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CO-2Overview: OTC Ibuprofen and CV Safety Including  
Use with Aspirin Therapy 

 Ibuprofen CV risk is dose and duration dependent 

 Cardiovascular risk of ibuprofen, when taken according to 
the OTC label, is low 

 Approved OTC label has CV warnings and directs to 
consult a doctor before use with aspirin



CO-3OTC Ibuprofen is Important to Patients and 
Consumers in the U.S.

 Ibuprofen is a widely used analgesic/antipyretic
 In 2017 ~40% of households purchased1

 Each week ~17% adults use2

 Ibuprofen: available OTC in US for > 3 decades
 Recommended by HCPs
 Used by patients and consumers of all ages

 Patients and consumers benefit from OTC access to a variety 
of pain medications

1. Nielsen National Household Panel, Period of 52 weeks ending January 2018.
2. Slone Survey, 2006.



CO-4OTC Ibuprofen is for Short-term Use of Low Doses: 
Different than Rx Ibuprofen 

OTC Label Prescription (Rx) Label

Indications • Temporary relief of minor aches and pains 
• Temporary relief of fever

• Rheumatoid arthritis (RA) & Osteoarthritis (OA)
• Relief of mild to moderate pain

Duration of use
Stop use and ask a doctor if:

• Fever gets worse or lasts more than 3 days
• Pain gets worse or lasts more than 10 days

• Longer term to chronic as per HCP

Tablet strength • 200 mg (low dose) • 400 mg, 600 mg, 800 mg

Dosing • Do not take more than directed
• The smallest effective dose should be used

Maximum daily dose • 1200 mg • 3200 mg



CO-5FDA Meeting Summary of 2014 Advisory 
Committee: OTC NSAIDs and CV Risk

FDA Meeting Summary
Higher dosages and longer durations are observed to 
convey greater CV risk and so the label should 
communicate that consumers/patients should take the 
lowest dose and shortest amount of time  

FDA Meeting Summary
Higher dosages and longer durations are observed to 
convey greater CV risk and so the label should 
communicate that consumers/patients should take the 
lowest dose and shortest amount of time  

FDA Meeting Summary
There was agreement among committee members that 
some changes to the (OTC labeling) would be 
appropriate to make the current statements clearer…
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OTC Ibuprofen Label Information on CV Risk
Do not use
 if you have ever had an allergic reaction to ibuprofen     

or any other pain reliever/fever reducer
 right before or after heart surgery

Ask a doctor before use if
 you have problems or serious side effects from taking 

pain relievers or fever reducers
 the stomach bleeding warning applies to you
 you have a history of stomach problems, such as 

heartburn
 you have high blood pressure, heart disease, liver 

cirrhosis, kidney disease, asthma, or had a stroke
 you are taking a diuretic

Ask a doctor or pharmacist before use if you are
 taking aspirin for heart attack or stroke, because 

ibuprofen may decrease this benefit of aspirin
 under a doctor’s care for any serious condition
 taking any other drug

When using this product
 take with food or milk if stomach upset occurs

Warnings
Heart attack and stroke warning: NSAIDs, except 
aspirin, increase the risk of heart attack, heart failure, and 
stroke. These can be fatal. The risk is higher if you use 
more than directed or for longer than directed.

Ask a doctor before use if

 you have high blood pressure, heart disease, liver 
cirrhosis, kidney disease, asthma, or had a stroke
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OTC Ibuprofen Label Information on CV Risk
Do not use
 if you have ever had an allergic reaction to ibuprofen     

or any other pain reliever/fever reducer
 right before or after heart surgery

Ask a doctor before use if
 you have problems or serious side effects from taking 

pain relievers or fever reducers
 the stomach bleeding warning applies to you
 you have a history of stomach problems, such as 

heartburn
 you have high blood pressure, heart disease, liver 

cirrhosis, kidney disease, asthma, or had a stroke
 you are taking a diuretic

Ask a doctor or pharmacist before use if you are
 taking aspirin for heart attack or stroke, because 

ibuprofen may decrease this benefit of aspirin
 under a doctor’s care for any serious condition
 taking any other drug

When using this product
 take with food or milk if stomach upset occurs

Stop use and ask a doctor if
…
 you have symptoms of heart problems or stroke:
 chest pain
 trouble breathing
 weakness in one part or side of body
 slurred speech
 leg swelling
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OTC Ibuprofen Label Information on CV Risk
Do not use
 if you have ever had an allergic reaction to ibuprofen     

or any other pain reliever/fever reducer
 right before or after heart surgery

Ask a doctor before use if
 you have problems or serious side effects from taking 

pain relievers or fever reducers
 the stomach bleeding warning applies to you
 you have a history of stomach problems, such as 

heartburn
 you have high blood pressure, heart disease, liver 

cirrhosis, kidney disease, asthma, or had a stroke
 you are taking a diuretic

Ask a doctor or pharmacist before use if you are
 taking aspirin for heart attack or stroke, because 

ibuprofen may decrease this benefit of aspirin
 under a doctor’s care for any serious condition
 taking any other drug

When using this product
 take with food or milk if stomach upset occurs

Ask a doctor or pharmacist before use if you are
 taking aspirin for heart attack or stroke, because ibuprofen 

may decrease this benefit of aspirin
 under a doctor’s care for any serious condition
 taking any other drug

Do not use
…
 right before or after heart surgery



CO-9Better Understanding Real World Use of Ibuprofen 
and NSAIDS



CO-10Key New Insights: Ibuprofen Use Patterns 
Amongst Patients and Consumers

 Objective: document patterns of consumer use of ibuprofen and other NSAIDs

 Methods:
 N=1,326 ibuprofen users May 2015-March 2016
 Not required to know using NSAID/ibuprofen
 Use within 30 days before study and in diary week

 One week online diary 
 Daily recordings: specific OTC or Rx NSAID medications, amount, clock 

time 
 Exit survey: medical history, knowledge of NSAIDs taken, attitudes 

about medication use, etc.

