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Human Factors Analysis

Intended Device Users:  Menstruating Females

Typical Device Use: Insertion of product during the period of menstruation.  More than one tampon should not be present in the vaginal canal at one time.  Maximum tampon usage is 6 tampons per day (one every four hours).
Atypical Device Use:
1. Insertion of more than one tampon at a time. 

a. Potential drug overdose and vaginal irritation can occur.

2. Single tampon usage for more than four hours.
a. Increases the risk of contracting Toxic Shock Syndrome

3. Insertion into an orifice other than the vaginal canal.

a. Irritation of orifice along with pain at the site of insertion. 

4. Using a tampon with damaged packaging.
a. Risk of infection.

5. Using a wet tampon.
a. Potentially weakened ibuprofen efficacy.

6. Using an expired tampon.
a. Potentially weakened ibuprofen efficacy.
Device Characteristics/Analyzing Tasks:  
The major tasks to be undertaken by this device are absorption of fluid and drug release, both of which require no post-manufacturing calibration and no user training.  The user needs only to insert the product into the vaginal canal.  Previous exposure to similar tampon products would aid in ease of use by making users more comfortable with the product.
Exploratory Analysis:
1. Focus group at a women’s clinic to analyze user expectations and performance with other related products.

2. User surveys of younger menstruating females in order to investigate the effect of user training, such as a seminar on menarche, on ease of product use.

3. Perform a study to investigate vaginal sensitivity due to drug exposure.
