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U.S. Orders Resistance Warnings on Antibiotics By Lisa Richwine 
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WASHINGTON (Reuters) - Antibiotics will need to carry warnings advising doctors to avoid unnecessary prescriptions, a major contributor to the problem of drug-resistant infections, U.S. health officials said on Wednesday.

The new requirement aims to reduce inappropriate prescribing of antibiotics for common ailments such as ear infections and chronic coughs, which often are caused by viruses that do not respond to antibiotics.

Antibiotics only kill bacteria, but patients often request them for treating a variety of infections.

Starting next year, antibiotic labels should include instructions for doctors to prescribe them only when an infection is proven or strongly suspected to be caused by bacteria, the Food and Drug Administration (news - web sites) said.

The labels also will encourage physicians to counsel patients about what types of infections require antibiotic treatment, as well as remind them to take all of their medication, even if they feel better in a few days.

Not completing a full course of treatment can give microbes the chance to mutate to resist antibiotics, causing infections that are harder to treat. Overprescribing the drugs also is considered a major reason that antibiotic resistance is increasing.

According to the Centers for Disease Control and Prevention (news - web sites), half of the 100 million prescriptions a year written by office-based physicians in the United States are unnecessary because they are prescribed for the common cold and other viral infections.

"Antibiotic resistance is a serious and growing public health problem, not only in this country but worldwide," FDA Commissioner Mark McClellan said, noting that the growth of resistant germs is outpacing development of new antibiotics.

"We may end up in a situation where we don't have effective antibiotic drugs for common infections that were once easily treated," McClellan said in an interview.

The agency plans to try and publicize the warnings through medical journals and professional medical societies, McClellan said.

Jeff Trewhitt, a spokesman for the Pharmaceutical Research and Manufacturers of America, said the drug industry group had just begun reviewing the rule. He declined to comment further.
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Effect of Transfer Factor Advanced Formulas Containing E-XF Blends on Natural Killer (NK) Cell Activity A 4Life Summary of an Independent NK Cell Study Report

by Calvin W. McCausland, Ph.D. and Emma Oganova M.D., Ph.D.

Summary

Objective: To determine the extent to which Transfer Factor E-XF blends and 4Life Transfer Factor Plus Advanced Formula increases Natural Killer (NK) cell activity above baseline.

Study Design: The blinded cytotoxicity study was designed by Dr. E. Oganova and Dr. C. McCausland. The independent testing of the coded samples was done under the direction of Academician Anatoly Vorobiev, M.D., Russian Academy of Medical Sciences (RAMS) and the experimental work was conducted by. Dr. M.V. Kisielevsky, Dr. E.O. Khalturina, at the Russian Cancer Research Center, RAMS.

Methods: Blood was obtained from RORC donor station. A standard method of density gradient was used to isolate mononuclear cells [NK Cells]. The isolated cells, 60 thousand cells per well, in 100 ml of culture medium, were introduced into each well of Costar 96 well plates. Then, portions of coded test samples [Transfer Factor E-XF blends of selected ratios, 4Life Transfer Factor Plus E-XF blend and others samples] were introduced into the wells at predetermined concentrations (wt/vol.). An Interleukin-2 (IL-2) standard was used to compare effectiveness. The preparations were incubated in a CO z-incubator with a 5% C02 atmosphere, 100% humidity and 37° C for 24 or 48 hours. Next 30 thousand K-562 tumor cells (erythroblastic human leukemia) were introduced into the wells. (Thus, the ratio of effector and target cells was 2:1. Each sample was tested in triplicate). The preparations containing both the effector (NK cells) and target cells (K562 cancer cells) along with control wells were again incubated for 18-24 hours under the same incubator conditions. An MTT (dye) solution was used to spectro-photometricly determine the number of viable cells remaining in each well. The cytotoxic index (CI) expressed in % is reported for each sample.

Results: Each of the samples significantly increased NK cell activity. The Transfer Factor E-XF Blend (Advanced Formula) resulted in greater NK cell activation (283%) than the Transfer Factor XF (204%). 4Life Transfer Factor Plus Advanced Formula increased NK cell activity by 437%. The drug IL-2 increased NK cell active by 389%. In the study activation by 4Life Transfer Factor Advanced Formula, 4Life Transfer Factor Plus Advanced Formula and IL-2 resulted in a kill rate of K562 cancer cells of 69%, 97% and 88% respectively with the 48 hour incubation period giving the greatest NK cell activation.

Discussion

As previously reported in earlier publications two 4Life products, 4Life Transfer Factor Classic and 4Life Transfer Factor Plus, have been shown to significantly improve NK cell activation, 103% and 248% respectively. When the transfer factors from patented egg technology are combined with bovine transfer factors there is a synergistic activation of NK cell activity. The improved formulas, 4Life Transfer Factor and 4Life Transfer Factor Plus Advanced Formulas improve NK cell activation by 283% and 437% respectively.

