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I. Overview

When Procter and Gamble (“the Company”, or “P&G”) researchers F. Mattson and R. Volpenheim began their quest to increase the fat intake in premature babies, who would have known they were embroiling P&G in a non-market saga that would span 25 years and $200 to $300 million dollars.  During their research, they developed a synthetic fat substitute that would reduce, rather than increase, intake.   Procter and Gamble named this product “olestra.”

In May 1987, Procter & Gamble petitioned the Food and Drug Administration (“FDA”) to approve olestra as a general-purpose fat substitute, replacing some or all of the fat in shortenings, fast foods, chips, and other products.
  In 1996, the FDA finally approved olestra, albeit with certain guidelines and restrictions.  The Company wasted no time and began to include and market olestra in several of its savory food products, under the brand name Olean.  The following is a critique of the non-market strategies employed by Procter and Gamble, leading up to and following the FDA approval.    

II. Procter and Gamble

The Company

Established in 1837, The Procter & Gamble Company began as a small, family-operated soap and candle company in Cincinnati, Ohio, USA. Fueled by innovative advertising, P&G now has operations in more than 70 countries and over 300 of its brands are sold in over 140 countries to nearly five billion consumers.  P&G is a recognized leader in the development, manufacturing and marketing of superior fabric & home care, baby care, feminine care, tissues & towel, beauty care, health care, and food & beverages products.
 

The Importance of Olestra

Following the Company’s petition with the FDA, a Drexel Burnham Lambert, Inc., stock analyst, proclaimed that olestra was "the single most important development in the history of the food industry."  He predicted that it would generate $1.5 billion in annual sales and be the biggest thing in Procter & Gamble's history.
   P&G, slightly more conservative, expected tremendous gains and forecasted $500 million in domestic revenue and $400 million in international sales by 2000.
  It is no wonder that the Company spent another quarter of a century and over $200 Million dollars on research and a non-market strategy that would “ensure” FDA approval of olestra as a synthetic fat substitute.

III. What is Olestra?


Olestra is a fat-based, fat substitute, but unlike natural fat, which contains nine calories per gram, this fat substitute has zero calories per gram. In the early nineteen nineties, fat consumption was reduced from most diets since it contributed to chronic diseases and it had also been linked with cancers such as breast, colon, and prostate.  However, in food preparation, fat provides taste with its consistency, stability and palatability.  P&G believed that olestra, with its low caloric count, could be the solution to low fat diets, while conserving taste.    

The additional fatty acid components added to olestra meant that it could not be broken down over time by digestive enzymes, and therefore the sucrose center could not be penetrated.  The result is that olestra cannot be absorbed and it goes directly to the digestive tract, causing it to act as a laxative.  This results in more frequent and unexpected loose stool movements, otherwise known as anal leakage.  Further compounding the problems with olestra is the fact that natural fats have useful roles in the diet that olestra can not fulfill.   Natural fat is essential for proper growth and development - it carries fat-soluble vitamins A, D, E, and K, aids in the absorption of these vitamins in the intestines, and is an important source of calories for people who are underweight and for infants and toddlers.

IV. Issues, Institutions, Interests, Information and the Media

The basis of an analysis of Procter and Gamble’s non-market strategy is the four I’s - issues, institutions, interests, and information.

Issue

The issue is whether or not to have olestra approved by the FDA and if so, how?   P&G’s long-term goal is profitability and, as such, they want to successfully market a product they view as immensely profitable, while minimizing side-effects and controversy.  As a result, P&G first sought FDA approval for olestra, as a drug, in 1975 after early human studies showed that olestra lowered blood cholesterol.  But additional studies showed that it did not sufficiently reduce cholesterol to warrant its use as a drug.  In 1988, P&G withdrew the application, and in 1987, filed a food additive petition for FDA approval.  P&G’s objective was to receive FDA approval to use olestra as a calorie-free replacement for fat in shortening and cooking oil.  To elicit and expedite FDA approval, the Company amended the petition in 1990 to limit olestra's use to 100 percent replacement of conventional fats in the preparation of savory snacks, such as potato chips, cheese puffs, and crackers.
 

