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August 11, 2000

Ma, Patricia Holobaugs

Divisign of Inspections and Surveillaace
Poed and Drug Admimatiratios

1683 Reckviile Pl

Rackville. MD 20852

Dear Ms Bolodaogh:

As you requested B our piviae conversation of 3-3-00, | am caclesing a list of
cur IRA prejects according 1owhether they sre tuder de FOA jerisdiction, and
wiygther they require an IYD/TDE a2 bew we cad il

A.

Projects set vader the FDA mrvdictn:
*Renry Hamilch, MD 5574 Heimlich Mansuver for Asbma

*“Rusecl] Jaffe, M) SUSE Dewrmining the Raile of
Faod/Enviesnment Sensitivities i¢ Padenty with Disbetes.

*D Mussick, MD, D. Kinghargt MD, 5068 Law Lavei Laser for
Trestment of Acute and Chrvgic Muscular-Shelesal Pain and
Nevroiogic Symptoms.

*Lawrence Young, MD S075A Geatle Physical Esercise,
Bresthing andV isuslizatios s the Acupuacture Device,

Prejccts for which we have conflicting information frem FDA
sourees 2a to whother and IND is required because they are off
isbel uses for approved medicstions:

*Aifredo Lopes dei Cotille, MD 3060 Reconstruction ‘nnupy
for Intractabie {.ow Back Pain.

*Paula Bickle. PhD SO81 A protocol for Studying Mobilization:
of Mercury by Giving DMPS Orally 2o Humans.

*Jack Hinkle, D) 5086 Chelstion Therapy lor Arterioscleratic
Disense

¢Jack Hinkle, DO S887 Chaigtion Therapy for removal of
Heavy Metals (specifically Mercury) sRar DMPS Injectiom

*L Terry Chappdl, MD M21 EDTA Cheistion & Coronary
Artery Disense P stient Registry
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Projects thar cefinitely noed snd IND and the chief investigdtor
is already working with the FDA t get the IND!

*Roy Page. MD & George Kindaess, MD MO2Z9 Adjuvant
Immuse Ther Wy in the trestment of Solid Tumory Through
Modulation of Signaling Pathways Fellowiag Engsgement ol
Humersl snd Ceil Mediated Respoases.

“*W.A. Shrader, MD M026 Evaluation of the Effect of the
lmmunotherapeutic Techaique Eazsyme Potentisted
Desersitzatien {EPD) for a Considersble Variety of
Maese/Conditions/Diagnostic Coaditiens.

Projects that nisy need and IDE;

*Wiliam Kabi:schek DO Gerliade Moll SO5¢ Treatment of
Sports Injuries with the/IBX Inductive Bio-Stimulation
Therapy :

Projects that are inactive, compieted. maved or have been
terminated.

Project is completed. Constantine Xotsanis S069 latravenoy
Secretin to Effact Positive Behavior Changes in A utistic ‘
Individuais.

Moved to anotier IRD due to FDA bold Warren Levin, MD
5084 Effects of Gruwth Rormone (GH) or Growth Hermone
Reiensing Hormoue (GRF) oa Age-Related Insulin Resisiancs,
Puimonary Function sud Quality of Life.

Terminsted due to lack of response:

William Mauer, DO S004 Phototherapy as s Modality In The
Stimulation of the Immune System.

Lawreace Porter, MD 5849 Chelation Therapy for
Arterioscisrotic Disesse (waing GLCCM pretocol)

Paula Bickie PaD, S081 A Protocol fer Stadying Mobilizatioh of
Mercury by Giving DMPS Orally 10 Humasa,

Inactivatad duc to FDA restrictions:
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*George Kiluizess, D & Timethy Guiiford MD S682 Use of
EOTA (Estreme Dilutiun) Thezapy lor Atieryy. ‘

*Kent Pomeroy, MD MO2) Pain Allivation & Joint Fuactino
Impreveent dy Prolotherapy

“Bilt Westendorf, DDS MO10 Amsigem Removal and Mercuty
Detox

*Sceven Ayre, MD MOt4 Ingulin Potestiation Therspy

*Cary Moore, MD S077 Co-EAP Therapy s an Adjusct in the
Therspy of Paticars with Myitiple Sclergsis.

For projects in category B, we are requiring that the investigsters ;ei
written statements fro: the FDA as te whether they need an IND.

We understaad from our phose conversation, thae this lester will Lift the
“hold™ yeu have placed us uader while we continue to work out the
thanges you requestad ia your (atest letter and that your web site will
reflect thie chamge in our status.

You cxpiained t¢ me thit you are not wying te shut down eur TRB andd
that this lstter would enable us to faanction fully while we continue to
work to satiafy the varicus revisions vou bave askad ve to make during

your mal:mw w.}!a 4
[/ ,/;;,,/é
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