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	telephone:  (405) 447-6448
	fax: (405) 321-8581
	HS: Yes
	ResExempt: no
	4b:  Pending
	4aExemptionNo: 
	4cPhIIITrial: no
	Animals: no
	IACUCDate: 
	AnimAssurNo: 
	6-start: 04/01/03
	6-end: 03/31/04
	app-organName: Vitamin C Foundation
	app-organAddress: 15915 N. Bend DriveHouston, Texas  77073
	10-small: Off
	10-women: Off
	10-disadvan: Off
	10-Fed: Off
	10-State: Off
	10-Local: Off
	10-privatenonprofit: privnonprofit
	10-ForprofitGen: Off
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	12-fax: 630-416-1309
	12-Email: ORFonorow@aol.com
	13-name: Owen R. Fonorow
	13-title: Director
	13-address: 2880 Sun Valley RoadLisle, IL  60532
	13-tele: 630-416-1438
	13-fax: 630-416-1309
	13-Email: ORFonorow@aol.com
	14: 
	15: 
	14date: 9-27-2002
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	PA: No
	p1initialdirectcosts: 125000
	p1initialtotalcosts: 125000
	p1entiredirectcosts: 250000
	p1entiretotalcosts: 250000
	IPF: 
	3a: McDade, Larry
	Description:   In 1994 Linus Pauling and Matthais Rath were the first scientists to recommend the importance of decreasing high lipoprotein(a) [Lp(a)] levels.  The disappearance of angina symptoms after taking vitamin C and lysine was documented in a case report in 1991.  Pauling reasoned that since the lysine binding site was an important factor in the molecular function of Lp(a),  adequate doses of lysine would compete for the lysine binding site and thus prevent accumulation of Lp(a) in the blood vessel wall.  At the same time, vitamin C would strengthen the collagen matrix of the injured blood vessel wall.  No randomized double blind studies were ever done to scientifically prove this to be the case in humans.  However, deposition of Lp(a) has been shown to accumulate at sites of blood vessel stress and injury.  Lp(a) is a highly polymorphic particle and a structural analogue of low density lipoprotein (LDL). The presence of plasminogen-like lysine binding sites in apo(a) led researchers to think that fibrin binding plays an important role in Lp(a)’s vascular accumulation. Plasminogen is the precursor of plasmin, which is a fibrinolytic enzyme. The homology of Lp(a) to plasminogen allows it to bind to fibrin and inhibit plasminogen binding and plasmin generation.  Furthermore, insufficient activation of transforming growth factor-beta (TGF-beta) due to low plasmin activity may result in migration and proliferation of smooth muscle cells into the intima, resulting in intimal hyperplasia.  The apo(a) isoform with the highest affinity for fibrin could be predictive of vascular disease.  Results in transgenic mice indicate a correlation between lysine binding properties of Lp(a) and vascular accumulation, supporting the postulated role of apo(a) lysine binding sites and the atherogenic characteristic of Lp(a).  Therefore, additional controlled studies of subjects with elevated Lp(a) levels treated with various inexpensive and nontoxic interventions such as with 3 or more grams of vitamin C and 3 or more grams of lysine per day need to be done. This pilot study will measure Lp(a) with the Atherotech VAP test to assess for the changes occurring after interventional treatment. Future studies are required to measure isoforms of apo(a), lysine binding site activity, fibrinogen levels, and transforming growth factor beta activity.
	PerformSite: Vitamin C Foundation, Houston, TexasVit
	PerformSite2: Alternative Health Care Associates, L.L.C., Silver Springs, Florida
	PerformSite3: McDade Institute, Norman, Oklahoma
	PerformSite4: Tower Laboratories Corporation, Las Vegas, Nevada
	PerformSite5: Atherotech, Birmingham, Alabama
	p2name1: McDade, Larry
	p2org1: McDade Institute
	p2role1: Principal Investigator
	p2name2: Badanek, Michael J.
	p2org2: Alternative Health Care Associates
	p2role2: Co-investigator
	p2name3: Dalessandri, Kathie  M.
	p2org3: Univ. of California at Berkeley
	p2role3: Consultant
	p2name4: Fonorow, Owen  R.
