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Abbott Laboratories (Abbott) offers the following comments on the draft Guidance for Industry,
Patient-Reported Outcome (PRO) Measures: Use in Medical Product Developmenti to Suppori
Labeling Claims, published in the Federal Register on February 3, 2006.

General Comments

In general, we find the analysis and interpretation of PROs, as described in this guidance, overly
rigorous for general purposes. The Agency’s approach appears directed toward the inclusion of
a PRO claim in the Indications section of labeling. However, many sponsors are using PROs in
ongoing and recently completed Phase III clinical trials as secondary measures to report the
results from protocol-specified analyses in the Clinical Studies section of labeling. Thus, the
proposed high standards of data analysis and interpretation laid out in this draft guidance are
overly proscriptive. It would be helpful if the Agency revised the guidance to reflect the many
uses of PROs.

Section IIIA of this guidance emphasizes the use of PROs in assessing effectiveness, but fails to
address the use of PROs to evaluate safety-related measures, such as undesirable adverse effects
that can be equally important to patients. Therefore, we suggest that the Agency give equal
weight to efficacy and safety-related uses of PROs throughout the guidance.

Although Section I'V of this guidance speaks to development of a new PRO instrument, the
guidance does not discuss using existing instruments to support a PRO statement in labeling.
The guidance should address this important topic.

Lastly, this guidance does not directly address preference-based measures (e.g. Health Utilities
Index [HUI], Eurogol-5D [EQ 5D]) that are routinely being collected in clinical trials. These
measures provide information on the value that a patient places on current health status. Line
492 cautions against using community-derived preference weights in clinical trials. However,
this advice is contrary to published evidence that preference weights from the general
community differ little from those provided by patients. In settings where they differ, patients






