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Respected members of the FDA Panel - my name is Tom Lawlor, I am a Registered Pharmacist and my current position is Director of Quality Assurance for the Walgreen Co.  I have been with Walgreens for 28 years and have had the opportunity to hold many different pharmacy positions throughout my career.  Thank you very much  - and thanks to the National Association of Chain Drug Stores - for the opportunity to address this hearing.

Today at Walgreens, we operate over 5,000 pharmacies across the United States. We operate retail pharmacies in 45 states and in Puerto Rico - making us one of nation’s largest retail pharmacy chains serving over 4 million customers and filling almost 1.5 million prescriptions every day.  

I am here today to discuss the views of the chain pharmacy industry regarding the effectiveness of the FDA’s current risk communications strategies for patients and health care professionals. Walgreens is one of the nation’s top employers of pharmacists and our pharmacists interact with millions of patients everyday. Pharmacists are a primary source of information, both oral and written, about prescription medications. Our role in assuring the appropriate use of medications will be increasing dramatically given that Medicare will start covering prescription drugs for our seniors in just a few short weeks.  This milestone will mean more prescription drug utilization and better healthcare compliance for millions more patients.

We believe that the information patients receive about their medications, whether it is from Walgreens, the drug manufacturers, or the FDA should be balanced in terms of presenting the risks as well as the benefits of prescription drugs. Patients should not be unnecessarily frightened about their prescription drugs less they fail to comply with their medication regimen. Alternatively, patients need to understand the risks associated with taking medications in such a way that they can make informed decisions about starting a drug or continuing on a drug once they have started. Obviously, information concerning risks could affect a patient’s decision to even fill and use - or continue to use - a drug product.  

We are proud of the patient information programs that we have at Walgreens. We are a pharmacy-driven company that is run by pharmacists and providing the highest quality pharmacy service for our customers is very important to us.  Our Walgreen pharmacists comply with the variety of state laws that require that an offer to counsel is extended to the patient, and we take seriously our responsibility to do so if the patient wants to be counseled.  In fact, our company policy is to extend an offer to counsel to every patient every time. Along with the offer of verbal counseling - each patient receives a patient information leaflet (a patient education monograph) about each of their medications that meets the current FDA guidelines for the provision of useful prescription medicine information. These are commonly known in the industry and at the FDA as consumer medicine information or CMI. 

We work with a large and respected international drug and patient-drug information publisher, Wolters Kluwer Health, who is our vendor that produces the content of our consumer medication leaflets. Our pharmacists then print these monographs electronically in-store and provide them with each prescription dispensed for the consumer to use at home as a reference or the pharmacist may use them as a support tool when counseling patients in the stores.  

Walgreen pharmacists receive important updates on vital patient safety trends via e-mail communication from our corporate office from monitoring CDER’s FDA Med Watch listings; through local monthly peer review meetings on pharmacy practice; from the Clinical Services Department of our Walgreen Health Services Division, and finally through company-sponsored pharmacy continuing education programs.  

We try to address good pharmacy practices for all of our patients and to that end currently print our prescription label directions in 14 different languages depending upon patient needs and requests. Our patient information leaflet, our CMI, is currently available in both English and Spanish – again based upon patient need and request.

Our pharmacists also distribute a mandatory medication guide to patients if the FDA requires that these be distributed with certain prescription drugs. As you know, the agency has recently required that these med-guides be distributed with all antidepressant medications and all non-steroidal anti-inflammatory drugs or NSAIDs, which includes the COX-2 inhibitors, the subject of two recent market withdrawals. 

These two very popular classes of drugs, antidepressants and NSAIDs, for which millions of prescriptions are dispensed each year - account for over 500 separate and individual drug products. 

We hope to have the FDA’s approval shortly to be able to print these mandatory and beneficial medication guides electronically for our patients.  As an aside, we are concerned that there does not appear to be an FDA-led effort to encourage the makers of the dozens of NSAID medications, including the COX-2s, - both brand and generic manufacturers – to use a universal medication guide that could be distributed through a single entity. 

This type of program is critical to reduce duplicative efforts and help assure that pharmacists have these guides available in their pharmacies to distribute to patients and ensuring compliance with the FDA and its approved patient information policies. 

While I know that this hearing is not supposed to focus on mandatory medication guides or voluntarily provided consumer medication information, I think this background is necessary to help answer the questions posed today by FDA about the effectiveness of current risk management communication strategies and approaches to the same. The fact that the agency is not considering these med-guides and CMI within the context of this hearing, frankly, is concerning. It suggests that the agency may lack a coordinated plan for the development and implementation of a risk communications strategy and may be unnecessarily and dangerously duplicating private-sector efforts to provide consumer-oriented and health professional information.  