Institution

In this case, the FDA is the one with final authority therefore it is the primary institution. To obtain olestra approval, P&G had to have an intimate understanding of the FDA's approval process, including the people that are involved in making the decision on olestra.  In making its decisions, the FDA seeks public information through Public Meetings or Conferences, Industry Information/Education Meetings, Public Hearings, and Advisory Committees.  The FDA’s advisory committees help the agency make sound decisions based on good science in its review of regulated products.  The committees generally study current scientific work and make recommendations to the agency on product approvals, regulations, and other actions.  Moreover, the FDA routinely looks for qualified people to serve on a variety of public advisory committees and panels.
  

The relevant bodies upon which P&G focused were, therefore, the FDA's Center for Food Safety and Applied Nutrition (CFSAN) and the FDA’s Food Advisory committee (“FAC”).
  Furthermore, P&G viewed Congress as a secondary institution since they have ultimate budget authority over the FDA.  This view was of significant strategic importance, since in addition to budgetary powers, the FDA administrator is appointed by the President and approved by the Senate. 
Information


The FDA bases its decisions on an abundance of research and expert opinions - public information through Public Meetings or Conferences, Industry Information/Education Meetings, Public Hearings, and Advisory Committees.  As a result, an integral part of the Company’s strategy was to inundate the FDA with the necessary information and to infiltrate the committees with “predisposed” members (i.e. “consultants”).

Interests


The major interests are Procter and Gamble, who are obviously pro approval of the petition, and the Center for Science in the Public Interest (“CSPI”) who are against approval.  Rounding out the pro side are P&G’s rent chain, its consumers and health advocates seeking no-fat solutions.  The con side further includes health advocates of natural fat and consumers who experience gastrointestinal discomfort from the use of olestra.  Based on the distributive politics of these parties (see Exhibit A) the Pros have an advantage because they have a larger degree of resources and significantly more influence.

Media Analysis

Early on in P&G’s petition process, the no-fat craze was at its height and American obesity had a modicum of societal significance.  However, by the time the FDA approved olestra, the no-fat craze had subsided.  Therefore, the media was a secondary institution that had varying effects on the approval process of olestra.   Also, it is interesting to note that the parties involved the media to varying degrees - CSPI tried to incite media involvement and advocacy and P&G tried to limit media’s role to post-approval marketing.

V. Procter &Gamble’s  Non-Market Strategy (Pre FDA approval)

P&G adopted a three pronged strategy to obtain the FDA’s approval of olestra as a replacement for conventional fats in the preparation of savory snacks: 1) influence the Food Advisory Committee; 2) provide the FDA and Congress with the “positive” information they lack; and, 3) form coalitions to strengthen their credibility and their realm of influence. 

P&G has vast experience working with regulatory agencies and governmental officials and they have an in-depth understanding of the regulatory process.  As a result, when determining their strategy for public non-market action, they understood Preferences In, Policies Out – who the decision-makers are and how to lobby them.  P&G correctly focused on the Food Advisory Committee, providing them with information and experts’ opinions, as the FDA relied heavily on the recommendations of this committee.  P&G also focused on the ancillary interests of the FDA, such as congressional budgetary approval and public opinion.  

Lobbying the FDA

Influence the Food Advisory Committee

FAC’s findings, as well as those of the working group, were passed on to the FDA for its consideration in making a decision on the olestra petition.
  As a result, P&G strategically exerted influence to have proponents of their cause placed on the FAC to help reach the "correct" decision on the approval of olestra.  The committee that reviewed olestra "was weighed heavily with entrepreneurs, animal scientists, clinical scientists, and there was little representation of people with public health and consumer interest."
 

