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The Board proposes to remove a rule (see p. 24) specifying
that it is unprofessional conduct tc use chelation therapy for
diseases other than acute hypercalcemia, lead poisoning, and
intoxications caused by some other heavy metals.

The Board has substituted another rule for the removed rule,
(see p. 24) pertaining to disciplining a practitioner who fails
to meet the standard of practice in connection with any supervisory
and/or collaborative agreement with any category of bhealth
Practitioner. The Board aust be able to discipline physicians and
podiatrists who do not meet their obligations in this regard so
that citizens receive proper care and treatment, and at present
there is no meckanisa for the Board to do this.
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APPENDIN B

FISCAL NCTZ FOR PROPOSED RULES

e: Licensing, Disciplinary and Camplaint Procedures, Physicians; Podiatris&

Tyre <f Rule: X Legislative Intarpretive Procedural

Agercy West Virginia Board of Medicine addrmess 101 Dee Drive

Charleston, West Virginia 25311

1.

- - . AL FISCAL YZAR
Effect of Proposed Rule! Incresse Decrease| Curvent Next Thereafia»

Estimated Total Cost $ 3 $ $ $

Fersoral Servicss
Current Expense

Re;a:i:s_ and A.T.te.raumsi
Equimmant

Ecxlanation of above estimates:
bbunreaselnstatafmﬂmmllbeneeded

Cojectives of-these rules: 1o amend the rules by deleting one rule which has
resulted 'in distresging many West Virginia citizens who believe they are being
denied treatment which is helping them, and by substituting arother rule in its
place permitting the Board to discipline a practitioner for failing to meet the
standard of care with respect to a collaborative and/or supervisory agreement
with any category of health care practiticner.




4. Seplaraszisn of Cverall ;_::..:..-..... mmact ¢ Propcsaed Rula,
A. Zotnods Immact on SIat: GovanTrheEns.

No change

2. EZxoromic Impact oft Polinical sutdivisicons; Specific Infusiriss:

Szecific ¢rouns oI citizens,

'No change

C. Economic Immacs on Cloizens/Public at Larte.

No change

cans: January 22, 1992
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DATE: March 25, 1992
T0: LEGISLATIVE RULE-MAKING REVIEW COMMITTEE
FROM: West Virginia Board of Medicine

LEGISLATIVE RULE TITLE: Licensing, Disciplinary and Complaint Procedures:
Physicians, Podiatrists

1. Authorizing statute(s) citation

West Virginia Code §30-3-7(a) (1)

2. a. Date filed in State Register with Notice of Hearing:
January 22, 1992 : - - ",

b. What other notice, including advertising, did you give
of the hearing?

Notice of comment period given, (See attached) and

letters sent to interested parties who had participated

in Board hearings on Chelation Therapy in December, 1991, and

Januar%, 1992, (see attached)
¢. -Date of mearing(s):Comment vericd ended March 6, 1992

d. Attach list of persons who appeared at hearing, comments
received, amendments, reasons for amendments.

Attached No comments received X

e. Date you filed in State Register the agency approved
proposed Legislative Rule following public hearing:
(be exact)

March 25, 1992

f. Name and phone number(s) of agency person{s) to contact
for additional information:

Ronald D. Walton 348-2921




If the statute under which you promulgated the submitted
rules reguires certain f{indings and determinations to e
made as a condition precedent to their promulgation:

a, Give the date upon which you filed in the State
Register a notice of the time and place of a
hearing for the taking of evidence and a general
description of the issues to be decided.

n/a - L _

b. Date of hearing:

c. On what date did you file in the 3tate Register the
findings and determinations required together with
the reasons therefor?

n/a

d. Attach findings and determinations and reasons:

Attached




TITLE:

§$11-1A-1.

$11-1a-2,

§11-1a-3.

WEST VIRGINIA LEGISLATIVE RULES ' 50
WEST VIRGINIA BOARD OF MEDICINE

L fael

CHAPTER 30-3 WLLTAR PR e 1g
SERIES IA N .
e, T L
Licansing, Disciplinary and Complaint Procedures:

Physicians; Podiatrists,
General.

1.1. Scope. -- West Virginia Ccde §30-3-7(1l) (a)
authorizes the Board of Madicine to promulgate
rules which are necessary to perform the duties
and responsibilities of the Board.

