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June 21, 2002

Dockets Management Branch (HFA-305) 

Food and Drug Administration 

5630 Fishers Lane, Room 1061 

Rockville, MD 20852

RE: 
Docket No. 02D-0080: Draft Guidance for Industry—Streamlining The Donor Interview Process: Recommendations for Self-Administered Questionnaires

Dear Docket Officer:

America’s Blood Centers (ABC) appreciates the opportunity to provide comments and suggestions concerning the Center for Biologics Evaluation and Research’s draft guidance on self-administered donor questionnaires.   For your information, ABC is a national network of locally-controlled, non-profit community blood centers that collect almost half of the US blood supply from volunteer donors. Collectively, we operate in 45 states and serve more than half of the nation’s 6,000 hospitals. ABC’s total blood collections exceeded 7 million pints in 2001. 
ABC applauds FDA for their acknowledgment that the donor interview process should be streamlined and for their commitment to do so. ABC also appreciates the fact that FDA has formally modified its position that the HIV/behavior questions require direct questioning. However, we have grave concerns that if issued as written, the recommendations proposed in this document will significantly complicate—rather than streamline—the process. 

We urge FDA to consider that blood centers may screen donors in a variety of environments—from noisy high school gymnasiums to more sedate office environments.  As recommendations become more prescriptive, blood centers have less flexibility to meet the challenges of collecting blood in diverse conditions.

Section II.  Background

Many of our centers find the intent of this guidance ambiguous. A significant number of blood centers currently use self-administered questionnaires, either as part of a hybrid in which direct questioning is employed for HIV and vCJD risk questions together with self-administration of health questions, or as FDA-approved variances for self-administration of all questions including questions designated as “high risk” by FDA. 

Please clarify that the intent of this document is not to require such centers to change their currently-approved procedures and that there are no regulatory submission requirements for centers that wish to continue using currently-approved screening procedures. 

III. Recommendations for Implementing Self-Administered Donor Questionnaires

Recommendations for Manual Procedures

In Item (4) of this section, FDA recommends that blood centers utilize direct oral questioning of first-time or infrequent donors in order to fully educate the new donor about their responsibilities in donating blood products and ensure that barriers of limited literacy, attention and comprehension do not compromise the donor qualification process. We remind FDA that donor centers directly educate all donors, not just first time donors, regarding the responsibilities of blood donation. Such direct, interactive education occurs prior to donor screening and as an interpersonal dialog. Verbal presentation of screening questions (or the audio-visual equivalent) constitutes neither a dialog with the donor nor is it an educational encounter. Worse, it may become a sonorous recitation by a human or computer. 

We support the position taken on this topic by the AABB Donor History Task Force and reference the excellent discussion of pros and cons of verbal questioning versus self-administration techniques referenced in the Final Report of the AABB Donor History Task Force.

In Item (5), FDA recommends evaluation of donors at each donation to assure that the donor understands the questions, including an evaluation of literacy and comprehension. Literacy, comprehension and understanding are difficult to assess objectively. Furthermore, once it is determined that a given donor is literate, it is unnecessary to repeat such a determination at each and every donation. 

The AABB Donor History Task Force (which included representatives from FDA as well as survey design experts) struggled with the complexities of assessing literacy and comprehension on a survey. The Task Force concluded that the most feasible method was to build “donor attention, literacy and understanding” into the questionnaire by mixing questions requiring an affirmative answer with questions requiring a “negative” answer throughout the questionnaire. Still other questions require the donor to answer a specific way based on their gender. In order to successfully complete the complex questionnaire, a donor would have to be able to read, understand and select the appropriate response. Donors who blindly answer all questions either “Yes” or “No” would signal to the screener the possibility of a literacy and/or comprehension problem. ABC supports this common sense approach.

In Item (7), FDA recommends that the donor be instructed “not to sign the questionnaire” until the blood collection staff member has reviewed it. Most blood collection facilities have the donor sign an informed consent, but we are unaware of any other requirement to sign the donor questionnaire. Since the statement is made in Section II that “this guidance document does not address the informed consent process,” are we to conclude that this is a new requirement for a signature on the questionnaire other than the Informed Consent? 