	p2org4: Vitamin C Foundation
	p2role4: Program Director
	p2name5: Levin, Warren M.
	p2org5: Private Practice
	p2role5: Consultant
	p2name6: Podlaski, John A. 
	p2org6: Private Practice
	p2role6: Co-investigator
	p2name7:  Ruminer, Tina
	p2org7: McDade Institute
	p2role7: Co-investigator
	disclosure: Off
	p3-a: 2
	p3-b: 3
	p3-c: 4
	p3-d: 
	p3-e: 
	p3-f: 5
	p3-g: 6- 11
	p3-h: 12
	p3-i: 
	p3-rp: 
	p3-rp1: 
	p3-rp2: 
	p3-j: 
	p3-k: 13
	p3-l: 14-15
	p3-m: 15
	p3-n: 
	p3-o: 16-18
	p3-p: 19
	p3-hs: 19
	p3-women: 19
	p3-q: 
	p3-r: 
	p3-s: 
	p3-t: 
	p3-u: 20-21
	p3-v: 
	p3-w: 
	p3-x: 
	p3-y: 
	p3-z: 22
	p3-appendix: Off
	p3-publication#: 
	p3appendix: 
	page3number: 3
	ModBudInit: 125000
	ModBudYear2: 125000
	ModBudYear3: 0
	ModBudYear4: 0
	ModBudYear5: 0
	ModBudTotal DC: 250000
	ModPersonnel: Larry McDade, M.D., Ph.D., N.D., Principal Investigator, (15% effort) and Tina Ruminer, M.D., Ph.D.,  N.D., Co-investigator, (15% effort) operating remotely from the McDade institute will be responsible for scientific oversight and  data analysis.   Dr. McDade will select subjects from the initial screening.  The McDade Institute will collect and monitor the raw data from Florida and Atherotech.Michael J. Badanek, D.C., Co-investigator, (40% effort) and John A. Podlaski, D.C.,  Co-investigator, (20% effort) will be responsible for data collection. These  physicians will be the on-site medical team. They will first conduct the initial screening.  After the McDade Institute selects 40 subjects, Drs. Badanek and Podlaski will collect weekly CardioVision measurements.  Blood will be drawn, labeled, spun and sent to Atherotech every two weeks.  These physicians will dispense and monitor the Tower ASCORSINE (vitamin C,  lysine and proline) product after the baseline period.Owen R. Fonorow, M.S., M.B.A., Program Director, (30% effort) Mike TIll, Sr., M.B.A., (15%) Controller, and Sally Jewell (10% effort) auditor of the Vitamin C Foundation will be responsible for project management. The Foundation will interface with the Atherotech lipid laboratory, the product supplier Tower Laboratories, the Linus Pauling Institute and other consultants.Kathie M. Dalessandri, M.D.,Ph.D., (5% effort),  Warren M. Levin, M.D.,  (5% effort) and Steve Lawson of the Linus Pauling Institute are experts acting as project consultants.
	ModConsortium: None
	ModFixedFee: 
	ModBudPagenumber: 4
	BioName: Owen R. Fonorow
	BioTitle: Program Director
	BioInstName: United States Air Force Academy, COUniversity of Wyoming, Cheyenne, WY Universiity of Arizona, Tucson, AZ
	BioDegree: B.S.M.B.A.M.S.
