TO: 

Lynn Brown, ApotheCom

FROM:

Nanette Wiser, Writing Assist  (727-560-6209, wisernan@aol.com)

RE:

Enewsletter

Expert News: GI Health & Wellness

                          Heartburn Roundtable

DATE: 

Dec. 16, 2010 V2 (revised per comments)
TABLE OF CONTENTS (link to stories or on home page of e-newsletter)
1. Meet Our Panel (add bios)
Roundtable Participants
Goutham Rao, MD
Schwanda K. Flowers, PharmD
Wendy L. Wright, MS, ARPN, FNP, FAANP
Roundtable Leader
Michael Safdi, MD, MACG, FACP, FASGE
2. Introduction
· What Is Heartburn

3. Diagnosing Frequent Heartburn
· Diagnosing Heartburn: Questions for Patients (Set up as box)

4. Treatment Approaches
· Overview

· Patient Misperceptions and Opportunities for Education
· PPI Treatments & How They Work
5. Impact of OTC PPIs on Patients and the Healthcare System
6. Conclusions

7. Useful Links (Prevacid, Prilosec, Zegerid, H2RA websites P&G?)
Meet Our Panel (need short bios)
Meet Our Panel (need short bios for box)

Roundtable Participants
Goutham Rao, MD
Schwanda K. Flowers, PharmD
Wendy L. Wright, MS, ARPN, FNP, FAANP
Roundtable Leader
Michael Safdi, MD, MACG, FACP, FASGE

Introduction
What Is Heartburn? 

Chronic heartburn is an uncomfortable condition that interrupts daily activities, including sleep. Frequent heartburn (occurring 2+/weekly) is a common problem affecting 14% or one in every seven Americans.  Food or stress can trigger an outbreak, but lifestyle intervention alone cannot treat this condition.  Effective heartburn medications can prevent acid reflux from worsening in tandem with lifestyle changes such as healthy body weight, diet change, avoiding late night meals, stress reduction and other factors. 
According to a study published in New England Journal of Medicine  (Brian C. Jacobson, Samuel C. Somers, Charles S. Fuchs, Ciaran P. Kelly, Carlos A. Camargo Jr.; June 1, 2006), overweight and obese women are at increased risk for gastroesophageal reflux disease (GERD); even modest weight gain among normal weight individuals may cause or exacerbate reflux symptoms.

Diagnosing Frequent Heartburn
Questions To Ask Patients Who Report Symptoms
· Can you describe your symptoms? 

· What sensations are you experiencing?

· When do the symptoms occur? 

· How severe are the symptoms?

· How long have you been experiencing these symptoms?

· How many times per week do you experience heartburn?

· Do you experience any shortness of breath?

· Do you have trouble/pain:

· Swallowing?

· Black or bloody stools?

· Unintentional weight loss?

· Vomit blood?

· Other alarming symptoms?

· Have you been taking any OTC heartburn medications?

· If so, what type and for how long?

Case History 
 A 37-year-old man complains of heartburn and asks for a “better” medication than the OTC chewable antacids he is using now. You ask the man about his lifestyle, and he tells you that he is an electrician who works the second shift. He tends to    skip breakfast and lunch and eats most of his meals in the late afternoon and evening hours. Most food is consumed on the job site in a hurried manner, given the demands of his job. He does not smoke and is approximately 35 pounds overweight. 

Roundtable Diagnosis & Treatment

1. Since the patient has tried self-treatments (antacids), need to ask if these medications have been used properly.

2. Ask the patient what foods/drinks trigger these heartburn episodes. 

3. Ask the patient how heartburn affects his quality of life at home, work, sleeping, etc.

4. All panelists agreed that PPI is a good choice for this patient. Although H2RAs provide immediate relief, not all patients are candidates for this medication.
Treatment Approaches
Treatment options have changed substantially over time, with Proton Pump Inhibitors (PPI) currently the most effective and available over the counter (OTC). 

Overview
Antacids have been used since the 1800s to control heartburn and until the 1990s, were the primary treatment option until the development of two drugs: histamine-2 receptor antagonists (H2RAs) and proton pump inhibitors (PPI). Prescription strength heartburn medication became available without prescription over the last 20 years with OTC H2RAs in the 1990s and in the last decade, PPI: omeprazole (Prilosec() in 2003; lasoprazole (Prevacid() in 2009; and omeprazole/sodium bicarbonate (Zegerid() in 2010.

With the wide-spread availability of PPI over the counter, healthcare providers don’t often see the patients at the first onset of heartburn. Unlike other medical conditions, heartburn is unique in that patients are able to self-diagnose and self-treat their condition with drugstore products such as chewable antacids and other OTC heartburn medications available direct to consumer.
Case (cont.)

After further questioning, the man states that his heartburn occurs more than 3 times per week and worsens when he drinks alcohol or spicy foods. He denies “alarm symptoms” such as trouble swallowing, vomiting blood, weight loss, or black stools. He is not anemic and does not take any prescription medications.
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Suggest taking PPI daily for two weeks, not just when symptoms occur and explaining to the patient the OTC regimen and how the medication works.

Patient Misperceptions and Opportunities for Education
Too often, patients do not understand how heartburn medications work and which one is best for them. Rather than healthcare providers, the pharmacists field questions about OTC treatment options. What’s best for the patient? Members of this roundtable agree that a medical history is an essential for selecting the best treatment for a patient suffering from heartburn.
Healthcare providers can help educate patients about heartburn misperceptions, including treatment options. “Many of my patients think heartburn is something they have to live with and has a single trigger,” says Dr Rao. “Actually, it’s a multi-factored problem which can frequently be addressed by getting the patient on the right medication. Dr. Safdi points out that patients need to realize that heartburn is a chronic condition. “Often, my patients think that a pill or surgery will fix the problem. It’s not just about neutralizing the heartburn attack.”