1.2. Autbority. -- West Virginia Code $30-3-7(a) (1).
1.3. Filing Date. -—-
1.4, Effective Date. —-

1.5. Repeal of former rule. -- These legislative rulas
amend 11 CSR 1A "Licensing, Disciplinary and
Complaint Procedures: Physicians; Podiatrists.”,
legislative rules that were filed on April 4,
1991, and became effective on July 1, 1991.

Application And Enforcement.

These legislative rules implement the West Virginia
Madical Practice Act, West Virginia Code §30-3-1 at

seq.

Definitions Applicable To All Board of MNadicine
Ragulations.

(a) ACGME -- The Accreditation Council of Graduatae
Madical Education.

(b) Adjudicatory hearing. -- A formal administrative
hearing before the Board or designated hearing
examiner, conducted to determine the truth and
validity of complaints filed against a licensea.
An adjudicatory hearing may result in disciplinary
action including, but not limited to, suspension




or revecation of a licensee’s license, reprimand,
censure Or other limitation, including probation,
on a licensee’s practice.

(¢) Affiliate. -- A member of a group of twoe (2) or
more fully accredited health care institutions
lagally united by an agreement of affiliation,
conceived to enhance the potential of all
participants in the provision of health care and
medical education

(d) AMA. ~~- The American Madical Association.

(@) APMA. - The American Podiatric Madical
Agsociation.

(£) Board. -- The West Virginia Board of Medicinae,
established in West Virginia Code §30-3-5,

(g) Crimes involving moral turpitude. -- Those crimes
which bhave dishonesty as a fundamental and
necessary element; including, but not limited to,
crimes invelving theft, eabezzlement, false
swearing, perjury, fraud or misrepresentation.

(h) Department. -- The West Virginia Department of
Health.

(i) ECFMG. -- The Educational Commission for Foreign
Madical Graduatas.

{(}) FLEX. -- The Federation of State Licensing Boards
Examination.

{k) Gender of proncuns. -- The use of the word "He" in
these regulations shall include the feminine
gendar.

(1) LOME. -~ The Liaison Committee on Medical
Education.

() MNBME. -- The Maticnal Roard of Medicine Examiners.
(r) Number. -- Words in these regulations importing
the singular include the plural, and words in

these regulations importing the plural include the
singular.




(o)

()

()

(r)

(s)

Order to show cause. -- A paper served by the
Boazrd upon a registrant ordering the person to
appear Defore the Board for an adjudicatory
proceeding.

PMLaxis. - Podiatrie Medical Licensing
Examination for States

Prokation. -- Imposing such ceonditions and
Tequirements upon a licensees for a period of time
that the Board, in its discretion, determines to
be justified under any provision of law. A
licensee placed on prebation sball be permitted to
continue to practice subject to limitations
imposed by the Board, includiag the requiremants
that the licensee appear before the Board, or an
officer or agent thereof, at such times and places
as are designated by the Board., A licensee may be
placed on probation without a previous or
concurrent suspension or revocation of his or her
license.

SPEX. -~~~ Special Purpcse Examination o¢f the
Tederation of State Madical Boards.

West Virginia Madical Practice Act - West Virginia
Code $§30-3-1 et seq.

§11-1A~-4. Qualification and Application Por A License To Practice
Madicine And Surgery.

4.1. An application for a license t¢o practice medicine

and surgery shall be completed on a form provided
by the Board. The application shall be completed
in full with all required supporting documents
received by the Board not later than fifteen (15)
days prior to the Board’'s consideration of such
application.

. An application for a license to practice medicine

and surgery siall include the following:

(a) A photograph taken within the previocus twelve
(12) months which substantially resembles the
applicant;




() Evidence of graduation from a medical school
approved by the LCME or by the Board:

{c} A sworn and notarized statement on a form
provided by the Board from ancther physician
stating that the applicant is of good moral
character;

(d) Evidence of completion of one (1) year of
postgraduate clinical training approved by
the ACGME;

(¢) A nonrefundable cashier’s check or meney
order payable to the Board in an amount
established by the Board under Board
regulations 11 CSR 4; and

(£f) Any other documents as may be required by the
Board under sections 8.1 of this rule.