Everyone’s goal in the practice of the profession of pharmacy is to help the patient and improve their quality of life. However, we are concerned that the preponderance of paper that patients receive with their prescription medications from pharmacies – which is being driven by FDA guidance for CMI and mandates for medication guides – is not serving its intended purpose of risk / benefit communication – because it is excessive. 

We have seen from customer focus groups that this may be creating a situation where the patient will simply not know what to do with the paper information they are receiving thus defeating the purpose of trying to inform and help the patient. Similarly, if the amount of risk information being presented is such that its balance emphasizes primarily the risks without equal time for the benefit, which is the very reason the patient went to their doctor for help in the first place - patient compliance and therefore improved health may not happen and this, then, will lead to increased health care costs.  Are we forgetting that the scope of this entire communication effort is to help patients and caregivers manage their healthcare and reduce overall costs?

You should know that to meet the current Action Plan for the Provision of Useful Prescription Medicine Information – simply referred to as the Keystone Criteria - the pharmacist generally has to print two to three 81/2 x 11 inch pages of paper to give to the patient. If the patient is also receiving a mandatory medication guide with their prescription – each of which averages 3 pages in length – but which could be up to 12 pages in length, that would mean at least five sheets of patient “risk – benefit” information dispensed with one prescription.  Admittedly, this is all part of the effort to respond to public pressures to provide additional information on certain medications that have been associated with high-profile risk incidences and which is all supposed to benefit patients and their healthcare management.  

Very little information exists in the literature regarding the effectiveness of these types of risk benefit communication tools. We all may feel better that we are covering our “bases,” so to speak, by giving patients all this paper. However, if it does little to reduce adverse events, or worse, if the volume of paper reduces compliance because patients do not read the information (and, as stated earlier they have told us they do not) and, because they don’t read the voluminous paper they don’t know how to take the drugs appropriately; or, conversely, they read the information and don’t take the drug because they become frightened of the risks, we are defeating our intended purpose and, sadly, doing no good for patients at all. 


The agency’s decisions to create their own Patient Information Sheets (PIS) is particularly concerning to us because these initiatives can duplicate private sector efforts. It is not clear why the agency would produce a Patient Information Sheet for every drug when the private sector is already producing high quality, Keystone Criteria compliant information that balances the risks with the benefits of taking medications.  There is also no clear relationship between these PIS documents and the mandatory medication guides that are currently being distributed by pharmacies for antidepressants, and, shortly, will be shortly distributed for NSAIDs. 

We are concerned that these PI Sheets will emphasize risk information rather than create a balanced picture of how the patient should use the medication in accordance with their prescriber’s directions to improve whatever condition they went to their doctor for. FDA has stated that these PI Sheets will include information from the Drug Watch Website and that includes recent emerging drug safety information. Patients may not know how to distinguish between the  “emerging” safety information as compared to the risk information that is well established. This may reduce compliance with medications if patients cannot independently determine whether, or if, the “emerging” safety information might apply to their medical situation. 

The private sector has demonstrated a much better ability to update information in a more timely fashion than the FDA. We are concerned that the PIS leaflets will not be made current quick enough to reflect the latest contemporary knowledge about the drug. Retail pharmacy also believes that these PI Sheets should meet the current Action Plan for the Provision of Useful Prescription Medicine Information. That is, FDA’s PI Sheets should be held to meeting the same Keystone Criteria for patient information to which the private sector is held.  
Patients that may go to the FDA website to obtain these PI Sheets should have the benefit of being provided with the same level and scope of risk and benefit information had they obtained the information sheet from their retail pharmacist. All of us today really do have to stop and remember what got us to this point - namely, that the patient chose to go to their doctor for a reason and that the patient’s doctor, based on education, overall knowledge of and acquaintance with the patient, the patient’s condition and the patient’s medical history, deemed that a prescription drug would help them (again - benefit versus risk) and then wrote that prescription for the benefit of their patient.  

Pharmacy and pharmacists need to further that relationship through counseling, education, providing answers and guidance to help and inform that patient.  Risk information including side effects, adverse event scenarios, contraindications, and precautions are most assuredly vital to this process – but need to be communicated in their proper context – namely, in order to help, not intimidate, patients.    

Retail pharmacy believes that the agency should, as a long term goal for risk management communication, and I truly believe the right term is “risk management communication” – not simply “risk communication” - seek to incorporate all information into a single communications document that is of sufficient length, content, context and literacy level so that it will be read, and conveys all the information necessary for the patient, including any information required as part of a mandatory medication guide.  We all need to listen to what our patients are telling us will help them to better themselves, health wise.  It will surely help us all if we do.

Thank you very much for this opportunity. We look forward to answering any questions you may have. 

PAGE  
2

