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Executive Summary

The Soap and Detergent Association and The Cosmetic, Toiletry, and Fragrance Association
Industry Coalition is submitting the following document to support development of the Monograph
for all topical healthcare antiseptic drug products. This Petition complements the August 2001
healthcare professional products submission by providing data on the remaining product
categories that comprise the Healthcare Continuum Model (HCCM), namely food handler,
consumer hand and consumer body products.

The data submitted support the following key points:

Healthcare is not limited to clinical settings but extends into the workplace and the home.
There is a continuum of risk dependent upon a specific task or setting, and underlying

conditions such as host susceptibility. Consequently, there should not be an artificial division
roducts” and “consumer products”,
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of the products into “professional healthcare products” and “consur

Topical healthcare antiseptic drug products largely provide a prophylactic benefit rather than

a therapeutic benefit.

e The benefits from the use of topical antimicrobial products to reduce bacteria on both
hands (transient flora) and body (resident flora) have been demonstrated.

« Risk Modeling has aiso been used to demonstrate prophylactic benefits in reducing both
transient and resident flora.

Finished product testing should be carried out using American Society for Testing and
Materials (ASTM) standard methods. Standardized, defined, and peer-reviewed test
methodology encourages reliability, reproducibility, and comparability of test results.

In the 1994 Tentative Final Monograph for Health-Care Antiseptic Drug Products (“TFM?),
FDA did not propose performance criteria for product categories other than the historical
professional healthcare categories (pre-operative skin preparations, surgical scrubs and
healthcare personnel hand products). FDA should adopt performance criteria that are
applicable to all product categories and active ingredients, for the defined use situation.
These criteria are:

e Baclerial reductions of 1.5 logy, after a single wash, as measured using ASTM E1174
Standard Test Method for Evaluation of the Effectiveness of Health Care Personnel or
Consumer Handwash Formutations, reflect a level of efficacy that provides a benefitin a
food preparation setting.

« Bacterial reductions of 1 logy, after a single wash, as measured using ASTM E1174
Standard Test Method for Evaluation of the Effectiveness of Health Care Personnel or
Consumer Handwash Formulations, reflect a level of efficacy that provides a benefit in a
domestic or institutional setting.

e Bacterial reductions of 1.5 logy, after a single wash, as measured using ASTM E1174
Standard Test Method for Evaluation of the Effectiveness of Health Care Personnel or
Consumer Handwash Formulations, reflect a level of efficacy that provides a benefit in a
domestic food preparation setting.

e ASTM E 1173 Standard Test Method for Evaluation of a Pre-operative Skin Preparation
can be used.

a. A significant reduction in resident flora compared to baseline levels as measured
using ASTM E 1173 Standard Test Method for Evaluation of a Pre-operative Skin
Preparation should reflect a level of efficacy that provides a benefit in a domestic or
institutional setting.



OR
b. A significant reduction in transient flora compared to levels attained with use of

placebo/bland soap as measured using ASTM E 1874 Standard Test Method for
Evaluation of Antibacterial Washes by the Cup Scrub Technique should reflect a level
of efficacy that provides a benefit in a domestic or institutional setting.

Finally, we understand that FDA will address these remaining product categories of the
Healthcare Continuum Model (HCCM) proposed in 1995 by the Industry Coalition (food handler
products, consumer hand products and consumer body products) in the future. We request that
the Agency formalize its intention to do so by a statement in the Final Rule for professional

healthcare products.