4.3. An applicant for a license to practice medicine
and surgery shall be required to obtain a passing
score on the FLEX. For those applicants who did
not take the two (2) component FLEX program, a
passing score shall consist of a weighted average
score o©f seventy-five percent (75%) or better
ocbtained in one sitting. For those applicants
taking the two (2) component FLEX program, a
passing score shall consist of seventy-five (75)
or better on component one of the PFLEX and
seventy-five (75) or better on component two of
the FLEX. A weighted average score of the two (2)
component FTLEX program shall not be used by the
Board in the determination of a passing score.
Any applicant who passes either component one or
compconent two of the FLEX, but not both, shall be
required to retake only the component upon which
the applicant did not obtain a passing scors to be
eligible for licensure. An applicant must obtain
a passing score of seventy-five (75) or better on
both components before the elapse of seven (7)
consecutive years. Tailure to obtain a passing
score on both components before the elapse of
seven (7) consecutive years shall <zender the
applicant ineligible for licensure.




4.6,

4.8,

The Board (or a majority of them) shall accept the
certificate of the NBME, in lieu of a passing
score on the FLEX. The Board (or a majority of
them} may alsc accept successful passage of a
State Board Examination in lieu of the certificate
of the NEME or a passing score on the FLEX. An
applicant relying on the certificate of the NEME
shall request certification of scores from the
NBME on forms provided by the Board.

- All applicants for a license to practice medicine

and surgery shall demonstrate their ability to
communicate in the English language to the
satisfaction of the Board.

An applicant for a license to practice medicine
and surgery whe is a graduate of a school of
medicine located outside the United States, the
Commonwealth of Puerto Rico or Canada, shall also
provide evidence of certification by the ECFMG or
of receipt of a passing score on the examination
of the ECIMG and proof of successful completion of
a total of three (3) years of postgraduate
clinical training in a program approved by the
ACGME .

. An applicant shall arrange for a perscnal

interview with a member of the Board prior to the
neeting at which his or her application will be
considered. Any applicant may be required to
appear before the Board at the =meeting at which
his or her application is to be considered. The
purpose of such interview or required attendcance
at a3 Board meeting is to verify the existence and
the idantity of all required documents and
information and to enable the Board to clarify
information contained in the application. The
Board may require production of original documents
at such interview or required attendance at a
Board meeting.

The application, together with all photocopied
documents submitted therewith, shall become the
property of the Board and shall not be returned.




4.9. The burden of satisfying the Board of the
applicant’s qualifications for licensure shall be

upon the appligant.

4.10. Subject toc the provision in and implementation of
section 10.1 of this rule pertaining to one-half
of the licensees renewing for a one year period in
nineteen hundred and ninety one, a license to
pPractice medicine and surgery in this stata shall
be valid for a term of twe (2) years and shall be
'renewed upon the receipt of a nonrefundable fee,
238 established by the Board, together with an
application provided by the Board: Provided, That
an initial license shall expire on the thirtieth
day of June of the ensuing vear established by the
Board for renewal.

4.11. The Board may renew, on an inactive basis, tkhe
license of a physician who is currently licensed
to practice medicine and surgery, but who is net
actually practicing medicine and surgery in this
State. A physician holding an inactive license
shall not practice medicine and surgery in this
State, but such inactive license may bhe converted
by the Board to an active license, upon request of
the physician to the Board, provided that the
pericd of inactivity is accounted for to the
satisfaction of the Board. An inactive license
may be obtained upon receipt of a nonrefundcdable
fee, as established by the Board under Board
regulations 11 CSR 4 and submission of an
application on forms provided by the Board.
Subject to the provision in and implementation of
section 10.1 of this rule pertaining to cne-half
of the licensees renewing for a one year periocd in
aineteen hundred and ninety one, an inactive
license shall he valid for a term of two (2)
Years, and shall be renewable.

§$11.1A.5. Application Required For Examination - Federation Of
Licensing Boards Examination (FLEX).

S.1. The FLEX shall be administered each June and
December by the Board in Charleston, West
Virginia.




5.2.

$.5.

3.6,

An application for the FLEX shall be completaed on
a form provided by the Board. The Application
shall be  completed in full ©prier to the
examination.

. An application for the FLEX must be received by
. the Board not later than ninety (90) days prior to

the date of examination.

