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FDA - Dockets Management Branch:

I am the Vice President of Legal Services for Caremark Inc.  As a long-time specialty pharmacy provider of hemophilia factor products, Caremark is pleased to provide comments with regard to the above-captioned FDA proposal.

Caremark shares the FDA’s concerns about patient safety and the need to be able to promptly identify and notify patients who may be in possession of, or who have used, blood-derived products associated with increased risk of transmitting communicable disease due to product contamination.  Over three years ago, Caremark’s Therapeutics Services Division (“CTS”) developed and implemented an electronic, computer-based tracking system that enables CTS to determine, within hours of notification of a manufacturer recall or other notice to withdraw product, whether a specific lot was received by a CTS service center and if so, whether it is still in stock.  The system allows CTS to immediately pull the product from inventory and segregate it until appropriate action can be taken, including returning the product to the manufacturer.  Additionally, the system enables CTS to identify all patients who received the designated products on a lot-specific basis and to promptly implement a process to contact patients and their physicians of any product recall or withdrawal.

We agree that to be timely and effective, a system for tracking and notification requires the cooperation of a number of entities/individuals, including the manufacturer, the wholesale distributor, pharmacies (community and hospital based), physicians/medical groups and patient advocacy groups.  Accordingly, Caremark supports the FDA’s proposed rule in accordance with our comments and suggested modifications as outlined below:

Section II. General Overview of the Regulatory Plan

1.
Paragraph 3, last sentence:  Caremark agrees that many service providers  are not notifying patients with custody of specific lots of blood-derived products in a consistent and timely manner.

2.
Paragraph 4, last sentence:  Caremark supports patient notification, consistent with current Caremark policy.

3.
Paragraph 5:  Caremark supports rules establishing criteria for when notification should take place and for systems to track product location.  However, the proposed  timeframes may pose a potential problem (to be addressed later in this memo).

Section III.   Concepts of Proposed Rulemaking

1.
Section A, paragraph 1:  Caremark supports the intent of the proposed regulations.  Based on its experience, however, Caremark believes that notification of a patient’s physician as well as the patient is appropriate, particularly if the reason for the recall or withdrawal has clinical implications such as would be the case with increased risk of communicable disease.  While the dispensing pharmacy has responsibility and should be accountable for notifying patients of the potential risk, Caremark recommends that the patient’s physician be responsible and accountable for the care of the patient and for participating in the determination and implementation of “appropriate action”.

2.
Section A, paragraphs 2-5:  Caremark’s policy requires all products that are “lot-tracked” to be included in the lot-specific recall and withdrawal process.  This includes notifying patients if there is a clinical implication for the recall/withdrawal and for non-clinical recall/withdrawals if it is necessary to retrieve and replace patient inventory.   In addition to the antihemophilic factors VIII and IX, and alpha-1 proteinase inhibitor, Caremark tracks immune globulin intravenous (IGIV) on a lot-specific basis.  There is not substantial additional burden to Caremark in doing so.

3.
Section A, paragraph 9:  Caremark has found that a computer-based system that records and tracks lot-specific information from inventory receipt to patient dispensing is very effective and efficient for determining if the affected lots were received, for tracking current inventory levels and location, and for identifying patients who received the lot.

4.
Section B, paragraph 2:  Caremark’s policy and practice requires that patients be notified in all cases where a manufacturer’s recall/withdrawal has clinical implications, including, but not limited to, increased potential risk of communicable disease.  Additionally, patients are notified in instances where recall/withdrawal does not have clinical implications but requires that product be retrieved from patients who have the product.  The Caremark system could be used for any recall/withdrawal on a lot-specific basis if that product is tracked by lot number.  The system could be expanded and used for all recalls/withdrawals (whether or not clinically based) although whether this is desirable or necessary would need to be determined on a product specific basis.  The regulation should include notification in any situation where the patient may be at increased risk of harm, including contamination of a non-infectious nature.

5.
Section C., paragraph 1:  We agree that the manufacturer and the “consignees” play an integral part in the recall process.  Caremark has determined that the prescribing physician also should play a significant role in product recalls when the reason for the recall has safety or efficacy implications for the patient.  In many instances, the physician, once they have been informed of the recall and assessed the implications for their patient, will ask Caremark to contact the patient about the recall.  In other instances, the physician, based on their unique relationship with the patient and understanding of the patient’s illness, will decide to inform the patient themselves.  Caremark’s system allows for the physician to contact the patient and this is recorded in the “Recall: Patient Notification Sheet” that is completed when each patient is contacted.

