FDA MedWatch and Patient Safety

Module quiz questions and answers
1) The FDA MedWatch goals are:

a) To educate healthcare providers and patients about the importance of reporting serious adverse events

b) To disseminate medical product safety information to clinicians and consumers 

c) To change labeling of drugs and other medical products

d) A & B only

e) All of the above

2) The Federal Food, Drug, and Cosmetic Act requires drug manufacturers to document the safety of new drugs prior to marketing.  True  False

3) Prior to 1938, federal law did not require a drug’s manufacturer to test a drug for safety before it was sold.    True   False

4) The FDA is considered a consumer protection agency.  True False

5) The FDA conducts clinical trials in order to evaluate medical products.  True False

6) A limitation of clinical trials is:

a) Too many patients

b) Pediatric and elderly populations may be excluded

c) Long term use is studied

d) Patients use too many other medications

7) Submitting a MedWatch report may be done by all of the following except:

a) Fax

b) In person

c) Mail

d) Phone

e) Online

8) Products to report to MedWatch include all of the following except:

a) Over-the-counter drugs

b) Medical devices

c) Vaccines

d) Medical foods

e) Cosmetics

9) The MedWatch program receives reports about:

a) Serious adverse events

b) Product quality problems

c) Medication use errors

d) Device use errors

e) A & B 

f) All of the above

10) A serious adverse event is one that is:

a) Fatal

b) The cause of a congenital anomaly

c) Life threatening

d) A & C 

e) All of the above

11) The four core elements to a MedWatch report include all of the following except:

a) Patient identifier

b) Patient’s age, gender and weight
c) Product name
d) Reporter name

e) Narrative description of adverse event, product quality problem or product use error

12) Serious adverse event reports of  unexpected and unlabeled events may lead to a:
a) Boxed warning 

b) Medication guide

c) Risk management plan
d) A & B

e) All of the above

13) A product quality problem that should be reported to the FDA MedWatch program may be related to:

a) Product design

b) Counterfeit product

c) Therapeutic failure
d) Instructions for use

e) A, B, & C

f) All of the above

14) A medication or device use error that should be reported to the FDA may be related to: 

a) Name confusion

b) Packaging or labeling confusion

c) A & B

d) None of the above

15) The MedWatch program website disseminates the following safety information:

a) Individual safety alerts associated with Dear Healthcare Professional letters
b) Monthly safety labeling change summaries

c) Public health advisories

d) A & B

e) All of the above

16) Safety information from MedWatch is disseminated by all of the following methods except: 

a) E-mail notifications
b) PDAs and other handhelds
c) Partners program

d) Mailed newsletter
Answers

1 – D

2 – True

3 – True

4 – True

5 – False

6 – B

7 – B

8 – C

9 – F

10 – E

11 – B

12 – E

13 – F

14 – C

15 – E

16 – D

