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Dockets Management Branch (HFA-305) 
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RE: Docket No. 02-9687: Draft Guidance for Industry - Streamlining 
The Donor Interview Process: Recommendations for Self- 
Administered Questionnaires 

Dear Docket Officer: 

Thank you for the opportunity to provide comments and suggestions concerning 
the Center for Biologics Evaluation and Research’s draft guidance on recommendations 
for self-administered questionnaires. We wish to bring the following to your attention. 

II Backvound 
This section states FDA’s commitment to improving the efficiency and 

effectiveness of the donation process and seeks to address the burdensome nature of the 
current donor questionnaire process, which is made so by the complicated nature of the 
questionnaire and the increasing demands the interview process places on limited 
resources. 

These issues are not necessarily redressed by the guidance. A significant number 
of blood centers currently utilize self-administered questionnaires. The requirement for 
oral presentation of questions to new/infrequent donors will add to the donor’s sense of 
burden as the time required for the process expands and will require additional resources 
to perform the process. In addition, unless FDA agrees that the donor’s recollection can 
be used to establish the last donation date, the guidance will adversely impact any blood 
center without a computerized infrastructure at all collection sites since they will be 
forced to administer the questionnaire verbally to &l donors. 
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III (A) Recommendations for Manual Procedures 

Item (3) states that the donor must be provided with a “confidential“ setting for 
the completion of the questionnaire. Since this is a self-administered activity, please 
confirm that the guidance implies the donor must be in an environment that assures visual 
isolation (distance, screens, etc.) from other donors. Also confirm that it applies to both 
manual and computer-assisted options. 

Item (4) indicates that blood centers must utilize direct oral or computer-assisted 
methodology for new or infrequent donors. The underlying premise implies there is some 
advantage to the verbal (audio-visual) presentation of questions to a specific subset of 
donors. Please restate your validated scientific evidence in support of this position. Verbal 
presentation (or the audio-visual equivalent) of questions is not a dialog with the donor nor 
could it be in the reality of the current blood donation environment. It becomes at best a 
sonorous recitation mediated by a human or computer. We support the position taken on 
this topic by the AABB Donor History Task Force (Attachment 1). 

Item (5) implies a validation of the donor’s comprehension by using an essentially 
unvalidated secondary process. While steps to identify donor literacy are straightforward, 
assessing comprehension is a science beyond the scope of most blood establishments. The 
limitations of this position were explained, by experts, to FDA representatives who 
participated in the AABB Donor History Task Force. If the guidance implies a simple 
technique such as “What state/country/etc. do you live in?” where any correct answer other 
than a blank is acceptable, then please restate the guidance and its premise. 

Item (8) states that blood centers must document all reason for deferral on the donor 
record. This process is straightforward with the self-administered questionnaire. However, 
please clarify the implication that in the case of oral questioning, if the donor presents a 
response at the beginning of the process that would lead to deferral, then all remaining 
questions must still be asked in order to determine if there are any other reasons for 
deferral? This position would be inconsistent with the goal of making the process more 
efficient . 

III (C) Additional Recommendations for Computer-Assisted Interactive Proprams 

Item (2) appears to imply that even with a computer-assisted process where the 
donor interacts and responds on-line, the end point of the process requires the generation, 
review and sign-off on a hardcopy questionnaire essentially equivalent to the form used in a 
purely manual process. Please restate the guidance to clarify the following: 
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- Which is the offkial, permanent record? The hardcopy questionnaire signed by 
the donor and blood center staff. The computer record containing the donor’s 
interactive responses? Both? 

- If the interactive system fklfills the requirement for “electronic signature”, is the 
generation of a hardcopy questionnaire still required? 

Sincerely, 

Richard J. Davey, M.D. 
Vice President and 
Chief Medical Offker 

cc: D. Kender, Ph.D. 
D. Kessler 
E. McQuail 

M. Sparrow 
E. Streun 
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AABB blood center survey data [Tab 3) show. that the direct oral questioning of donors who 4 
have already completed a written questionnaire has been cited by some centers as a source of 
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donor complaints. Currently, most n-American Red Cross (ARC) blood c :rs utilize a donor 
self-administered written questionnaire but are required to ask the HIV risk questions in face-to- 
face interviews’3. Recently issued FDA questions regarding C.ID/VCID’~ and 
xenotransplantation I5 also recommend direct oral questioning. However, a precedent for 
allowing donor self-administration of a written questionnaire was established when the American 
Red Cross received FDA approval for such an approach, provided that the donors are given an 
opportunity to ask additional questions or seek clarification. This FDA-approved ARC method, 
which showed no apparent increase in infectious disease incidence or prevalence rates/ has 
been in general use since 1998. To date, incidence and prevalence data have not shown a 
’ compromise in blood safety as a result of utilizing this alternative screening methodology. 

The interest in using direct questioning of biood donors vs. Self -Administered Questionnaires 
(SAQs) for HIV risk questions originated in an early study that showed a statistically significant 
difference in overall deferrals and HIV risk deferrals in blood donors screened with direct 
questions. However, it was observed that, in general, first-time and occasional donors were 
more likely than frequent donors to pay attention to SAQs17. In a later study that compared 
blood donor interview modes, donors seemed more likely to provide HIV risk information in a 
face-to-face interview vs. a self-administered format. However, the observed overall decline in 
HIV seroprevalence was not statistically significant, had been observed prior to implementation 
of direct questioning, and was likely not attributable to direct questioning”. It is also likely that 
public awareness of HIV risk factors has increased in the decade since the first study was 
undertaken”, possibly diminishing or even negating the potential of direct questioning to 
identify individuals with risk. 

Outside the blood donor screening arena, there is considerable evidence that people disclose less 
information of a personal nature - such as use of alcohol and illicit drugs, sexual behaviors, and 
mental health - in the presence of an interviewer. Examples include studies by Aquilino 
demonstrating greater likelihood to discuss a history of de 

0 
ression” and admit to use of illegal 

drugs and alcohol in SAQs compared to other modalities2 ; and Tourangeau et al, showing a , 
significantly increased likelihood to report number of sexual partners, sexually transmitted 
diseases, and condom use in SAQs vs. face-to-face interviews2’. 

Input from Task Force and NCHS survey design experts also generally favors SAQs over face- 
to-face interviews for several reasons. Interviewers can introduce errors into the data collection 
process, some of which can be avoided by self-administration. For example, even well trained 
interviewers can start to anticipate responses to questions. that have little response variation, and 
they may also introduce variety into question administration. In addition. respondents are more 
likely to focus on questions that they themselves read vs. those that are read to them. 

Viewed alone or in concert, survey design literature and the experience of survey design experts 
suggest that any perceived advantage of direct questioning over SAQ in identifying risks among 
blood donors may no longer be as great as originally perceived. It is particuZarZy important and 
relevant to this discussion to note that the cognitive interviews performed by NCHS assumed a 
self-administered survey. This offers reassurance that a SAQ would “work” in a blood donor 
screening milieu. Conversely, there is no guarantee that an interviewer-administered 
questionnaire would be as effective. For these reasons, the Task Force recommends in the User 
Brochure that the questionnaires be self-administered by blood donors, without the use of direct 
questioning by blood center staff. However, it does recommend that blood center staff be readily 
available to assist donors and provide clarification when needed. Blood centers that wish to 
continue using direct questioning will have that option. 
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