4Life researchers and scientists in developing the Advanced Formulas were confident that the colostrum derived transfer factors when combined with the egg derived transfer factors (E-XF blends) would enhance the activity and benefit of the products, but we too were taken by surprise by the magnitude of the increase. Further research needs to be done to better understand why this synergism occurs. We are confident these results will translate into increased benefits to consumers and increased clinical effect in future studies.

This study was conducted under the direction of Dr. Anatoli Vorobiev by his colleagues of the Russian Academy of Medical Science. Using established methods of cytotoxicity testing, NK cells from humans were combined with cancer cells and divided into groups of transfer factors activated NK cells and groups of unactivated NK cells. The objective was to find the bovine and egg transfer factor blend(s) (E-XF blends) that express the greatest NK cell activation. The results enable us to identify the most potent combination that will provide the greatest health benefits.

In the control series of the experiments for all of the transfer factor samples tested there was no direct cytotoxic effect on tumor cells at any of the concentrations tested. When in the absence of the immune NK cells the transfer factors are combined directly with the cancer cells there is no cytotoxic effect on the tumor cells.

Results of this study clearly demonstrated that 4Life Transfer Factor Advanced Formula and 4Life Transfer Factor Plus Advanced Formula boosts NK cell activity. The independent research scientists who conducted this study found the results interesting and so exceptional as to request further information on the identity of 4Life samples so that results could be published in professional journals. Statements from researchers included the following: "The 4Life sample activated NK cell activity more than the Interleukin-2 (IL-2) drug used as the standard. Here, we now refer to your sample as the Golden Interleukin," stated Dr. Kisielevsky, Russian Academy of Medical Sciences.

We strongly believe that these results are certain to be reflected in improved human health resulting from significantly improved immune response. It is our hope that people everywhere will find that 4Life Transfer Factor Advanced Formula and 4Life Transfer Factor Plus Advanced Formula will provide safe broad-spectrum immune support that is unmatched in any other health supplement today.
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Independent Bio-Assay Overview December 11, 1998

Salt Lake City, UT - 4Life Research, a Provo, Utah research and development company released its latest assaying and testing for its new 4Life Transfer Factor™ product.

Transfer factor is a scientifically recognized delivery system for transferring immune system advantages from one species to another. In the patented process licensed to 4Life, immune factors are generated in cows and then "transferred" as a nutritional supplement to humans. Products manufactured incorporating the process are anticipated by industry experts to be the "next wave" of nutritional supplementation, operating in the newly defined area of "structure/function" claims. Dr. William Hennen, who is one of the world authorities on transfer factor, says of the science and technology: "Transfer factor is a material that has the ability to modulate the immune system. 4Life Transfer Factor™ contains both materials that help the immune system respond more effectively and materials to make sure the immune system is not over-responding."

4Life's founder and president, David Lisonbee said, "4Life has an agreement with the patent inventors to market transfer factor. United States Patent No. 4,816,563, issued on March 28, 1989, is licensed to 4Life. This patent describes the proprietary process used by 4Life to create its unique Transfer Factor™.

The only patent 4Life is aware of which identifies transfer factor in colostrum, the process for obtaining transfer factor from colostrum and whey, and the patented method "to further concentrate and/or purify transfer factor" from colostrum, is the one licensed to 4Life. It is United States Patent No. 4,816,563.

Laboratory Testing of 4Life's Transfer Factor™ According to William Hennen, Ph.D., Vice President of Research and Development at 4Life, "Each and every batch of Transfer Factor™ is tested by an independent laboratory with established, documented credentials in assessing for transfer factor activity. Very few laboratories have the experience or credentials to assay for TF activity. We go to great lengths to assure the quality of transfer factor in our product. This is the reason our distributors are consistently having such great success with Transfer Factor™. From infants to the elderly, reports keep coming in every day with results that have matched or exceeded our every expectation. Transfer factor has nearly 50 years of research and over 3,000 clinical studies and scientific papers proving its existence and effectiveness. Our licensed patent proved for the first time that transfer factor exists in colostrum and that it can be successfully extracted and assayed."

Independent Laboratories Show Transfer Factor Activity in 4Life's Transfer Factor™ Independent laboratory tests clearly indicate that 4Life's Transfer Factor™ shows significant transfer factor activity equal to the effectiveness of the standard vaccine. The biological and chemical testing laboratory, BioLogics Inc. states the following regarding 4Life's Transfer Factor™:

"BioLogics Inc. has completed testing the preparations of bovine colostrum you sent for evaluation for TF (transfer factor) activity. Each preparation was evaluated for TF activity using a mouse foot- pad assay which measures delayed-type hypersensitivity (DTH). The results are shown below. A preparation was considered active if it induced significant DTH (p<0.005 or better) as compared to the response to [an] antigen in control mice which were naive (not treated with TF)."

