
9. Strength (for example,250 mg per 500 mLor 1 g)
8. Strength (for example,250 m g per 500 m L or 1 g).
10. Quantity (for example, 2 pills, 2 puffs, or 1 teaspoon, etc.)
10. Quantity (for example, 2 pills, 2 puffs, or 1 teaspoon, etcetera.)
11. Frequency (for example,  twice daily or at bedtime)
12. How was it taken or used (for example, by mouth, injection, or on the skin)?
13a. Date the person first started                               taking  or using the product (dd-mmm-yyyy):
13a. Date the person first started taking  or using the product (2 digit day - 3 letter month abbreviation - 4 digit year): 
13b. Date the person stopped taking or using the product (dd-mmm-yyyy):
13b. Date the person stopped taking or  using the product (2 digit day - 3 letter month abbreviation - 4 digit year): 
14. Give best estimate of duration 
15. Why was the person using the product? (such as, what condition was it supposed to treat)
16. Did the problem stop after the  person reduced the dose or stopped taking or using the product?
Yes
No
17. Did the problem return if the person started taking or using  the product again?
Yes
No
Didn’t restart

Go to Section E (Skip Section D)
For more information, visit http://www.fda.gov/MedWatch
For more information, visit h t t p://w w w dot fda dot gov/Med Watch.
Submission of a report does not constitute an admission that medical  personnel or the product caused or contributed to the event.
FORM FDA 3500B (11/18)
MedWatch Consumer Voluntary Reporting
Page 2 of 4
Section D – About the Medical Device
1. Name of medical device
2. Name of the company that makes the medical device
3. Model number
4. Catalog number
5. Lot number
6. Serial number
7. UDI number
7. U D I number.
8. Expiration date (dd-mmm-yyyy)
8. Expiration date (2 digit day - 3 letter month abbreviation - 4 digit year).
9. Was someone operating the medical device when the problem occurred?
Yes
No
If yes, who was operating it?
The person who had the problem
A health professional (such as a doctor, nurse, or aide)
Someone else (Please explain who)
10. For implanted medical devices ONLY (such as pacemakers, breast implants, etc.)
10. For implanted medical devices ONLY (such as pacemakers, breast implants, etcetera).
Date the implant was put in (dd-mmm-yyyy)
Date the implant was put in (2 digit day - 3 letter month abbreviation - 4 digit year).
Date the implant was taken out (If relevant) (dd-mmm-yyyy)
Date the implant was taken out (If relevant) (2 digit day - 3 letter month abbreviation - 4 digit year).

Go to Section E
Section E – About the Person Who Had the Problem
1. Person’s Initials
2. Gender
Female
Male
Intersex
Transgender
Prefer not to disclose
3. Age (specify unit of time for age)
Year(s)
Week(s)
Month(s)
Day(s)
4. Date of Birth(dd-mmm-yyyy)
4. Date of Birth (2 digit day - 3 letter month abbreviation - 4 digit year).
5. Weight (Specify lbs or kg)
5. Weight (specify pounds or kilo grams).
lb
kg
6. Ethnicity (Choose only one)
Hispanic/Latino
Not Hispanic/Latino
7. Race (Choose all that apply)
American Indian or Alaskan Native
Native Hawaiian or Other Pacific Islander 
Asian
White
Black or African  American
8. List known medical conditions. (Such as diabetes, high blood pressure, cancer, heart disease, or others)
9. Please list all allergies (such as to drugs, foods, pollen or others)
10. List any other important information about the person (such as smoking, pregnancy, alcohol use, etc.)
10. List any other important information about the person (such as smoking, pregnancy, alcohol use, etcetera).
11. List all current prescription medications and medical devices being used.
12. List all over-the-counter medications and any vitamins, minerals, supplements, and herbal remedies being used.
12. List all over the counter medications and any vitamins, minerals, supplements, and herbal remedies being used.