	BioYear: 1972-1976  1977-19791981-1984
	BioField:  Computer Science Computer Option Computer Science
	BioSketch: Mr. Fonorow is President and Co-founder of the Vitamin C Foundation, having become interested in orthomolecular medicine from both the books of and interactions with LInus Pauling. After graduating from the U. S. Air Force Academy in 1976, he was commissioned as a 2nd Lt. regular USAF.  Captain Fonorow, as a SAC Minuteman Missile Combat Crew Commander stationed at F. E. Warren AFB, Cheyenne, WY, became the Base Commander's Executive Officer.After leaving the Air Force with an honorable discharge in 1981, Owen studied computer program- ming languages at the University of Arizona, graduating with a Master's degree in Computer Science.In 1983, after reading Nobelist Linus Pauling's book The Common Cold and the Flu, he began  taking 3 g of vitamin C daily. Soon thereafter multiple recurring infections and childhood illnesses were "cured" never to return. He joined AT&T Bell Laboratories as a Member of the Technical Staff in 1984 and held various technical computer and telephony positions at AT&T and Lucent.  He was awarded a patent for an automated testing system and was a speaker at conferences and author of technical papers.In 1986, after reading Pauling's  book How to Live Longer and Feel Better, and Dr. Robert Cathcart's famous Titrating Vitamin C to Bowel Tolerance paper (provided by Pauling), he increased his daily vitamin C intake to 18,000 mg (18 g), matching Pauling's intake.  At this point, other conditions cleared up. Specifically diagnosed gout, allergies, and especially hay-fever were "cured" never to return.  Fascinated, he began private research into vitamin C and the other nutrients.After recent retirement from Lucent's Bell Labs, he now teaches the UNIX system at a local technical college and is pursuing a Ph. D. in Natural Health and Nutritional approaches to disease.   Mr. Fonorow has designed and maintains four large web sites devoted to various aspects of health and nutrition, including the Vitamin C Foundation's web site.  He has written more than a dozen articles and papers published in assorted Alternative Medical journals including the Townsend Letter, American Naturopathic Medical Association Monitor, Florida ECO Report, International Council for Health Freedom Newsletter and Media By-Pass.
	BioPgNum: 9
	ResLab: Atherotech400 Vestavia ParkwaySuite 300Birmingham, AL 35216     (800)719-9807    Contact: Richard B. Lanman MD,  (408) 390-9357
	ResClinical: Alternative Health Care Associates L.L.C. (100%)3391 East Silver Springs BlvdSuite BOcala, Florida 34470Silver Springs, FL  34489      Badanek: (352) 622-1151    Podlawski: (352) 867-1015
	ResAnimal: None
	ResComputer: The Vitamin C Foundation, 2880 Sun Valley Road, Lisle, IL, 60532, Owen Fonorow (630)416-1438The Vitamin C Foundation, 15915 North Bend Road, Houston, TX, 77073, Mike Till (271)334-3634
	ResOffice: The McDade Institute, 3750 W. Main Street, Norman, OK  73072, (405) 447-6448
	ResOther: 
	ResEquip: Laptop and Desktop Computers (Lisle, IL, and Houston, TX)Centrifuge  (Silver Springs, FL)
	ResourcesPagenumber: 12
	continuation: R21 GRANT PROPOSAL Submitted to the National Center for Complementary and Alternative MedicineNational Institutes of Health                           Lowering Lp(a) with Ascorbate, Lysine and Proline in Humans                                                              A Pilot Study                                                        September 27, 2002                                              The VITAMIN C FOUNDATIONResearch Plan The Foundation was approached by the Investigators after they observed Lp(a) reductions in their private practices. Approximately 100 elderly individuals in Silver Springs, Florida, members of a local church, have volunteered to participate in this study. Forty with elevated Lp(a) and not currently supplementing with lysine and proline will be screened and enrolled. An existing commercial vitamin C/lysine/proline drink mix will be used to improve compliance and reduce the chance for error.a.  Specific AimsTo obtain objective clinical data on the value of Linus Pauling’s suggested intervention of 6 g ascorbic acid (vitamin C) and 6 g lysine, plus 500 mg proline,  to test the following hypotheses: PRIMARY:This intervention lowers Lp(a) by more than 40% within 6 months.SECONDARY:1. This intervention lowers Lp(a) more than 90% within 18 months.2. This intervention leads to a predictable reduction in accepted cardiovascular risk factors such as LDL-C, homocysteine and hsCRP. 3. This intervention leads to a predictable reduction in Brachial Arterial Stiffness Index (ASI) using the FDA-approved CardioVision screening device for atherosclerosis.4. This intervention leads to a predictable reduction in angina pectoris (chest pain).5. There is a correlation between serum Lp(a) and Arterial Stiffness Index (ASI)Finally, as funds permit and as a secondary control mechanism, the Investigators will compare the accuracy of a new low-cost "home" Lp(a) test coming on the market with the Lp(a) results from the same blood as reported by Atherotech’s certified VAP™ test. 
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