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Docket No. 2005D–0062: Draft Guidance for Industry on the FDA’s “Drug Watch” for Emerging Drug Safety Information
To Whom It May Concern:
The American Society of Health-System Pharmacists (ASHP) is pleased to respond to the Food and Drug Administration’s (FDA’s) May 10, 2005, notice in the Federal Register requesting comments on the agency’s Draft Guidance for Industry on the FDA’s “Drug Watch” for Emerging Drug Safety Information.  ASHP is the 30,000-member national professional and scientific association that represents pharmacists who practice in hospitals, health maintenance organizations, long-term-care facilities, and other components of health systems.
ASHP believes that the mission of pharmacists is to help people make the best use of medicines, and our primary objective is to assist pharmacists in fulfilling this mission.  Components of the Society’s efforts in assisting pharmacists in this regard include policy positions and guidance documents for best practices such as those on medication use and patient care, extensive publishing activities with a strong focus on professional and patient drug information, and educational programs. As a private-sector publisher, ASHP represents the perspective of a scientific, nonprofit publisher of evidence-based drug information. This evidenced-based information is provided as a foundation for safe and effective drug therapy.  The inclusion of emerging safety information for a particular drug or class of drugs must be carefully evaluated to determine its significance to the current discussion of the risks and benefits of the medication. 
For example, we have published AHFS Drug Information (originally called the American Hospital Formulary Service) since 1959. The authority of AHFS Drug Information includes federal recognition through legislation and regulation as an "official" compendium for information on medically accepted uses of drugs. As a well-respected publisher of evidence-based drug information, ASHP has also applied this expertise for almost 30 years in publishing high-quality drug information for consumers.

ASHP was one of the first private-sector organizations to publish medication monographs intended for educating patients. A variety of products and services are currently created from MedMaster, ASHP’s master database of Consumer Medication Information (CMI), including its MedTeach software used by healthcare professionals to provide customized patient monographs, the National Library of Medicine’s MedlinePlus consumer website, 
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the Consumers Union’s Consumer Reports Medical Guide website, and others. The MedMaster database also serves as the basis for ASHP’s widely acclaimed safemedication.com consumer website.  

ASHP considers the Agency’s new endeavors to provide healthcare professionals and consumers with timelier access to emerging drug safety information to be a positive goal, however we have some specific concerns about the process for the evaluation and the style and content of this new information.
These are our initial comments on the Drug Watch guidance document. Because it is a guidance document and, as the Federal Register notice points out, “general comments on agency guidance documents are welcome at any time,” we will be submitting additional comments later.
1) The key to risk and safety communication is the Drug Watch website and specific examples of documents for communication. It is difficult assess the program completely without examples of this key information. Will there be a separate opportunity to comment once the website is launched?
2) The composition of Drug Safety Board is troubling. There is no representation from consumers or healthcare practitioners. 
3) How would publishers of evidence-based drug information assess the information posted on the Drug Watch website with little or no background information on the assessment criteria or information used by the agency to create the FDA alert in order to present a balanced view of risks and benefit for safe medication use.

Some specific points that we have identified are as follows:
Lines 22-27
The draft Drug Watch guidance states that the program is being established to communicate safety information about “drugs for which FDA is actively evaluating early safety signals.”  It appears that this communication would occur earlier than the current MedWatch program. How will the Drug Watch program interface with the reporting and safety programs established in the MedWatch program, and where are the defining boundaries of each program?
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Lines 35-40

Recent communications under the Drug Watch program have not demonstrated an improvement in the timeliness of new information about drug risks to health care professionals or the public. (See also lines 90-94)  One example of this is the recent FDA alert about sudden vision loss (non-arteritic anterior ischemic optic neuropathy [NAION]) in patients taking PDE – 5 inhibitors that was released at the same time as the new labeling, an FDA Statement, Patient Information Sheet, and Professional Information Sheet.  It is difficult to determine the further value of the FDA alert in addition to the other communication documents that were issued at the same time.
Lines 55-68