Case History (cont)

You recommend an OTC PPI. The man does not understand why he needs to take a tablet every day for two weeks and asks if he can take the PPI just when he has symptoms..
Roundtable Diagnosis & Treatment
Explain that PPI medication works over a two week period, building up levels in the blood system in order to prevent heartburn. The medication is not intended for immediate relief and the patient may continue to take OTC antacids to prevent symptoms during the two week regimen.
PPI Treatment & How It Works
The newest type of heartburn medication to become available over the counter are PPI, often used when antacids or H2 blockers fail. PPI block stomach acid secretions and generally cause few side effects. They prevent heartburn and are not intended for immediate relief of symptoms. The half-life of PPI is approximately 12-18 hours and the drug takes several days before they take effect. 

When first starting to take PPI, patient may continue to use OTC antacids to control symptoms while PPI blood levels are increasing. PPI are not interchangeable with other OTC heartburn medications and the dosage regimen should be followed, including taking the pill once a day in the morning before the first meal and completing the two-week course.
In addition to the PPI treatment, patients with frequent heartburn should incorporate lifestyle modifications into their medical plan including diet, exercise, weight loss and sleeping habits, such as elevating the head of the bed. “This is often met with resistance and is difficult to sustain long-term,” says the panel. “Although not scientifically proven, many patients reduce the frequency or severity of their symptoms by understanding what works best for them.” 

Often, when a patient starts to experience relief from the PPI, they are more willing to stick with the regimen. Healthcare providers need to stress that lifestyle modifications and medical therapy need to go hand-in-hand, especially when the patient feels better.
Case (cont.)

Patient completes a 2-week course of the PPI and returns 1 month later. He says that the PPI provided substantial heartburn relief at first; however, the heartburn has returned and is accompanied by new symptoms. He has 1 episode of trouble swallowing a large bite of a sandwich and you find him to be mildly anemic with a hemoglobin level of 12.5 g/dL.
Roundtable Diagnosis & Treatment
1. Healthcare providers need to be familiar with alarm symptoms (trouble/pain swallowing, bloody or black stools, bleeding/vomiting, unintentional weight loss). Other alarm symptoms include nocturnal aspiration, aspiration pneumonia and sinusitis/laryngitis if observed repeatedly.

2. Panel agreed that trouble swallowing and mile anemia warrant referral to a specialist for full evaluation by a gastroenterologist; endoscopy likely needed.
Impact of OTC PPI’s on Patients and the Healthcare System
The availability of PPI over-the-counter helps both the patient self-direct their treatment and supports healthcare providers to manage patients with frequent heartburn. For families experiencing financial difficulties or lacking health insurance, this can eliminate both stress and manage heartburn. With the elimination of prescriptions, heartburn patients with managed care no longer have to fail an OTC product treatment in order to secure a PPI treatment option;
In addition to the cost of going to the doctor’s office and securing a prescription, patients can take advantage of manufacturer coupons. OTC PPI keep Medicare Part D patients out of the doughnut hole. Healthcare providers also benefit financially, seeing fewer 
patients for heartburn and  spending less administrative time refilling prescription PPI requests. 
Case (cont.) After you explain the proper use of OTC PPIs and describe the potentially serious consequences that can occur if frequent heartburn goes untreated, the patient expresses concern about the cost of the medication. His wife recently lost her job. Because his insurance and prescription plan provide significantly less coverage than hers did, they must be mindful of costs. Keeping health care costs down is important, given the financial difficulties his family is experiencing.

Self-treatment with OTC PPI does have some drawbacks. Dr. Flowers points out that OTC meds are taken without a complete medical history and work-up.  “Because  patients can purchase unlimited amounts of the medication and take it without medical supervision, they often don’t visit their healthcare provider if heartburn continues after the recommended initial two week dose.” Continued dosage with PPI should be at the healthcare provider’s discretion, not the patient.

In addition, those who have a good response with PPI are often unwilling to stop taking it or try something else. “The need for a PPI should be reassessed every 6 months and patients should be encouraged to step down to an H2RA,” says Dr. Rao.

Chronic self-treatment may mask a more serious problem. Dr Rao described a male Vietnamese patient in his mid-50s who self-treated his heartburn for years with H2RAs and PPIs without a physician’s supervision. He was subsequently diagnosed with gastric cancer. There are also safety concerns associated with long-term use of PPI, such as fractures, C difficile or orally-acquired GI infections and Plavix DDI.

Conclusions
Frequent heartburn is very common, and with the numerous OTC medications available, patients should seek guidance from healthcare professionals when selecting a treatment. Healthcare providers play an important role in managing frequent heartburn and can assist patients. Taking a complete patient history and discussing alarm symptoms contributes to a more accurate diagnosis and individualized treatment plan, especially the selection of a medication and suggested lifestyle modifications strategies.

Education the patient about the OTC PPI, its mechanism and proper use of the medication, makes a difference in the patient’s health. After the two week regimen, should symptoms continue, further evaluation may be necessary, including a referral to either a primary care provider or gastroenterologist.
OTC PPI offer many advantages, including effective treatment of frequent heartburn that is generally well-tolerated, convenient and cost effective. To ensure patients taking OTC PPIs achieve maximum benefits, pharmacists, primary care providers and specialists play an important role to guiding patients through self-treatment.
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