	Preparation tested
	Transfer Factor Presence
	Transfer Factor Active

	Vaccinated Controls
Mice injected with standard
antigen vaccine
	0.01>P>0.001
	YES (P<0.01) Very Active

	Colostrum Fraction
Normally fractionated colostrum
	0.20>P>0.10
	NO (P>0.10) Failed

	4Life Transfer Factor™
Patented extract of colostrum
	0.01>P>0.001
	YES (P<0.01) Very Active




"Further, it is critical to understand that a proper transfer factor assay includes both a zero-point standard and a high-end standard (to set the span of the scale.) The zero-point standard accounts for the nutritional value of the transfer factor preparation and is represented by the fractionated colostrum listed in the second row above. A vaccinated control is the GOLD STANDARD for establishing the high-end of the immunological scale as represented in the first row. As was clearly shown, 4Life's Transfer Factor™ was not only measurably more potent than the normal colostrum of the second row, it was equal to the vaccine standard in causing a strong immune response," stated Dr. Hennen.

Top Transfer Factor Researcher Tests 4Life's Transfer Factor™ One of the world's leading TF researchers has also tested 4Life's Transfer Factor™ using a mouse foot-pad assay. "Three different colostrum extracts were tested, one of which was 4Life's Transfer Factor™. 4Life's Transfer Factor™ tested highest in TF activity of any of the samples tested."

Molecular Weight Laboratory Testing of 4Life's Transfer Factor™ An independent laboratory experienced in molecular weight analysis tested samples of 4Life's Transfer Factor™ and found it to contain exactly what 4Life claims it contains: Molecules in the molecular weight of 10,000 daltons or less. Bay Bioanalytical Laboratory, Inc. stated in their report: "[We] have reviewed the analysis of [4Life's] Transfer Factor performed in our laboratory using HPLC and a size exclusion column coupled with a light scattering, refractive index and a UV detector. Based on our analysis we can conclude [that] the analyzed fraction is composed primarily of molecules below 10,000 [daltons] molecular weight." Bay Bioanalytical Laboratory, Inc.
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Increased tumor necrosis factor alpha (TNF-alpha) and natural killer cell (NK) function using an integrative approach in late stage cancers. 

See D, Mason S, Roshan R. 

Center for Advanced Medicine, Encinitias, California 92024, USA. 

Natural products may increase cytotoxic activity of Natural Killer Cells (NK) Tumor Necrosis Factor alpha (TNF-alpha) while decreasing DNA damage in patients with late-stage cancer. Pilot studies have suggested that a combination of Nutraceuticals can raise NK cell function and TNF-alpha alpha activity and result in improved clinical outcomes in patients with late stage cancer. The objective of the study is to determine if Nutraceuticals can significantly raise NK function and TNF levels in patients with late stage cancer. After informed consent was obtained, 20 patients with stage IV, end-stage cancer were evaluated (one bladder, five breast, two prostate, one neuroblastoma, two non-small cell lung, three colon, 1 mesothelioma, two lymphoma, one ovarian, one gastric, one osteosarcoma). Transfer Factor Plus (TFP+, 3 tablets 3 times per day), IMUPlus (non denatured milk whey protein, 40 gm/day); Intravenous (50 to 100 gm/day) and oral (1-2 gm/day) ascorbic acid; Agaricus Blazeii Murill teas (10 gm/day); Immune Modulator Mix (a combination of vitamin, minerals, antioxidants and immune-enhancing natural products); nitrogenated soy extract (high levels of genistein and dadzein) and Andrographis Paniculata (500 mg twice, daily) were used. Baseline NK function by standard 4 h 51Cr release assay and TNF alpha and receptor levels were measured by ELISA from resting and phytohemagglutinin (PHA) stimulated adherent and non-adherent Peripheral Blood Mononuclear Cell (PBMC). Total mercaptans and glutathione in plasma were taken and compared to levels measured 6 months later. Complete blood counts and chemistry panels were routinely monitored. As of a mean of 6 months, 16/20 patients were still alive. The 16 survivors had significantly higher NK function than baseline (p < .01 for each) and TNF-alpha levels in all four cell populations studied (p < .01 for each). Total mercaptans (p < .01) and TNF-alpha receptor levels were significantly reduced (p < .01). It was also observed that hemoglobin, hematocrit and glutathione levels were significantly elevated. The only toxicity noted was occasional diarrhea and nausea. The quality of life improved for all survivors by SF-36 form evaluation. An aggressive combination of immunoactive Nutraceuticals was effective in significantly increasing NK function, other immune parameters and hemoglobin from PBMC or plasma in patients with late stage cancers. Nutraceutical combinations may be effective in late stage cancers. Clinical outcomes evaluations are ongoing. 

	INCREASED TUMOR NECROSIS FACTOR ALPHA AND NK CELL FUNCTION
USING AN INTEGRATIVE APPROACH IN LATE STAGE CANCERS 

	PATIENT DEMOGRAPHICS
	PATIENT REGIME INCLUDED
	RESULTS AFTER SIX MONTHS

	Twenty patients
Average age: 49.3
All stage 4 cancers
12 males, 8 females
Prognosis from physician: 3.7 months to live
	Transfer Factor Plus, Beta Glucans, soy
extract, digestive enzymes, vegetarian,
low-sugar diet, hyperthermia and more.
	Average Tumor Necrosis Factor alpha
(TNF) increased from 12.4 to 1287.5
Average increase in NK cell function:
6.4 to 27.6