Many of the advisory committee members were paid consultants of P&G and/or proponents who had a vested interest in the approval of food substitutes such as olestra.   Seventeen advisory committee members (out of twenty-two) recommended approval of olestra, and at least nine of them had been consultants to or were otherwise associated with Nabisco, Pillsbury, and the Sugar Association, as well as the food-industry funded International Food Information Council and the International Life Sciences Institute.
 

Furthermore, P&G solicited the public endorsement of various health experts in the field, which increased the credibility of their claims:

· Louis Sullivan (former Secretary of Department of Health and Human Services);

· William Klish (chairman of the American Academy of Pediatrics nutrition committee);

· John Foreyt (University of Houston); 

· Gil Omenn (University of Michigan);

· Wayne Callaway (George Washington University Medical School); and

· The American Dietetic Association

Interestingly, these experts have all served as paid consultants to, or received grants from, P&G.
  
Inundate the Institutions with Much Needed Information

P&G performed numerous studies on the safety of olestra, and presented all of their results to the FDA, FAC, and Congress.  Since 1987, P&G has submitted to the FDA more than 150 studies, including 60 trials involving humans and more than 16,000 people on olestra's safety (See Exhibit B).  This incredible amount of testing was not only done to prove the safety of olestra, but also to make the FDA's job of reviewing the product easier.  Making the decision body's job easier is an important tactic when lobbying the overworked government sector.

Furthermore, tests done by P&G were potentially not of an "ideal" nature.  The usual method for studying toxicity of food additives is to give upwards of 100 times the likely human intake of the substance to laboratory animals.  The Company, with its abundance of research expertise, successfully convinced the FDA that this standard was impractical for fat substitutes like olestra, since it is not possible to feed laboratory animals the large amount of fat substitutes that would be required to conduct a traditional toxicology test.
  Moreover, it appears that P&G may have performed tests in a way that would bias towards positive results - P&G tested only those people who would be least affected by the potential side-effects of olestra.  For example, the longer running eight-week studies were conducted using healthy 18- to 44-year-olds, while in reality olestra will be eaten by all sorts of people, healthy and sick, old and young, and the longest study on children was no more than seven days.
 

Other Information

An additional approach to convincing the FDA was to introduce other information and facts that would not only diminish olestra’s impact on the population, but also benefit the population.  Procter & Gamble asserted that gastrointestinal reactions would not be a problem because anyone who has them will stop eating food that contains olestra.  "If a customer starts encountering problems, they will simply stop buying the product."  P&G just wants to give the customers a choice.
  Committee members agreed that olestra can cause laxative-like effects, but emphasized that the evidence shows it does not cause dehydration -- the loss of fluids and electrolytes -- the most dangerous consequence of diarrhea.  As a result, panel members agreed that most consumers would simply stop buying it if they experienced problems.

P&G also formed coalitions with large medical bodies such as the American Heart Association (AMA), the American Dietetic Association (ADA), and the American Cancer Society (ACS).  To these organizations, fat is a leading cause of sickness and disease among inhabitants of the United States.  They were important allies in substantiating P&G’s claims regarding the benefits of no-fat olestra.

Lobbying through Coalitions


Procter and Gamble formed numerous coalitions, mostly with medical and health advocates and advocacy groups that would lend support to their claims about olestra.  P&G formed coalitions with doctors, who were used to administer the studies performed on olestra's safety, as well as provide information to the FDA and refute testimony from opponents like the CSPI (see below).  P&G also gave grants to health and medical organizations and consulting fees to members of those groups.  Specific grants were given to two former Secretaries of the U.S. Department of Health and Human Services (Otis Bowen and Louis Sullivan), the former president of the American Dietetic Association, and many consulting scientists and dietitians.  These doctors and organizations wrote letters and spoke to the FDA stating that olestra should be approved (see Exhibit C).  P&G’s coalition building with the AMA, ADA, and ACS were also of great strategic worth since they added considerable credibility and coverage to P&G’s realm of influence(. 