Please clarify the intent of the guidance with respect to donor informed consent.

In Item (8), FDA recommends that the donor answer all applicable questions on the questionnaire and that if there are multiple reasons to defer the donor, each reason must be recorded on the donor record. This process is straightforward with the self-administered questionnaire. 

Please clarify whether in the case of oral questioning, if the donor presents a response at the beginning of the process that would lead to deferral, it is FDA’s intent to require the donor screener to continue asking all questions. 

The purpose of donor screening is to determine the donor’s suitability to donate on a particular day. To continue oral screening after determining that the donor is not eligible to donate is wasteful of resources and of the time of the donor and of blood center personnel, and defeats the stated purpose of streamlining the process. 

Item (9) recommends administering new or modified questions either by oral questioning or by providing donors with a detailed description of the changes. While change control of this type is conceptually pleasing, implementation is not practical because of nebulous time frames. There is no definition of how long a question is “new,” nor of how long information regarding modifications should be provided. Providing educational resources at the time of a revision is a good practice. Requiring that each donor be notified of interim changes to the record is not. 

We suggest that educational materials about the background of key questions or material changes be made available, but that providing education specific to individual donors is not feasible.

Additional Recommendations for the Use of Audio/Visual Tools

Item (5) recommends monitoring the donor throughout the interview process to assure donor attentiveness and intervention if the donor appears confused or inattentive. It is difficult to reconcile this with provisions in Section III.A.3 aimed at ensuring that the donor is afforded a private setting for answering the questionnaire. Furthermore, there is no known objective measure to assess attentiveness or confusion. 

ABC suggests that during the interactive educational and instructional phase, the donor be encouraged to contact collection staff personnel in case of confusion.

Additional Recommendations for Computer-Assisted Interactive Procedures

This section is unnecessarily prescriptive and may serve as a disincentive to adoption of an exciting and powerful technology. These recommendations limit use of existing and evolving technologies. For example, Item (2) recommends that personnel print the electronically-captured questions for review with the donor. This requires the additional need for printers on site on mobile blood drives. 

One of the powerful advantages of a computer-assisted system is lost—that is,  progress toward paperless systems and elimination of paper waste. Full utilization of this technology should also allow for the use of electronic signature.

Furthermore, the requirement for use of an audio component for screening first time donors by  computer-assisted procedures is unnecessarily restrictive and is not supported by the reference cited (Turner et al; Science 1998; 280:867).  In the study cited, although the computer-assisted procedure employed happened to include an audio component, there was no attempt to compare the technique to a system without audio component.  The authors made no claim that the audio component was essential.  Finally, a major issue in the cited study was the ability to maintain anonymity to protect the respondent identity, an issue that is not applicable to the blood donation processes in which a donor knows that his answers will be linked to his identity.

We request objective evidence or data that may be appropriately correlated to the blood donor interview.  Once a donor has demonstrated literacy, there should not be any requirement restricting the use of computer-assisted screening.

IV. Procedures for Supplementing the Biologics License Application to Include the Use of Self-Administered Donor Questionnaires

General Submission Information

In Item (2), FDA recommends a pre-approval submission for computer-assisted interactive procedures under a variety of conditions.  It is not apparent why a PAS is required for a computer interview but a facility can introduce an entirely new computerized system in an annual report.  The disparity in FDA’s reasoning is not clear.

Computerized donor interviews should be subject to reporting only as stringent as is required for computerizing the entire establishment.  

ABC looks forward to working closely with FDA to address these and other issues, such as the abbreviated donor history questionnaire. ABC recommends that this guidance be refined in consultation with the AABB Donor History Task Force. At a time when blood donations are reaching critically low levels, the objective of streamlining the donor screening process is vital to maintaining the good will of volunteer blood donor.

Yours truly,
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Jeanne Dariotis

President