6.
Section C, paragraphs 2-4:  The issue of patient confidentiality and manufacturer-driven patient notification that removes the pharmacy from the line of communication is an important one.  Caremark strongly agrees that responsibility for notifying patients and their physicians is the pharmacy’s and not the manufacturer’s.  The pharmacy/home infusion provider has the most access to the patient and is the party best able to track orders and shipments.  As such, Caremark feels it is unnecessary to assign notification responsibility to a third party contracted by the manufacturer.

7.
Section D, paragraphs 1-3:  Caremark’s system allows for tracking on a lot-specific basis from the point of receipt to the point of dispensing by the Caremark pharmacy.   Tracking of lot-specific data takes more work up front than the alternative method.  However, we believe that should a recall/withdrawal occur, the process of identifying and notifying patients is much easier and can be accomplished in more timely fashion if this up-front work has been accomplished.  We also believe that recalls/withdrawals of the type being considered by the proposed regulation make it imperative that these be handled in a prompt and expeditious manner.  Such a requirement adds to the recordkeeping burden of the pharmacy or consignee, but Caremark believes the obvious benefits outweigh the additional burden.  This is evidenced by the investment we have made in our system.  Automation/information technology can enhance the consignee’s ability to record and maintain such data/information and minimize the time associated with the tracking requirement and facilitate patient notification.  The FDA should consider encouraging or requiring manufacturers to place the lot number and expiration date on the product or its packaging in a bar code format to minimize the manual aspects of the recordkeeping.

8.
Section F, paragraphs 1-3:  Caremark agrees that timing is a critical issue and we further recognize that there are number of factors that impact a consignee’s ability to contact patients/their physicians in a timely fashion.  We do not believe that expecting a consignee or pharmacy to attempt to initially notify a patient within 2 days from the point in time that the need for notification is determined is feasible.  Nor do we agree that the clock for consignees should start running when the FDA/manufacturer decides that a recall/withdrawal is necessary or desirable.   Caremark supports a requirement that drug manufacturers notify consignees and/or other intermediaries within 2 business days of the decision to recall/withdraw.  Caremark further supports a requirement that consignees   make an initial attempt to notify the patient or their physician within 3 business days of receipt of notification from the manufacturer.  In some instances, product is distributed through wholesalers or other distribution systems, and the pharmacy or other dispenser of the product is not readily known by the manufacturer.  In these situations, there may be a delay in notifying the pharmacy who may only hear of the recall through trade publications or other means.  A requirement of two additional attempts to notify before a final, written notice is sent is appropriate.

9.
Section G, paragraphs 1-2:  Caremark supports notification only to patients who are in receipt of the affected lots.  Caremark’s system was designed to accomplish this objective.  Notification to patients who are unaffected by the recall would add additional unnecessary burden to the pharmacy and may unnecessarily alarm unaffected patients.

10.
Section H, paragraph 1:  Caremark feels that all the information discussed is appropriate.  However, depending on the risk that applies for a particular product and/or recall, the implications of the notice may vary for specific patients depending on their illness and health status.  The actual course of action beyond handling and return of the product 

may be best determined by the consignee in collaboration with the patient’s physician after consideration of the information provided by the manufacturer.

11.
Section I, paragraphs 1-2:  Caremark agrees with the concept of assessing the effectiveness of the notification process and its outcomes.  The process could include determining the extent to which the responsible organization was successful in contacting all patients affected by the recall and the percent of patients identified for whom an attempt to initially notify was performed within 3 business days of the pharmacy’s receipt of notification.  This data would be submitted to the manufacturer to assess the overall effectiveness of the recall.

12.
Section K, paragraphs 1-2:  Caremark agrees that patients should be informed that they will be notified in the event of a recall for a product associated with an increased risk of transmitting a communicable disease.  This information could be included in the product package insert or medication profile prepared by the manufacturer.

Caremark supports efforts to ensure patient safety.  We are committed to partnering with the FDA in this endeavor.  Thank you for the opportunity to comment on this important proposed rulemaking. Please feel free to contact me directly with any questions you may have with respect to these comments.

Sincerely,

Steve Anderson

Vice President Legal Services

cc:
Scott Reid


Sandy Matsumoto


Terry Whiteside

Butler, Jennie C

From:
Anderson, Steve [Steve.Anderson@mdmnetwork.com]

Sent:
Wednesday, December 22, 1999 9:40 AM

To:
'fdadockets@oc.fda.gov'

Cc:
Anderson, Steve; Reid, Scott; Matsumoto, Sandy; Whiteside, Terry

Subject:
Docket No. 98N-0815

Attached is a document with Caremark's comments to FDA Notice on Plasma

Derivatives and Other Blood-Derived Products; Requirements for Tracking and

Notification [Docket No. 98N-0815].
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If you have any questions, please contact me at 847/559-5402.

Steve Anderson

Vice President Legal Services
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