. An application to take the FLEX shall include the

following:

(a) Evidence of graduation frocm a medical sachool
approved by the LCME or by the Board:

(b) Two (2) photographs taken within the previcus
twelve (12) months which substantially
resamble the applicant’s appearance at the
time the examination is to be given;

(c) A sworn and ncotarized statement on a form
provided by the Board from ancther physician
stating that the applicant is of good moral
character;

(d) Evidence of certification by or receipt of a
passing score on the examination of the
ECFMG, where applicable;

{e) A nonrefundable cashier’s check or monay
crder payable to the Board in an amocunt as
established by the Board under Board
regulations 11 CSR 4; and

(£) Any other documents as may be required by the
Board. ‘

The application, together with all photocopied
documents submitted therewith, shall become the
property of the Bocard and shall not be returned.

Procedures for each examination shall be provided
to each approved applicant at least fifteen (15)
days prior t¢ such examination.




. Applicants to take the FLEX who have taken and who

have failed the FLEX in West Virginia on two (2)
or more occasions must prepare and submit to the
Board a detailed plan of study designed to improve
the applicant’s competence to practice medicine
and surgery before the applicant shall be
permitted to take the examination again. The
applicant’s plan of study shall be verified by
proof of enrcllment in a ccourse of study, or othar
such information as would be accepted Dby a
reascnable perscon as demonstration of a concerted
effort by the applicant to adequately prepare the
applicant to pass the examination. The Board
shall approve all plans of study.

§$11-1A~-6. Qualification For The Issuance Of A License To Practice
Medicine And Surgery By Reciprocal Endorsesaent.

6.1.

6.2.

6.3.

6.4.

An applicant for a license to practice medicine
and surgery by reciprocal endorsement from another
state, the District of Columbia, Canada or tbhe
Commonwealth of Puerto Rice, shall provide proof
of licensure in such jurisdiction under licensure
requirements substantially similar to those
existing in this State, and preoof that he or she
has the requisite gqualifications to provide the
same standard of care as a physician initially
licensed in this State. These requirements and
qualifications are specifically snumerated in this

_soctioa balow,

An applicant for a license to practice medicine
and surgery by reciprocal endorsement shall
provide evidence of graduation from a medical
school approved by th. LCME or by the Board.

An applicant for a license to practice medicine
and surgery by —reciprocal aendorsement shall
provide proof of successful ccmpletion of at least
cne (1) year of postgraduate clinical training in
a program approved by the ACGME.

An applicant for a license to practice medicine
and surgery by reciprocal endorsement who is a
graduate of a medical school located ocutside of
the United States, Canada, or the Commonwealth of
Puerte Rico shall alse provide evidence of




$11-1A-7.

6.5.

6.6,

ceztification by the ICFMG or receipt of a passing
score on the examination of the ECFMG and proof of
successful completion o©f a total of three (3)
vyears of postgraduate clinical training in a
program approved by the ACGME.

An applicant for a license to practice medicine
and surgery by reciprocal endorsement shall
Provide proof of passage of the FLEX, which scores
must meet the regquirements established in Section
4.3 of these regulations. The Board (or a
majority of them) shall accept in lieu of the FLEX
the certificate of the NEME in lieu of a passing
scors ¢on the FLEX. The Board (or a majority of
them) may also accept successful passage of a
State Board Examination in lieu of the certificate
of the NEME or a passing score on the FLEX.

An applicant for a license to practice madicine
and surgery by reciprocal endorsement shall
pProvide a sworn and notarized statement from
another physician that the applicant is of good
moral character.

. An applicant for a license to practice medicine

and surgery by —reciprocal endorsement shall
provide a statement that the physician is in good
standing in each jurisdiction in which he or she
is licensed, and that he or she has had no medical
disciplinary action taken against him or her and
has no medical disciplinary action pending against
him or her.

License To Practice Medicine And Surgery By Raciprocal
Endorsemsnt; Application Required.

7.1. An application for a license to practice medicine

and surgery by reciprocal aendorsement shall be
completed on forms provided by the Board. All
parts of the application shall be completed in
full with all regquired supporting documents
received by the Board not later than fifteen (15)
days prior to consideration by the Board.




7.2. An  applicant shall arrange for a perscnal

7.

3.

interview with a member of the Board prior to the
meeting during which his or her application is to
be conrsidered and the Board may require an
applicant’s attendance at a Board meeting. The
purpose of such interview or required attendance
at a Board meeting is to verify the existence and
the identity of all required documents and
information and to enable the Beard to clarify any
information contained in the application. Tha
Board may require production of original documents
at such interview or reguired attendance at a
Board meeting.