Lobbying Congress and the Administration

P&G also exerted influence with the FDA’s “boss”, thereby guaranteeing approval of the petition.  The Company lobbied Congress to apply pressure on the FDA to approve olestra.  As a result, the Company logically elicited the assistance of Ohio Senator, John Glenn, and representatives Charles Luken and Willis Gradison.  As P&G is the largest corporation in Ohio, P&G and their employees can exert a large amount of influence on their Congressmen, who care greatly about their career and re-election.  As such, P&G used its rent chain, and their associated effect on Senator Glenn’s constituents to influence Senator Glenn and Representatives Luken and Gradison to push for FDA approval.  Senator Glenn wrote letters to the FDA president to pass olestra within a reasonable time frame.
  In addition, Senator Glenn persuaded his supporters in Congress to exert influence on the FDA, on behalf of Procter and Gamble.  This support was particularly instrumental in extending the Company’s patents on olestra.  

In 1992, when P&G had not yet won FDA marketing approval, P&G tried to extend its patent on olestra for 10 years from the date of FDA approval.  In so doing, P&G lobbied not only Congress but also the Administration.  P&G chief executive, Edwin L. Artzt, met with Robert Rubin, the Presidential economic adviser and former Wall Street executive, and P&G president, John E. Pepper, met with Commerce Secretary Ron Brown, whose department oversees the patent office (pivotal decision-makers).
 Representatives Luken and Gradison (credible proposers), introduced legislation, at P&G's request, to grant the company a 10-year patent extension from whenever FDA approves olestra for marketing.
  P&G also organized a letter-writing campaign by employees,
 exerting additional constituent pressure on congress. 

P&G also recognized an opportunity to garner support from Speaker of the House, Newt Gingrich, who was a public critic of the FDA.  The FDA was under intolerable pressure from Congress, which wanted to butcher its budget, and from Speaker Newt Gingrich (R-Ga.), in particular, who had called the FDA director a "thug" for his zeal in protecting people from things that are bad for them.

Final Steps

 In the end, P&G agreed to make some changes to the original olestra "formula" in order to get it approved.  They also agreed to have a warning label put on the packaged good, “This product contains olestra.  Olestra may cause abdominal cramping and loose stools. Olestra inhibits the absorption of some vitamins and other nutrients. Vitamins A, D, E and K have been added.”  However, this was an interim label.  P&G is still lobbying to reduce the severity of the wording on the warning and final decision is pending.
  They made these concessions to the FDA in order to move the process along.  Otherwise, olestra might still not be approved.  The Company also agreed to supplement olestra with the fat-soluble vitamins A, D, E and K.

VI. Non-Market Action Against olestra

Center for Science in the Public Interest (“CSPI”)

According to its own website, the Center for Science in the Public Interest is the “premier nutrition advocacy organization” who has been educating policy-makers on the importance of nutrition and food safety since 1971.  It has a budget of $13 million and has over 800,000 member-subscribers.
  The CSPI was founded by three Ph.D.’s, who were all working for Ralph Nader’s Center for the Study of Responsive Law. 
  The Center for Science in the Public Interest is perhaps the most visible and vocal opponent to olestra – its goal is to raise the general public’s awareness of the dangers of olestra and to nurture and facilitate public support and action for its opposition to olestra. 

On its home page, there is a direct link to an entire section on olestra,
 where it has created a provocative “olestra quiz” page that highlights olestra’s harmful side effects as well as some of the secretive and dubious ways in which P&G got FDA approval
 (see Exhibit D).  The CSPI has also craftily gathered quotes from leading academic nutrition centers, medical schools, cancer research centers, and schools of public health to corroborate its message.
  The website also provides a link to an anti-olestra TV commercial and a toll free number (1-800-OLESTRA) where people can call in to report their illnesses.  Furthermore, when olestra was first passed, the CSPI filed an appeal with the FDA seeking to overturn the FDA’s decision.