Although the goal of providing emerging information to the public is laudable, there is concern as to how that information will be presented in a balanced format for the patient so that current medication therapy will not be stopped inappropriately. Additionally, how often will the risk information be revisited by the committee once it is posted in order to provide current information to the consumer? This information must be reassessed on a periodic basis, since it will be available on the web page to consumers.
Lines 123-124
How will the public and healthcare professionals be notified about updates to currently posted information? Will this information just be added to the Drug Alert web page or will a separate FDA notice be sent out or be posed on the main FDA site? (See similar comments for removal of drugs from the website in lines 205-212) 

Footnote 5 (page 7 of the draft guidance – Patient Information Sheets and Healthcare Professional Sheets
Included in footnote 5 is a brief description of two new written formats – the Patient Information Sheets (PIS) and the Healthcare Professional Sheets (HPS). The brief descriptions of the intent of the PIS (“to convey critical facets of a product’s approved labeling in lay terms”) and the HPS (“to highlight the most up-to-date information healthcare professionals may want to consider when prescribing drugs for their patients”) are unclear. 
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Patient Information Sheets
Authority for PIS
Under what statutory or regulatory authority is the agency able to develop PISs? What is the relationship between of these documents and the current array of documents provided by the FDA, drug manufacturers, and compendia of information on medically accepted uses of drugs to healthcare professionals and the lay public?
Distribution of PIS

How are patients to receive PIS (with prescriptions, via the worldwide web if they visit the FDA site, or along with written CMI)?  It is not clearly stated how the public is to be alerted to the initial document when this information is released and subsequently when an emerging safety information section is added or the information is updated or removed.
Evaluation of content
The content of the “FDA Alert” would consist of a summary of the facts, but in most cases does not give a balanced view of risk versus benefit of the drug.  In addition, there is no consistent statement telling patients to discuss their drug therapy with their physician before making any changes in their current medication therapy, such as discontinuing the medication. Many patients may be alarmed by the content of the initial alert and not read the PIS any further!  Given that this information is a summary of emerging information, it is extremely important that the wording conveys all of the factual information, stated in a manner that does not cause undue anxiety or fear in patients currently receiving the drug.
Also stated in this footnote is the intent to develop PIS for all approved drugs. What is the purpose of PIS that do not carry an FDA alert of emerging safety information?  They do not meet the criteria for written patient information outlined in the “Action Plan for the Provision of Useful Prescription Medicine Information” or the recent “Draft Guidance for Useful Written Consumer Medication Information (CMI).”  There is a statement at the beginning of each PIS that indicates it is a summary document and alerts the reader: “For details, talk to your healthcare professional.” This statement does not refer the reader to more comprehensive sources that may contain additional information not included in this summary. Is it the intent of the FDA to create another class of consumer medication information, or are PIS intended to compete with the current format of written CMI? The FDA already requires distribution of Medication Guides at the time of dispensing for 
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selected prescription drugs that pose a serious and significant public health concern. It is important at this stage of PIS development to clearly outline the intent and purpose of this type of patient information relative to other current formats of patient information such as CMI and Medication Guides.
Although it is stated that the Drug Watch web page will be developed after the draft guidance is finalized, the present format, with the inclusion of PIS with and without FDA Alert information in various formats on the CDER Home webpage under a header “Safety Information for Patients and Healthcare Professionals,” is confusing.  It would seem more appropriate to have only PIS with alert information contained on a webpage intended for emerging safety information. It may also be beneficial to consumers to have a dedicated page for patient information, rather than the current format of mixing information for healthcare providers and patients.
Evaluation of format