An applicant sball have available for review by a
Board member, or by the Board, if the applicant
appears at the meeting, the following original
documents:

(2) Madical school diploma;
(b) ECFMG certificate, if applicable:

(¢) A document attesting to the successful
completion of the required minimum
postgraduate clinical training:;

(d) A certified copy of the scores attained by
the applicant on the FLEX, which scores nmust
neet the requirements established in Section
4.3. of these regulations:

(e) A sworn and notarized statement on a form
provided by the Board from another physician
stating that the applicant is of good moral
character, and is physically and mentally
capable of engaging in the practice of
medicine and surgery:;

(£f) A statement that the physician is in good
standing in each jurisdiction in which he cor
ske is licensed to practice and that he or
ske has no =medical disciplinary actions
pending; and

(g) Such other documents as may ba reaquired Dby
the Board.

10




7.4. An applicant for a license to practice maedicinae
and surgery by reciprocal endorsement shall also
provide photocopies of all documents presented to
the Board. Such photocopies shall be attached to
the application and made a part thereof. The
application, togethar with all photocopied
documents submitted therewith, shall become the
property of the Board and shall not be returned.

7.5. An applicant for licensure tc practice medicine
and surgery by reciprocal endorsement shall pay by
cashier’s check or monsy order payable to the
Board a nonrefundable fee in an amcunt established
by the Board under Board regulations 11 CSR 4.

7.6. An applicant for a license to practice medicine
and surgery by reciprocal endorsement whose
application is complete =may request a temporary
license to practice until the next regular meeting
of the Board, by meeting the qualifications of the
Board, by paying an additional nonrefundable fee
in an amount asstablished by the Board under Board
regulaticons 11 CSR 4 and by appearing before a
membear of the Board for a personal iatchi.w..

7.7. An applicant for a license to practice medicine
and surgery by reciprocal endorsement bhas the
burden of demonstrating to the satisfaction of the
Board that the applicant has the requisite
qualifications of a physician initially licensaed
in the Statae.

$11-1A-8. Application Forms and Processing.
8.1. Application forms for licenses shall include, but
2ot be limited to, requirements for the following
- information:
(a) An AMA biographical printout;
(b) A VTFederation of State Licensing Boards

derogatory information sheet regarding other
state Board actions;

11




8.2.

(¢} A list of all states where the physician has
held and holds a medical 1license, even if
such medical license is not active:;

(d) A list of all hospitals where the physician
has had privileges in the last five (5)
years;

(@) A list of all state and county medical
societies where the physician is currently

practicing, whether or not he ©or she is a
member;

(£) The applicant’s medical school;

() A list of all training programs, including

postgraduate;

(h) The state from whick the physician is
requesting sndorsement, with speacific
reference to that state’s examination and
grades;

(1) A copy of the individual’s birth certificatae,
passport or baptismal, ¢to be used in
identifying the applicant and the appropriate
spelling of his or her name;

(3) A copy of a marriage license, divorce decree
or court order, to document any name change:
and

(k) The place and date of the applicant’s birth.

In the event the stafs finds darogatory
information during the processing of an
application, such information shall be presented
to the Board for its review and determination as
to whetlher an individual should be scheduled for
an interview during a reqular Board meeting or if
the staff should obtain additional information.

It shall be the applicant’s responsibility to mail

necessary forms to selected institutions for
response £o the Board,

12




8.4. Completed verification forms shall be mailed
directly from selected institutions to the Board
and not from the applicant.

8.5. The Board reserves the right to obtain additional
information through oral or written examinations,
Psychiatric evaluation, physical examination or
other tests as may be necessary to determine the
competency ©of the applicant.

8.6. The Board reserves the right to require applicants
to take the SPEX or an oral competency examination
in their field of practice prior to 4issuing a
licanse, whenever the Board considars it
necessarcy.

$11-1A-9. Examinations.

9.1. An applicant for a license who requires a written
examination shall be required to take the FLEX,
the SPEX, or such other examination as the Board
may regquire. The FLEX and SPEX will be
administered by the Board in accordance with
instructions and directions issued Dby the
NEME/TLEX and NBME/SPEX.

9.2. The conduct of FLEX and SPEX examinees shall be
governed by written guidelines issued by the
NBME/YLEX and NEME/SPEX.

§11-1A-10. License Renewals; Renewal Application Form.