Go to Section F
For more information, visit http://www.fda.gov/MedWatch
For more information, visit h t t p://w w w dot fda dot gov/Med Watch.
Submission of a report does not constitute an admission that medical  personnel or the product caused or contributed to the event.
FORM FDA 3500B (11/18)
MedWatch Consumer Voluntary Reporting
Page 3 of 4
Section F – About the Person Filling Out This Form
We will contact you only if we need additional information.
1. Last name
2. First name
3. Number/Street
4. City and State/Province
5. ZIP or Postal code
6. Country
7. Telephone number
8. Email address
E mail address.
9. Today’s date (dd-mmm-yyyy)
9. Today’s date (month/day/year).
10. Did you report this problem to the company that makes the product (the manufacturer/compounder)?
Yes
No
11. If you do NOT want your identity disclosed to the manufacturer, place an "X" in this box: 
Send This Report by Mail or Fax
Keep the product in case the FDA wants to contact you for more information. Please do not send products to the FDA.  Mail or fax the form to: MedWatch, Food and Drug Administration, 5600 Fishers Lane, Rockville, MD 20852; FAX:  800-332-0178 (toll-free).
Keep the product in case the FDA wants to contact you for more information. Please do not send products to the FDA. Mail or fax the form to: Med Watch, Food and Drug Administration, 5600 Fishers Lane, Rockville, Maryland 2 0 8 5 2; FAX:  800 - 3 3 2 - 0 1 7 8 (toll free).
Thank you for helping us protect the public health.
For more information, visit http://www.fda.gov/MedWatch
For more information, visit h t t p://w w w dot fda dot gov/Med Watch.
Submission of a report does not constitute an admission that medical  personnel or the product caused or contributed to the event.
FORM FDA 3500B (11/18)
MedWatch Consumer Voluntary Reporting
Page 4 of 4
Continuation Reading
MedWatch Consumer Voluntary Reporting
FORM FDA 3500B (11/18)
	were hurt or had a bad side effect: 1
	used a product incorrectly: 0
	noticed a problem: 0
	has problems: 0
	hospitalization: 0
	required help to prevent: 0
	disability or health problem: 1
	birth defect: 0
	life threatening: 1
	death: 0
	date of death: 
	other serious: 0
	medical incidents: 
	day problem occurred: 06-May-2016
	tell us what happened: Shannon Wayne Kerr ex-husband applied some kind of substance within my razz med CPAP machine which is why he required me to get it and it contributed to me getting leukemia my forehead was perfect in 2015 then I get on the rest med CPAP machine and I haven't had the money in order to pursue it because he never paid me a dime because he's a loser and with the FBI involved in Spartanburg South Carolina Agent Chris Roberts cell phone 864-415-4930 tie to the Timothy McVay Oklahoma City bombings were John doe number two has yet to be captured but turned into the fbi.gov for leaving me for dead on the island of Maui by illegally taking the truck for me June 11 of 2018 with a handicap placard in the window Texas truck and we weren't legally divorced in Houston Texas until September 27, 2018 and his hand written plus he did not include his Amaron industries nor his Scott trade account on his inventory to the court and I was in Houston Texas on August 30, 2018 after making it off of the island of Maui walking barefoot for two months to then go to Honolulu and he knew that you had to take a direct flight out of Honolulu because there's no direct flights out of Maui to Houston Texas I never sent me a freaking penny at least not consistent ResMed AirSense™ 10 AutoSet™ CPAP with HumidAir™ Humidifier dr. Meskill in the Woodlands needs to know about this defective device because there's other things associated with that device that contributed to the problem including Seroquel at 1600 mg 800 regular 800 XR with Shannon Kerr ordering me around like a damn puppet he told me to my face that if I don't take those pills that her marriage is over so I grabbed a brand new bottle of pills right in front of his face that I paid for with my check dumped them in the toilet and flush them set the bottle on the counter and looked at him dead in his eyes and said I guess it's over and walked out the door and went over to my little sisters for three months only because he called in God only knows what this all came after ATF 2015 implanted a silencer to get my brother-in-law incarcerated for 25 to life on top of planting a 1 pound box of heroin unmarked in the mailbox ATF case closed February 12, 2022 Jersey Village Texas police department report number 20220057 bomb located in Greystone Apartments mounted behind the wall with the whole complex in on it to steal my car commit grand theft of a $10 million lawsuit conspiring with BluCurrent credit union in Cuna mutual insurance group thank God I have AAA on everything mom and I safe in Spartanburg South Carolina bomb de needed in at McDaniel Lake north of McDaniel Park neighborhood that backs up to Greystone Apartments on East Battlefield Springfield, MO 65807-1061 send message to the Cochran law firm and following up with this FDA report my forehead was perfect in 2015 and now it has aged significantly and I need quarterly iron infusions due to cancer related anemia back to Dr. Asha Murthy Methodist oncology
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	comments: No money to pursue on life alert and lifeline don't remember the dates and don't have access to my medical file at the moment but see Dr. Asha Murthy Methodist oncology Houston Texas Willabrook and Dr. Meskill Woodlands Texas sleep study
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	name of medical device: ResMed AirSense™ 10 AutoSet™ CPAP with HumidAir™ Humidifier
	name of company that makes: Philips
	model number: 37027
	catalog number: 
	lot number: 
	serial number: Located in Hana Hawaii 96713
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	initials: JAK
	female: 1
	male: 0
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	transgender: 
	prefers not to disclose current gender: 
	age: 
	years: 
	weeks: 0
	months: 0
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	year of birth: 06-May-1978
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	pounds: 1
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	hispanic/latino: 0
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	known medical conditions: Advance leukemia inflicted and hyperglycemia since birth Factor five Leiden with DVT blood clot condition inflicted thoracic outlet syndrome with 4 inch bilateral cervical ribs at C7 inflicted broken neck resulting in an ACDF surgery in 2012 Baylor neuroscience Dr Ibrahim Omeis and ex-husband six weeks out of surgery removed all pain medication and made me suffer Four bouts of inflicted double pneumonia 2013 to inflicted seizure strokes press syndrome injecting me with air embolism's April and October 2014 neuroleptic malignant syndrome and Tardiva dyskinesia inflicted by Dr. Karen S Brown Memorial psychiatry
	allergic: Aspirin lethal
	important information: Moderately smoke to restrict veins due to inflicted blood clot disorder no money to get medication One shot of alcohol weekly to thin blood
	over the counter: Empty defective med Tronic SynchroMed to intrathecal pump since September 2021 Diclofenac 75 mg twice a day repeated shoulder injury was fine until an altercation in Cadiz Kentucky all authorities on notice April 8, 2022
	current perscriptions: 1200 ppm colloidal silver liquid B complex
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