To facilitate public action, the CSPI has posted on its web page a template for a citizen’s letter whose primary purpose is to urge his or her members of Congress to pressure the FDA and the Department of Health and Human Services to withdraw their approval of olestra.
  This letter informs the member of Congress of the volume of calls the CSPI has received regarding reports of severe illness from olestra and references the Harvard School of Public Health’s position that olestra depletes the body of the carotenoids it needs.  CSPI’s strategy is to use the public’s voting power to pressure elected officials to pressure federal regulatory agencies.

American Public Health Association (“APHA”) 

According to their website, the American Public Health Association is the oldest and largest organization of public health professionals in the world.  It represents over 50,000 professionals and has been “influencing policies and setting priorities in public health since 1872.” On November 14, 1995, the APHA sent a memo to David Kessler, the Commissioner of the FDA, indicating that it did not support P&G’s petition to the FDA for olestra's approval and, therefore, requested the FDA not to approve olestra. The APHA stated that its expert members and staff conducted scientific reviews and were concerned with olestra's negative side effects and P&G’s inadequate examination of the long-term public health issues.

However, APHA was careful to state upfront that it was not opposed to the concept of fat substitutes in general.  This prevented the FDA from dismissing the APHA’s memo as a categorical opposition to all fat substitutes. Moreover, the APHA mentioned its support of the U.S. Surgeon General and the National Academy of Sciences in advocating a decrease in people’s daily fat intake.  This was a strategically savvy maneuver in that the APHA associated itself with some very reputable names in public health and also strengthened its own position.
Other Opposition

While the CSPI is by far the most active in its opposition of olestra, there are many other groups who oppose olestra on their websites such as PregnancyToday.com, WellnessWeb (wellweb.com), and the Department of Foods and Nutrition at Purdue University.  However, none of these groups has taken action, concentrating mostly on informing the public through their websites.

VII. Analysis of Strategies

In this case, the proponent of olestra, P&G, is clearly organized and committed to the approval of their olestra petition to the FDA.  The opponents however are not organized.  The main opponent is the CSPI but there are also others such as the APHA, several of the quoted experts, and the many and dispersed people who have been taken ill after eating olestra.  As a result, the interest group matrix suggests that this is a case of Client Politics.  As such, there are certain strategic moves that CSPI and P&G should make to ensure the most effective result.

Not only did Procter and Gamble put its considerable resources to work, but they also correctly assessed the non-market situation and adopted an appropriate strategy.  Client Politics is advantageous to P&G and they expended the necessary steps to ensure that the issue was battled as Client Politics.  The Company adopted a low profile strategy, endeavoring to shun media attention

.  Corollary, P&G also focused most of the non-market activity on non-public, high expertise stages (such as the Food Advisory Committee of the FDA).  Furthermore, they were careful to provide credible information not only on the safety of olestra, but also on its benefits.  Their coalition building was integral to the establishment of credibility, but also necessary in the advent that their opposition was successful in moving the issue to Interest Group Politics (see Exhibit F).

The opponents were clearly not organized, yet the CSPI took it upon itself to speak for all opponents, even if they did not formally build any alliances.  What is more, the actual members of the CSPI are mostly subscribers to the newsletters and they do not act as a group.  Instead, these members provide funding to CSPI through their subscriptions.  In this way, Jacobson, the leader of the opposition, does not really have many identified followers, only free-riders.

CSPI acted in a manner most aligned with those of the opponents in Client Politics.  They adopted high profile strategies in an attempt to expose proponents – creating blacklists of olestra products, television commercials, and press releases and using other website tools as well as petitioning the FDA and the FTC.  Client Politics also dictates that opponents should use a visible politician-entrepreneur to represent the inactive and dispersed groups that have been adversely affected by this policy.  CSPI gathered complaints through the website and their toll-free number, and Jacobson, a Nader protégé, made statements to the press on the dangers of olestra on their behalf.  Moreover, Jacobson, the executive director, became the main face and voice behind the opposition.  CSPI also sought to incite other activists and other levels of regulatory bodies by filing complaints with the Federal Trade Commission.  Lastly, opponents in client politics must always be aware of legislation or regulations in progress and to involve activists.  This is exactly how the CSPI got involved with olestra as well as the numerous other products it is opposed.

