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Dear Sir or Madam:

I am submitting comments to the Advanced Notice of Proposed Rulemaking for Milk and Cream Products and Yogurt Products; Petition to Revoke Standards for Lowfat Yogurt and Nonfat Yogurt and to Amend Standards for Yogurt and Cultured Milk (hereinafter referred to as “ANPR”).

I am an international consultant in the area of probiotic microbiology. Probiotics are live microbes consumed for their health benefits. I help food and supplement companies develop new probiotic products and provides technical support for enhancing existing probiotic product lines. I have extensively reviewed the technical literature on probiotics, published on the science and marketing of probiotic bacteria, coordinated clinical studies to validate probiotic efficacy, participated in a working group convened by the FAO/WHO to make recommendations to Codex for guidelines for use of probiotics in foods and assisted numerous U.S. companies in evaluating probiotics as food or dietary supplement ingredients. I frequently address groups, domestically and internationally, who are interested in the benefits of live cultures. 

Recently, I formed a collaborative business relationship, FunctionalBiotics LLC, with two experts in regulatory affairs and toxicology (Drs. James Heimbach and George Burdock) to address industry needs such as safety, efficacy, labeling and GRAS determination, related to the introduction of probiotic products to the US market.

In 2002, I was elected the first President and Chairman of the Board of the International Scientific Association for Probiotics and Prebiotics (ISAPP). This new, international, non-profit association of scientists is dedicated to advancing the fundamental and applied science of probiotics and prebiotics (www.isapp.net).

My past research efforts have focused on strain development of lactic acid bacteria with a primary emphasis on genetic improvement of starter cultures as a scientist in the Biotechnology Group of Miles Laboratories and in vitro characterization and identification of probiotic lactobacilli and bifidobacteria for commercial applications, speciation of lactobacilli and bifidobacteria, evaluation of the effect of probiotics on fecal microecology and tracking specific probiotics through the GI tract as a visiting Research Scientist at the Dairy Products Technology Center at California Polytechnic State University, San Luis Obispo. My publication list follow.
I believe that my extensive experience in the field of dairy product microbiology and the health benefits of live bacteria make me well-suited to comment on the effort of FDA to reconsider the definition of yogurt for the USA. Yogurt is a traditional food that is prepared worldwide with by the fermentation of milk with live cultures, Lactobacillus delbrueckii subspecies bulgaricus and Streptococcus thermophilus.  In about 80% of the yogurts marketed in the USA, additional live bacteria (such as Lactobacillus acidophilus and Bifidobacterium species) are added specifically for their health effects. Although the nutritional value of this product from the perspective of macro- (protein, fat and carbohydrates) and micro-nutrients are retained irrespective of the retention of live cultures, the live and active cultures are associated with health benefits beyond these basic nutrition factors.  
My interactions with health professionals and dieticians have taught me that the state of knowledge among consumers regarding benefits of live cultures is confused and limited. I think the labeling of food products should have as a primary objective to provide truthful and easily understood information to the consumer. I believe that allowing yogurt which has been heat processed to kill all viable cultures violates this labeling objective. Although the consumer has little sophisticated sense of what bacteria are and their role in human health, most consumers do understand that yogurt is ‘cultured’ and that these cultures are alive and can be beneficial. They know that their doctors tell them to eat yogurt when taking antibiotics or suffering from recurrent vaginal infections. They know that yogurt will provide them a more easily digested form of dairy product if they are somewhat intolerant to lactose. Yogurt which is pasteurized to kill the fermentation bacteria is still a product with high nutritional value. However, it is not the beneficial product that yogurt with live bacteria is. The consumer should not be misled by use of the term ‘yogurt’ for a heat-treated product. The label should clearly differentiate this product from yogurt with live cultures.

The studies documenting the impact of live, probiotic bacteria on human health are too numerous to list here, but the following review articles present an overview of these fields. The recently published “Assessment of the Benefits of Live Yogurt: Methods and Markers for in vivo Studies of the Physiological Effects of Yogurt Cultures” (Microbial Ecol. Health Dis., 2003, 15:79 - 87) specifically addresses the differences of live compared to killed bacteria in promoting health. Although this is clearly an emerging area of research, it is one that has particularly progressed in recent years (see Figure).
 What is critical to this issue in my mind are the following two issues:

(1) The health benefits of live bacteria have been substantially documented and research continues to support the value of live bacteria. Yogurt with live cultures is not the same as yogurt with heat killed cultures. The difference is worth reflecting in the standards of identity for use of this term.
(2) Consumers have the right to expect live cultures in products called yogurt. Calling a heat treated product ‘yogurt’ results in consumer confusion. Communicating to consumers the benefits associated with consumption of live bacteria is difficult. Being able to clearly identify products which are a source of these live bacteria is essential to this effort.
To ensure that consumers are obtaining the health benefits associated with live and active cultures and to provide labeling standards which will lead to less confusion and better understanding of this important emerging science of the value of live bacteria, I believe that it is necessary that the standard of identity for yogurt require a minimum level of live and active cultures.  Therefore, I support the redefinition of the term ‘yogurt’ for the USA market and also the required minimum level of live and active cultures proposed in the ANPR.  

If you have any questions or require additional information, please do not hesitate to contact me.  

Respectfully submitted,

Mary Ellen Sanders, Ph.D.

Consultant, Dairy and Food Culture Technologies

President, International Scientific Association of Probiotics and Prebiotics

Research Professor, California Polytechnic State University
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