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November 29, 2005

Division of Dockets Management (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD 20852

Subject: Draft Guidance for Industry on Using Electronic Means to Distribute Certain Product Information; Docket No. 2005D-0385

To Whom it May Concern:

The National Association of Chain Drug Stores (NACDS) is submitting these comments in response to the above-mentioned draft guidance that would allow manufacturers to electronically communicate product recall and drug safety information to health care professionals, including pharmacies.

NACDS represents more then 200 companies that operate nearly 32,000 community-based retail pharmacies in the United States. We are the primary providers of outpatient prescription medications to consumers, dispensing about 70 percent of the 3.2 billion prescriptions provided.

In general, we support the electronic communication by manufacturers of this information for all the reasons identified by FDA in the draft guidance. Electronic communication is faster, more efficient and less costly. However, the agency should recognize some unique aspects of chain pharmacy practice before such an electronic system can be feasible and practical.

First, NACDS believes that the final guidance document needs to be flexible to allow for the comprehension and utilization of different technological platforms that exist among different pharmacy providers. For example, some pharmacy chains may allow their pharmacies to have a direct connection to internet e-mail, while others may provide an internal intranet system that is managed centrally by the chain’s headquarters. Therefore, we recommend that the resultant guidance should not be restrictive to a particular technology but constructed to broadly allow the permissible activity to be carried out among a variety of different platforms. 

Second, in the case of e-mail communications, NACDS recommends that manufacturers maintain an up to date e-mail contact list for each of their customers.  This list should be specific enough to identify the appropriate contact at each customer’s location for the type of information being disseminated. For example, a customer may have a specific individual who should receive recall notices and a different individual to receive safety notices.     

Lastly, as it pertains to the draft guidance, NACDS would like to take this opportunity to identify some concerns that our membership have expressed specific to the recall and withdrawal section of the document. Our members have in place very specific standard operating procedures and policies for their stores to follow in the event of a product recall or withdrawal.  These procedures have been instituted to ensure that these recalled/withdrawn products are immediately, effectively, and efficiently removed from the supply chains so as to preserve the health and welfare of the patients that they serve.

Many of our member companies have integrated the use of e-mail communications, or other electronic communication methods, to communicate recall or withdrawal notices immediately and directly to their individual pharmacy locations.  Within this context it is imperative to note that many of our member companies utilize internal intranet connectivity between their corporate office and each individual pharmacy location. As such, e-mail communication can only be sent to each pharmacy from the corporate office. This is necessary to preserve and protect the integrity of the pharmacy dispensing systems from any untoward e-mail viruses and similar type risks that are inherent in direct internet connectivity.  Therefore, it is critical to ensure that any electronic communication that is enabled through the FDA guidance be delivered by the manufacturer to a designated representative, at those chain corporate offices (who utilize secure intranet systems), in order for the information to be disseminated to each pharmacy via each individual company’s internal protocol and policy.

We believe that in the final analysis, the safety and welfare of the general public is best served by allowing individual pharmacy providers to utilize the communication tools, processes and procedures that they have developed to react and respond to product recalls and withdrawals.  Whereas manufacturers should provide timely notice of the recall/withdrawal event to the provider community, they should not dictate the manner, process, or procedures that pharmacies must follow to execute the duties surrounding response to the recall or withdrawal.  

To this point, some of our member companies have reported recent issues arising out of some manufacturer’s practice of communicating specific recall instructions directly to pharmacies via letter.  In these instances, the pharmacies have been instructed to send the recalled/withdrawn product directly back to the manufacturer’s designee thereby circumventing the pharmacy operator’s standard operating procedures and policies. The manufacturer’s communication, in this regard, creates confusion at the pharmacy level and impairs the company’s ability to effectively manage and control the recall/withdrawal process, thereby minimizing the safeguards that have been put in place to protect public health.  Additionally, it is important to note that this activity also creates significant inventory management and financial accounting issues for our member companies.  

Many NACDS member companies already receive recall and patient safety information though ChainDrugsStore.net. This entity receives such information from manufacturers on a daily, real-time basis, allowing community pharmacies – both chain and independent – that use this service to obtain this information in a timely manner. Chain pharmacy corporate headquarters receive this information and communicate it down to the individual pharmacy locations. 

We recommend that direct accounts that receive recall or patient safety information from a manufacturer be able to send back an electronic notice that they have received the e-mail communication from the manufacturer. Given that most e-mail systems allow for e-mail return receipt confirmation, we believe that this should also be used as evidence of receipt by the chain rather than phone calls. 

If utilizing a service such as ChainDrugStore.net, all activities such as message delivery and "reads" are recorded and can be audited by a 3rd party.  ChainDrugStore.net provides manufacturers with statistics 48 hours, 1 week, 2 weeks and 4 weeks after the recall communication was sent.  If utilizing a similar service, we recommend the FDA require those services provide manufacturers with timely information regarding delivery and reads.

We also recommend that the agency develop standard wording for the severity level of the patient safety information being communicated, and preclude the use of this system for marketing purposes. New information is emerging daily about new uses for drugs, and we believe that such information could and should be electronically communicated as well. However, we believe that this electronic system for recalls and patient safety information will lose its effectiveness if the agency does not provide manufacturers with some sample headers that would alert the pharmacy to the severity of the recall or the drug information being provided. 

We appreciate the opportunity to raise these issues about this draft guidance and ask that you contact us if you need further information. Thank you.

Sincerely,
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John M. Coster, Ph.D., R.Ph.

Vice President, Policy and Programs
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