10.1. A license shall be renewed every two (2) years, as
of the first day of July of the year, upon timely
submission of a fully completed reneval
application form and payment of a nonrefundable
renewal fee in an amcunt established by the Board

- ‘under Board regulations 11 CSR 4: Provided, that
in 1991 the Board may renew one-half the licenses
at one-half the biennial renswal fee for a cne (1)
Year period, in order to establish a system of
biennial renewal wherein each year one-half the
licenses are renewed for a two (2) year period.
Forms shall be mailed to each known licensee at
his or bher last known address. It is the
responsibility of the licensee to inform the Board

13




10.

cof the licensee’s correct address and of any

change of address. It is the respcnsibility of
the licensee to acquire and submit renaewal
applicaticon forms. Failure of the licensee to

receive a renewal form will not constitute
justification for any physician to practice on an
expired license. An expired license is not
considered a valid license.

Subject to the provision in and implementation of
saction 10.1 of this rule pertaining to one-half
the licensees renewing for a cne (1) yvear period
in 1991, the Board’s renewal application form
shall include, at a minimum, a request for the
following information:

(a) The applicant’s name, date of birth, home and
principal business addresses and telephcne
numbers; i

(b) Personal characteristics of the applicant,
such as sex and race:;

{¢) A statement of the applicant’s medical
training and work experiencs:;

(d) A statement concerning any disciplinary
action taken against the applicant in the
last two (2) years:;

(e) A statement concerning any civil litigation
related to the practice of medicine or any
criminal litigation commenced against the
applicant within the last two (2) years:

(£) A statement describing an applicant’s present
ability to possess or dispense controlled
substances; and

{g§) A statement of all other jurisdictions in
which the applicant is licensed to practice
" ®edicine.

(h) The number of malpractice settlesents made cor

judgements against the applicant in the last
two (2) years.

i4




(i) Any treatment received for mental illnaess,
chemical substance or alcohol dependency in
the last two (2) years.

(j) Any limitation of hospital privileges in the
last two (2) years.

$11-1A-11. License Exemptions.

11.

11.

1.

In addition to examptions provided by law, no
license shall be required of any duly licensaed
nonresident physician or podiatrist who
participates in a continuing medical or podiatric
education course within the State.

Duly licensed physicians in another state may
transmit medical instructions by radic to
parsonnel in this State in emergency situations.

§11-1A-12. Causes For Denial, Probation, Limitation, Discipline,
Suspension Or Ravocation of Licenses of Physicians and
Podiatrists.

i2

.1,

The Board may deny an application for a license,
Place a2 licensea on probation, suspend a licensae,
limit or restrict a license or revoke any licensae
heretofore or hereafter issued by the Board, upon
satisfactory procf that the licensee Rhas:

(a) Knowingly made, or presented or caused to be
aade or presented, any false, fraudulent or
forged statement, wziting, certificate,
diploma or other material in connection with
an application for a license;

(b) Been or is involved in Zfraud, forgery,
deceptien, collusion or conspiracy in
connection with an examination for a license:

(¢) Become addicted to a controlled substance:

{(d) Becoms a chronic or persistent alcoholic;

{(e) Engaged in dishonorable, unethical or
unprofessiocnal conduct of a character likely

to deaceive, defraud or harm the public or any
member thereof;

15




(£)

(g)

(k)

()

(3

Willfully viclated a confidential
communication;

Had his or her license to practice medicine
©or podiatry in any other state, territory,
Jurisdiction or foreign nation revoked,
suspendad, restricted or limited, or
otherwise acted against, or  has baeen
subjected to any other disciplinary action by
the licensing authority therecf, or has kaean
denied licensure in any  other state,
territory, jurisdiction, or foreign nation.

Been or is unable to practice medicine or
podiatry with reasonable skill and safety to
patients by reascon of illness, drunkenness,
excessive use of alcohol, drugs, chemicals cor
any other tyre of material, or by reason of
any physical or mental abnormality;

Demcnstrated a lack of profassional
competence to practice madicine or podiatry
with a reasonable degree of skill and safety
for patients. In this connection, the Board
may consider repeated acts of a physician or
podiatrist indicating his or her failure to
pProperly treat a patient and may regquire such
physician or podiatrist to submit to
inquiries or examinations, written or oral,
by meabers of the Board, or by other
physicians or podiatrists licensed to
practice medicine or podiatry in this State.
as the Board considers necessary to determine
the professiconal qualifications of such
licenses:

Engaged in unprofessional conduct, including,
but not limited to, any departure from, or
failure to conform to, the standards of
acceptable and prevailing madical or
podiatric practice, or the ethics of the
madical or podiatric profession, irrespective
of whether or not a patient is injured
thareby, or has committed any act coantrary to
honesty, justice or good morals, whether the

by




(k)

(1)

(m)

(n)

(o)

(P}

()

same is committed in the course of his or her
practice or otherwise and whether committed
within or without this State:

Been convicted of or found guilty of a crima
in any jurisdiction which directly relates to
the practice of medicine or peodiatry or to
the ability to practice medicine or podiatry.
Any plea of nelo contendere shall be
considered conviction for purposes of these
regulations;

Advertised, practiced or attempted to
pPractice under a name other than his or her
own;

Failed to report to the Board any perscn whom
the licensee knows is in violation of thaese
regulations or of provisions of the West
Virginia Madical Practice Act:

Aided, assisted, procured or advised any
unlicensed perscn to practice medicine or
pediatry contrary to these regulations or the
West Virginia Madical Practice Act;

Failed to perform an? statutory or legal
cbligation placed upon a licensed physician
or podiatrist;

Made or filed a report which the licensee
knows to be false:; intentionally or
negligently failed to file a report or record
reaquired by state or federal law, willfully
impeded or obstructed such filing or induced
ancther person to do so. Such reports or
records shall include only those which are
signed in the  <capacity as a licensed
physician or podiatrist.

Paid or received any commission, bonus,
kickback or rebate, or engaged in any split-
fee arrangement in any form whatsocever with a
physician, podiatrist, ozganization, agency
Or person, sither directly or indirectly, for
patients referred to providers of health care
goods and services, ineluding, but not

17
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(r)

(s)

(£)

(u)

(v)

limited te, hospitals, nursing homes,
clinical laboratories, ambulatory surgical
centers or pharmacies. Thae provisions of

this subdivision shall not be construed to
pravent a physician or podiatrist from
receiving a fee for professional consultation
sarvices;

Exercised influence within a patiant-
physician or patient-podiatrist relationship
for purposes of engaging a patient in sexual
activity;

Made deceptive, untrue or fraudulaent
representations in the practice of medicine
or podiatry or emploved a trick or scheme in
the practice of medicine or podiatry when
such trick or scheme fails to conform to the
generally prevailing standards of treatment
in the medical or podiatric ccemunity;

Solicited patients, either perscnally or
through an agent, through the use of fraud,
intimidation, undue influence, or by
overreaching or vexatious conduct. A
solicitation is any cosmunication which
directly or implicitly requests an immediate
Tesponse from the recipient;

Failed to keep written records justifying the
course of treatmant of the patient,
including, but not limited to, patient
histories, examination results and test
reasults and treatment rendered, if any;

Exercised influence on the patient or client
iz such a manner as to exploit the patient oz
client for the financial gain of the licensee
or of a third party, which shall include, but
not be limited to, the promoting or salling
of services, goods, appliances or drugs and
the promoting or advertising on any
Prescription form of a community pharmacy.

For the purposes of this subdivision, it
shall be legally presumed that prescribing,
dispensing, administering, mixing or
otherwise preparing legend drugs, including
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(w)

(x)

(¥)

(2)

all controlled substances, inappropriately or
in excessive or inappropriate quantities, is
not in the best interests of the patient and
is not in the course of the physician’s or
podiatrist’s professional practice, without
regard to his or her intent:

Prescribed, dispensed or administered any
medicinal drug appearing on any schedule set
forth in chapter 60A of the West Virginia
Code Dby the physician or podiatrist to
himself or herself, except one prescribed,
dispensed or administered tc the physician or
pediatrist by another practitioner authorized
to prescribe, dispanse or administar
medicinal drugs;

Engaged in malpractice or failed to practice
medicine or podiatry with that level of care,
skill and treatment which is recognized by a
Teasonable, prudent, physician or podiatrist
engaged in the same or a similar specialty as
being acceptable under similar conditions and
Ccircumstances;

Performed any procedure or prescribed any
therapy which, by the prevailing standarzds of
madical or podiatric practice in the
community, would constitute experimentation
on a human subject, without first obtaining
full, informed and written consent from the
patient;

Practiced or offered to practice maedicine and
SUrgery or pediatry beyond the scopa
peraitted by law or accepted and performed
professiconal respensibilities which the
licensee knows or has rpason to know ke or
she is not competent to perform;