However, CSPI, thus far, may not have been successful because it is competing in the quadrant in which is has the least chance of blocking olestra.  Client Politics is more advantageous to those seeking to pass legislation, or in this case, those seeking approval for olestra.  Therefore, CSPI should have tried to move away from Client Politics and toward the quadrant in which they will have the most success at blocking olestra’s approval, Entrepreneurial Politics.  This strategic move from the opponent will then probably shift the politics toward Interest Group Politics.  The CSPI did not take steps to change the politics of olestra.

Building coalitions is critical in Interest Group Politics.  However, CSPI did not really build coalitions and acted alone as the single most vocal opponent of olestra.  While the website contained multiple quotes from experts at reputable public health and medical institutions that corroborated CSPI’s message, these quotes were offered as general words of warning rather than a direct attack on P&G.  Furthermore, the APHA and the CSPI petitioned the FDA separately.  Interestingly, it seems that most of the opposition occurred after or towards the end of the FDA approval of olestra.  If AHPA or CSPI had been actively involved in the information gathering process, they may have had more of an impact.

VIII. Epilogue

Procter and Gamble marketed Olean in savory products such as Pringles chips and they also leased the product to Frito-Lay for use in WOW chips.  The Company spent a significant amount of money marketing, testing and launching their new low-fat, olestra products.   To support its position, P&G focused advertising on building consumer trust in the product and on the health benefits of the product.
  Upon approval, they took out full-page ads in The New York Times, The Washington Post and many other newspapers across the country that touted the nutritional merits of Olean.
  The Company also continued conducting consumer tests that would support their claims.  As an example, they completed a blind study with Olean chips and asserted the product has been thoroughly tested by people like you and me.

Unfortunately for P&G, olestra may not live up to its tremendous expectations.  Initially, WOW was considered a top new product introduction garnering $347M.  However, at present, Americans have reverted to previous habits of consuming flavorful salty snacks with little regard to the fat content.  This trend has caused the fat free snacks to become a niche category.  As a result, sales of WOW chips have decreased by 40%.
  Furthermore, within this competitive and potentially contentious landscape, most consumer products companies have not pursued Olean due to its negative side effects.  There have been 16,700 incidents of olestra-driven complaints as logged by CSPI in 1999 and 2000, and more than 18,000 people have submitted reports to the FDA of adverse effects attributed to olestra.
  Companies such as General Mills have looked at Olean in products such as Bugles but have been hesitant to introduce it due to the negative side effects.
  Other natural fat substitutes such as Z-trim have also been more enthusiastically considered due to its fat free benefit without inducing cramps or diarrhea.

  

 Due to some negative consumer reactions, a strong warning label and consistent opposition from CSPI, et al, Procter and Gamble has had to firmly continue its non-market support of olestra. 

To reduce consumers’ apprehensions, they continue to lobby the FDA to remove/reduce the warning label regarding side effects.
  And, to further establish legitimacy and confidence in their technical testing and related benefits of Olean, P&G formed coalitions with universities.  They have also created or supported several websites to support the introduction and health attributes of olestra.  Most importantly, P&G enlisted the services of The Communications Company, Squier Knapp Ochs, as the political agency to create advertising for Olean.  This is the same agency that worked with the Clinton administration on public relations.  They also retained Penn Schoen, who worked for the Clinton-Gore campaign as pollsters.

