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‒Drug Interactions (Section 7)
‒Clinical Pharmacology (Section 12)
‒Dosage and Administration (Section 2)

--Patient Counseling (Section 17)

DDI Labeling
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Task Time 
Needed

Label Support?

Read for general 
knowledge

A lot Content = Good
Cognitive Accessibility = 

Could be better

Solve a problem Moderate
to a lot

Content = Good
Cognitive Accessibility = 

Variable

Find whether a 
specific drug is listed

Too much Could be better

Remember Too much Poor

(etc.)

Cognitive Tasks

How to 
--reduce time
--reduce effort
--increase comprehension
--increase memory
--facilitate problem solving
--facilitate decision making
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Focus on
--main drugs that 

interact with HC

--their status within 
a simple schema 
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7.6  Overview: Main Drugs that Interact with Drug-X

Prime Real Estate
If you had some,
to foster key take-away message,

--what would it be?

--how would you display it?

And if you lost that space
--how would you enhance 

the existing space
--to increase comprehension, memory, 

and safe/effective use?
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--Written for providers: 
(what to tell patients)

--NOT the 
“FDA Approved 
Patient Labeling” 

--Instead, for 
provider-patient 
communication
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Do not take 
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Sure, plain language.
But: multiple interpretations.

1) "Not at the same time, but 
wait a while, then it's OK"  

2) "Never take Drug-Y during
the course of treatment 
with Drug-X." 

Alternative Meanings Test

Do not take 
Drug-X with 
Drug-Y

Ruth Day

Hmmmm. OK, 
I’ll wait an hour, 
then take Drug-Y



17 PATIENT COUNSELING INFORMATION
See “FDA-approved patient labeling (Patient Information).”

• Counsel patients that cigarette smoking increases the risk of serious cardiovascular events from COC use, and that women 
who are over 35 years old and smoke should not use COCs.
• Counsel patients that the increased risk of VTE compared to non-users of COCs is greatest after initially starting a COC or 
restarting (following a 4-week or greater pill-free interval) the same or a different COC.
• Counsel patients about the information regarding the risk of VTE with DRSP-containing COCs compared to COCs that 
contain levonorgestrel or some other progestins.
• Counsel patients that Drug-X does not protect against HIV-infection (AIDS) and other sexually transmitted diseases.
• Counsel patients on Warnings and Precautions associated with COCs.
• Counsel patients that Drug-X contains DRSP. Drospirenone may increase potassium. Patients should be advised to inform 
their healthcare provider if they have kidney, liver or adrenal disease because the use of Drug-X in the presence of these 
conditions could cause serious heart and health problems. They should also inform their healthcare provider if they are 
currently on daily, long-term treatment (NSAIDs, potassium-sparing diuretics, potassium supplementation, ACE inhibitors, 
angiotensin-II receptor antagonists, heparin or aldosterone antagonists) for a chronic condition or taking strong CYP3A4 
inhibitors.
• Inform patients that Drug-X is not indicated during pregnancy. If pregnancy occurs during treatment with Drug-X, instruct 
the patient to stop further intake. However, women should be advised on the continued need of sufficient folate intake.
• Counsel patients to take one tablet daily by mouth at the same time every day. Instruct patients what to do in the event pills 
are missed. See “What to Do if You Miss Pills” section in FDA-Approved Patient Labeling.
• Counsel patients to use a back-up or alternative method of contraception when enzyme inducers are used with COCs.
• Counsel patients who are breastfeeding or who desire to breastfeed that COCs may reduce breast milk production. This is 
less likely to occur if breastfeeding is well established.
• Counsel any patient who starts COCs postpartum, and who has not yet had a period, to use an additional method of 
contraception until she has taken a pink tablet for 7 consecutive days.
• Counsel patients that amenorrhea may occur. Rule out pregnancy in the event of amenorrhea in two or more consecutive 
cycles.
• Counsel patients to report whether they are taking folate supplements. Drug-X contains the equivalent of 0.4 mg (400 mcg) 
of folic acid.
• Counsel patients to maintain folate supplementation if they discontinue Drug-X due to pregnancy

Sample Section 17
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Many Sec. 17’s look like this.
Have improved over the years.

Mostly plain language.

But cognitive accessibility 
could be improved.

Ruth Day

Sample Section 17



17 PATIENT COUNSELING INFORMATION
See “FDA-approved patient labeling (Patient Information).”

• Counsel patients that ….
• Counsel patients that ….
• Counsel patients about … 
• Counsel patients that ….
• Counsel patients on ….
• Counsel patients that …. 
• Inform patients that ….
• Counsel patients to …. 
Counsel patients to ….

• Counsel any patient who ….
• Counsel patients that ….
• Counsel patients to ….
• Counsel patients to ….

Ruth Day
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• Counsel patients that ….
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• Inform patients that ….
• Counsel patients to …. 
Counsel patients to ….
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• Counsel patients to ….
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Effortful reading .

What are the topics?

Where is DDI?
Or anything else? 
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See “FDA-approved patient labeling (Patient Information).”

Counsel patients that:

Topic-A: xxxxxxxxxx

Topic-B: xxxxxxxxxx

Topic-C: xxxxxxxxxxx

Drug Interactions: 
--
--
--

Topic-E: xxxxxxxxxx

Topic-F: xxxxxxxx

Enhanced 
Version
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17 PATIENT COUNSELING INFORMATION
See “FDA-approved patient labeling (Patient Information).”

Counsel patients that:

Topic-A: xxxxxxxxxx

Topic-B: xxxxxxxxxx

Topic-C: xxxxxxxxxxx

Drug Interactions: 
--
--
--

Topic-E: xxxxxxxxxx

Topic-F: xxxxxxxx

Enhanced 
Version

Cognitive Principles Used:
--Clustering
--Chunking
--Explicit coding

Therefore
--decrease effort
--speed processing
--increase processing
--boost memory Ruth Day
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Cognitive Accessibility
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