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Draft Guidance for Industry, Electronic Records; Electronic Signatures, Maintenance of Electronic Records 

To Whom It May Concern:

The American Association of Blood Banks (AABB) appreciates this opportunity to comment on the Draft Guidance for Industry, Electronic Records; Electronic Signatures, Maintenance of Electronic Records. The AABB is the professional society for over 8,000 individuals involved in blood banking and transfusion medicine and represents approximately 2,000 institutional members, including blood collection centers, hospital-based blood banks, and transfusion services as they collect, process, distribute, and transfuse blood and blood components and hematopoietic stem cells. Our members are responsible for virtually all of the blood collected and more than 80 percent of the blood transfused in this country. For over 50 years, the AABB's highest priority has been to maintain and enhance the safety and availability of the nation's blood supply.

The AABB commends the FDA for the depth and clarity of this guidance. It is well written, easy to understand and the examples are excellent. The AABB makes the following two suggestions:

Section 5.6 Copying Processes Should Produce Accurate and Complete Copies

The final sentence states “A copy process that does not implement such a built-in error checking mechanism to prevent making an inaccurate or incomplete copy should be validated.”  This sentence implies that only a system without built-in error checking needs to be validated. The guidance should be revised to indicate that even systems with built-in error checking must be validated to assure that the system would catch errors.

The guidance does not address hybrid records (records that are part electronic and part paper). The guidance could be improved by the addition of guidance addressing linking hard copy and e-records for the purpose of storage, retrieval, etc. This is particularly relevant to blood banks and transfusion services. In the process of maintaining a complete tracking record for blood components and patient transfusions, a facility may have records that are independent for a specific step of the process, but these independent records must be linked together in order to follow the entire process. Some of these records may be e-records, but others may be paper records. 

The AABB is pleased to have this opportunity to comment. Any questions regarding these comments should be directed to Kay Gregory, Director, Regulatory Affairs at 910-842-2790 or kayg@aabb.org.
Yours truly,

Roger Y. Dodd, PhD

President
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