This experience with advocacy-style advertising and strategy was necessary to P&G as CSPI stepped up the opposition to olestra following its approval.  In June 1998, the CSPI petitioned the FDA to not allow the term “Fat-Free” on labels for foods with olestra, arguing that the foods are very high in fat but that this fat could not be digested.
  CSPI’s did successfully influence FDA Commissioner Jane Henney to, at the very minimum, put a prominent label on the front of products, warning the buyer of the risk of severe diarrhea and cramping.
  

CSPI also filed a complaint with the FTC in April 1996 over the misleading nature of advertisements for olestra products. More explicitly, the CSPI alleged that the warning labels were not effective if the advertisements were deceptive.
  Jacobson cited the example in which P&G, upon receiving approval for olestra, took out full-page ads in many of the national newspapers touting the nutritional merits of Olean.  Jacobson also states that information on P&G’s website, www.olean.com, is distorted and misleading because it does not indicate that many of the medical experts who are quoted as praising Olean are actually paid consultants to P&G**
IX. Conclusion


In conclusion, we feel that Procter & Gamble had an effective non-market strategy.  They lobbied and influenced the correct government bodies and Congressmen, they formed the right coalitions with people and companies within their rent chain, and they received support from experts in the medical field.  P&G's objective concerning olestra was to receive FDA approval, and the result of their non-market actions was approval (albeit with a warning label and some added vitamins).  As such, we would consider the non-market activities of P&G as a "win" within the non-market environment.


At the same time, P&G actually "lost" when looking at the market environment, thanks in part to olestra opponents, the CSPI, as well as the extended time span it required to approve olestra.  CSPI’s non-market actions brought national attention to the negative side-effects of olestra (cramping, anal leakage, etc.)  As a result, most people within the general public to this day are afraid to try products containing olestra/Olean.  In addition, the fight to receive approval took such an exorbitant amount of time (25 years) that the demand for fat-free substitutes actually changed within the marketplace.  These two factors have been the main ingredients that have lead to disappointing sales of olestra based products.  To use the age-old adage, Procter & Gamble "won the battle, but lost the war."
Exhibits

Exhibit A: Distributive Politics


[image: image2.wmf]Substititutes

Magnitude

Per Capita

Numbers

Coverage

Resources

Cost of Org.

Exp. 

Infl

.

Pro

Procter and Gamble

Y, only later *

High

High

Medium

Low, 

excl. Ohio

Large

Low

Large

P& G Suppliers - Olestra related

N

High

Medium/Large

Large

Medium

Medium

Medium/Low

P&G Suppliers - Other

Y

Low

Low

Medium/Large

Large

Medium

Medium

Medium/Low

P&G Employees

Y

Low

Low

Medium

Low

Low

Low

Medium

Consumers who want 

low fat

Y, only later *

Low

Low/Medium

Low/Medium

Medium/Large

Low

High

Low

Other health advocates

Y **

Low

Low

Low

Low/Medium

Low

High

Low/Medium

Con

CSPI

N

High

Med/High

Medium

Medium

Med ($13M)

Low

Medium

Other health advocates

Y **

Low

Low

Low

Low/Medium

Low

High

Low/Medium

Consumers with 

gastro problems

Y ***

Low

Low

Low/Medium

Low/Medium

Low

High

Low

Notes:

* Later developments by other R&D bodies in the synthetic fat arena (

e.g Z-trim and 

Nu-Trim)

** Health advocates can be distracted by other health research

*** Consumers can always choose not to consume, or to consume fat


Exhibit B: The Wealth of P&G Tests 

Examples of the tests performed by P&G include:

· Animal and human studies to determine whether olestra breaks down in the digestive tract 

· Animal studies to determine how much, if any, olestra is absorbed into the body 

· Animal studies to determine whether olestra can cause birth defects 

· Animal studies to determine whether a diet containing olestra is associated with a higher incidence of cancer

· Animal and human studies to determine olestra's effects on absorption of the fat-soluble vitamins and five key water-soluble nutrients that are hard to absorb or are limited in the U.S. diet--folate, vitamin B12, calcium, zinc, and iron  