Is there a template available for development of PIS to identify which of the “critical facets of a product’s approved labeling” is to be included?   Are all of the contraindications, warnings, and precautions from the drug labeling to be included as is suggested in the recent “Draft Guidance for Useful Written Consumer Medication Information (CMI)”?  To date, PIS have been inconsistent in content, especially when comparing wording and header content of drugs in a similar classes.  
The first sentence for the PIS states that it is a summary. However, CMI recommendations include the statement: “A disclaimer stating that the CMI is a summary and does not contain all possible information about the medicine.”  CMI is directed to contain all contraindications, all warnings, and all precautions from the professional labeling that is specific to the patient. Therefore, PIS (being summaries of “the most important information” about the drugs) should carry similar wording.
It will be important to have PIS for all drugs included in FDA alerts when they are released so patients can associate the FDA Alert information with their current drug therapy. After the recent antidepressant and NSAID alerts, numerous drugs included in those alerts are not posted on the current Drug Safety web page for consumers to identify and link to the alert information.
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Healthcare Professional Sheets

Footnote 5 also describes development of Healthcare Professional Sheets (HPS) that are “intended to highlight the most up-to-date information healthcare professionals may want to consider when prescribing drugs for their patients.” This draft guidance does not explain the source of this information, nor criteria for this format. Will the content of this information be what was used as the basis for the Oversight Board’s decisions and recommendations? Many other documents are already in use for communicating important information for the prescribing and use of medications, such as MedWatch Safety Alerts, Dear Healthcare Provider letters, Public Health Advisories, and Talk Papers.  It would be helpful to define what kind of language or content the HPS will have to distinguish them from these current sources of information. 
The draft guidance states that “when available, the highlights section of a product's approved labeling will be used to develop the Healthcare Professional Information sheets.”  Since a final rule revising approved professional labeling has not yet been issued, it is difficult to comprehend what is meant by “highlighted sections.” 
Lines 153-171
Three factors are presented that the agency may use to evaluate newly observed, serious adverse effects of drug products and information that may be posted to the Drug Watch web page. Included are examples of how adverse events could be prevented by a change in prescribing habits, what measures could be taken to prevent or mitigate harm, or if an off-label use of the drug could pose significant risk to the patient. Missing from this guidance is an explanation of how these adverse events will be evaluated by the Drug Safety Oversight Board, and what thresholds will be used to trigger the dissemination of the information. Also unexplained is the source of this information – manufacturers, clinical studies, scientific literature, or case reports.
Lines 173-203

The Drug Safety Oversight Board will use the factors in lines 153-171 to decide what drugs or drug classes will be posted on the Drug Watch website and when they will be removed. Most of the members of the Oversight Board will be chosen from federal agencies, but the Board may use “other external scientific experts, as well as consumer and patient representatives” as consultants who may “present their views regarding emerging drug safety issues.”
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At a workshop on the issue of safe medical products in March 2000, Center of Drug Evaluation and Research Director Janet Woodcock, M.D., noted that previous discussions about the safe use of medical products that led to the Institute of Medicine’s 1999 report, To Err Is Human, failed to include “the consumer voice and the voice of patient groups.”  To eliminate these groups from substantive participation and decision-making in discussions about this new drug safety initiative would be a giant step backward.
Lines 205-212
How will the removal of currently posted information be communicated? Will this information just be removed from the Drug Watch web page or will an FDA alert be sent out or be posted on the main FDA site? (See similar comments for revision of content  in lines 123-124.)

For more than 60 years, ASHP has helped pharmacists and pharmacy technicians who practice in hospitals and health systems improve medication use and enhance patient safety, and we appreciate the opportunity to present comments on this important patient care issue. We believe that the FDA, as it finalizes its guidance for distribution of emerging safety information, should work with organizations such as ours in order to create a more effective document than the one issued for comment. Feel free to contact me if you have any questions regarding our comments. I can be reached by telephone at 301-664-8702, or by e-mail at gstein@ashp.org.

Sincerely,
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Gary C. Stein, Ph.D.
Director of Federal Regulatory Affairs
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