Kaufman, D.W., et al. Pharmacoepidemiology and Drug Safety, 2018. 



CO-11Consumer Behavior Surveillance Study: Most 
Ibuprofen Users Did Not Exceed Daily Dose Limit

Dose by User: 88% of OTC ibuprofen users did not exceed maximum labeled 
ibuprofen OTC dose of 1200 mg

Dosing days: On 91% of OTC ibuprofen dosing days, users did not exceed the 
maximum labeled OTC dose of 1200 mg
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CO-12Dosing Patterns Studied in PRECISION 
Not Typical of OTC Ibuprofen Use

 PRECISION (Rx)
 Daily dose (mean): 2045 mg ibuprofen
 Duration (mean): 20.3 months 

 Behavioral Surveillance Study (OTC ibuprofen)
 Doses averaging ≥ 2045 mg: 0.9% of OTC ibuprofen users
 Duration (median†): < 2 days
 75% of OTC users for ≤ 3 consecutive days

† Calculated median because data are right-censored at 7-day study duration



CO-13Consumer Behavior Study Provided Data on 
Product Use

 During the diary week, of OTC ibuprofen users*
 19% took > 1 ibuprofen product 
 37% took a non-ibuprofen NSAID
 17% took aspirin for cardioprotection

* Among 1326 subjects who reported ibuprofen use on one or more diary days.



CO-14Co-Use of OTC Ibuprofen with Aspirin for 
Cardioprotection 

%
All Ages

% 
Ages 50+

PEOPLE: % of OTC ibuprofen users using aspirin for cardioprotection 17.2% 32.0%

DAYS: For this subset, average % days of aspirin for 
cardioprotection use with OTC ibuprofen within window 27.3% 22.1%

Aspirin* Ibuprofen**Ibuprofen**

8 hours

* Immediate-release aspirin 81 mg; ** Single-use ibuprofen
Concomitant Use of Ibuprofen and Aspirin: Potential for Attenuation of the Anti-Platelet Effect of Aspirin. (2006, September 08). Retrieved April 05, 2018, from 
https://www.fda.gov/downloads/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/UCM161282.pdf

1 hour



CO-15J&JCI has a Strong Commitment to Consumer 
and HCP Education

 Goal: encourage proper and safe use of OTC ibuprofen

 Seek to understand
 Consumer knowledge, attitudes, and behavior
 Root causes

 Approach: scientific, collaborative & iterative

 Message testing & sharing to drive behavioral change



CO-16People More Likely to Heed Messaging if They 
Know “Why” and “How”

Take the smallest effective dose, and take it for the shortest amount of time needed. Why?
NSAIDs can cause stomach bleeding, reduced kidney function, and other side effects. The 
chance of harmful side effects increases the more you take or the longer you take them.

Take ONLY 1 medicine that contains an NSAID at a time. Why?
More than 900 OTC and prescription medicines (see examples) contain an NSAID. Taking more 
than one NSAID at a time can increase your risk of harmful side effects such as stomach 
bleeding, heart attack, or stroke.

Maintain the benefit of your aspirin heart therapy. How?
If you take aspirin to help protect against heart attack or stroke, be aware that taking ibuprofen 
may decrease that heart health benefit. 

Remember: It is important to always read and follow the label. If you have any questions or are unsure which pain 
reliever may be right for you, talk with your healthcare professional. 



CO-17Aging, Changing Health and New Medications Can 
Change Benefit-Risk of OTC Pain Meds



CO-18Providing Life Skills: OTC Scholastic Medicine 
Safety Program 
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Summary

 CV risk of OTC ibuprofen used according to label is low

 PRECISION Trial of limited applicability to OTC ibuprofen

 Current OTC label provides important information to inform consumers 
about appropriate use

 Warns about CV risk

 Instructs users to consult HCPs when appropriate

 Informs aspirin users to consult a doctor before use
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FDA Questions

5. DISCUSSION: Discuss whether there is a clinically significant interaction between 
aspirin and celecoxib, aspirin and ibuprofen, and/or aspirin and naproxen. 

6. DISCUSSION: If you have concluded that there is a clinically significant interaction with 
aspirin for one or more of the non-aspirin NSAIDs presented, discuss the patient 
populations (e.g., patients with recent MI, revascularization, stent placement) for whom 
the risks of the aspirin-NSAID interaction potentially outweigh the benefits of the non-
aspirin NSAID.

9. VOTE: Which of the following regulatory actions, based on the material presented and 
discussed at this Advisory Committee meeting, should be taken with respect to ibuprofen 
nonprescription labeling and comment on your rationale. 

a.   No change to the current ibuprofen Drug Facts label (See FDA Briefing Document 
Appendix 3 for example.)

b.   Include a contraindication of use for ibuprofen when taken with aspirin
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