· Animal and human studies to determine whether adding fat-soluble vitamins to diets containing olestra can offset the losses of those vitamins that may occur with olestra consumption

· human studies to determine olestra's potential to cause cramping, bloating, loose stools, diarrhea, and other gastrointestinal symptoms in healthy adults, healthy children, and adults with inflammatory bowel disease 

· Human studies to determine olestra's effects on normal intestinal microflora functions

· Animal and human studies to determine olestra's effect on the absorption of drugs, especially those that attach to fat in the body, such as oral contraceptives

Exhibit C: Examples of statements by doctors in Support of Olestra

“Obesity, along with tobacco and alcohol abuse, is a leading cause of morbidity and premature death in this country.  It is a risk factor for heart disease, stroke and peripheral vascular disease, both independently and by aggravating hypertension, diabetes and cholesterol levels.  Obesity can cause and agitate other lethal diseases, such as uterine cancer and sleep apnea.  It can promote, and affect non lethal ailments, such as osteoarthritis, particularly in the knees, hips and lower back.  Like other physicians, I would prefer people did not eat junk food at all; however, pragmatism suggests that is not reality.  Thus, I would rather have my patients (and my mother) eating potato chips with olestra than the alternative. I'd take the low risk of diarrhea over the high risk of heart disease anytime.”

 Wayne Askew, a University of Utah nutritionist, said, "Regarding digestive distress, I see that as an annoyance, but I do not see a safety issue here."

Donna Richardson of Howard University said that without proof of harm, people should have the chance to make up their own minds. "Consumers will vote at the cash register," she said.

“Was olestra Another AMA ‘Endorsement for Hire’?:  Consumer Group Raises Ethical Questions About AMA Dealings with Procter & Gamble.- CPSI Press Release. December 3, 1997.”

Exhibit D: Sample Quiz from CSPI Web Page

Q:  How many deaths due to heart disease and cancer might Olestra cause if it replaced the vegetable oil in all snack foods?  

A:  Dr. Meir Stampfer, professor of epidemology at the Harvard School of Public Health, has estimated that regular consumption over a period of years of Olestra snacks could cause thousands of deaths due to cancer and heart disease each year.

Q:  Of the 17 advisory committee members who initially recommended approval of Olestra…, how many had affiliations with the food industry?  

A:  At least 9 of the 17 have been consultants of otherwise associated with Nabisco, Pillsbury,  and the Sugar Association, as well as the food-industry funded International Food Information Council and the International Life Sciences Institute.

Exhibit E: Examples of statements by doctors against Olestra

“These estimates clearly demonstrate that the magnitude of carotenoid reduction demonstrated in controlled feeding studies of Olestra could potentially produce a large number of deaths annually and major morbidity in the U.S. population.... We ... strongly encourage you [Dr. Kessler] to avoid submitting the U.S. population, including children and pregnant women, to a massive uncontrolled experiment with potentially disastrous consequences." -- Drs. Walter Willett and Meir Stampfer, Harvard School of Public Health. 
“Even low levels of harm should not be tolerated when introducing new product into the food supply.... For Olestra, the harm appears substantial. We would argue strongly that the FDA should not approve Olestra for use in foods, nor should it be allowed into the U.S. food supply.” -- Drs. John D. Potter and Johanna Lampe, Fred Hutchinson Cancer Research Center, Seattle
“Olestra -- even in limited use -- can be potentially harmful to the public.... I do not believe that our society can afford such a risk…" -- Dr. Norman Krinsky, Tufts University School of Medicine. 

It is interesting to note that due to the lack of context or even a date for the quotes, it is possible that many of these were intended by the CSPI to be sensational in nature and to further incite the public to action.

Exhibit F: Interest Group Politics
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Notes:







* Later developments by other R&D bodies in the synthetic fat arena (e.g Z-trim and Nu-Trim)







** Health advocates can be distracted by other health research







*** Consumers can always choose not to consume, or to consume fat