Delegated professional responsibilities to a
person whom the licensee knew or hkad reascn
to know is not qualified Dby training,
experience or licensure to perform such
responsibilities;
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(bb)

(ce)

(dd)

(ew)

Viclated or attempted to viclate any law or
lawfully promulgated rule or regulation of
this State, any other state, the Board, the
United States or any other lawful authority
(without regard to whether the viclation is
¢riminally punishable), which law or rule or
regulation relates to or in part regulatas
the practice of medicine or podiatry, when
the licensee or applicant knows or should
know that such action is viclative of such
law, rule or regulation; or has viclated a
lawful order of the Board; or has failed to
comply with a lawfully issued subpoena of the
Board: or has viclated an order of any court
entered pursuant t£to any proceedings ccmmenced
by the Board;

Presigned blank prescription forms;

Prescriked any medicinal drug appearing on
Schedule II in chapter 60A of the West
Virginia Code for office use;

Prescribed, ordered, dispensed, administered,
supplied, sold or given any drug which is an
amphetamine or sympathomimetic amine drug and
a compound designated ax a Schedule II
controlled substance under West Virginia Code
Chapter 60A, to or for any person except for;

{A) The treatment of narcolepsy; attention
deficit disorder, a behavioral syndrome
characterized by inappropriate symptoms
of modsrate to severs distractibility,
short attention span, hyperactivity,
amotional lability and impulsivity:; or
drug-induced brain dysfuncticn;

(B) The differential diagnostic psychiatric
evaluaticn of depression or the
treatment of depression or the treatment
of depression shown to be refractory to
other therapeutic modalities; or
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(££)

(99)

(hh)

(C) The clinical investigation sf the
effects of such drugs or compounds when
an investigative protocol therefore is
submitted te, reviewed and approved by
the Beard before such investigation is
begun;

Knowingly maintained a profassicnal
connection or associatien with any person who
is in vioclation of the West Virginia Medical
Practice Act or the rules or regulations of
the Board, or has knowingly aided, assistaed,
procured or advised any persen to practice
medicine or podiatry contrary to the West
Virginia Medical Practice Act or to the Rules
and Regulations of the Board: or knowingly
performed any act which in any way aids,
assists, procures, advises or encourages any
unlicensed person or entity to practics
medicine or podiatry, or has divided fees or
agread to divide faas received for
professicnal services with any person, firm,
association, corporation or other entity for
bringing or referring a patient; or has
engaged in the practice of medicine or
podiatry as an officer or aemployee of any
corporation other than one organized and
existing pursuant to the West Virginia
Madical Practice Act, except as a licensed
Physician or podiatrist, intern or resident
of a hospital or teaching institution
licensed by this State:;

Offered, undertaken or agreed to cure or
treat disease by a secret method, procedure,
treatasent or medicine; or has treated,
operated or prescribed for any human
condition, by a methed, means, or procsdure
which the licensee bhas refused to divulge
upon demand of the Board.

Engaged in false or deceptive advertising.
"False or Deceptive Advertising" means a

.stateament that includes a misrepresentation

of fact, is likely to =mnislead or deceive
because of a failure to disclcose material
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12.2.

facts, is intended or is 1likely to create
false or unjustified expectations of
favorable results or includes representations
or implications that in reascnable
probability will cause an ordinary prudent
person to misunderstand or be deceived:

(ii) Engaged in advertising that is not in the
public interest. Advertising that is not in
the public interest includes the follewing,
with the exceptions specifically listaed:

{A) Advertising that has the effect of
intimidating or exerting undue pressure:

(B) Advertising that uses testimonials:

{C) Advertising which is false, deceptive,
misleading, sensational or flamboyant;

(D) Advertising which guarantees
satisfaction or a cure:

(E) Advertising which offers gratuitous
services or discounts, the purpose of
which is to deceive the public. This

- subdivision does not apply to
advertising which contains an offer to
negotiate Zfees, nor to advertising in
conjunction with an established policy
or program of free care for patients:
and

(F) Advertising which makes claims of
professional supariority which a
licensee is unable to substantiate.

Acts declared to constitute dishonorablae,
unethical or unprofessional cgonduct: As used in
these regulations at section 12.1 (e),
"Dishonorable, unethical or unprofessional conduct
of a character likely to deceive, defraud or harm
the public or any member thereof" includes, but is
not limited to:
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(a)

(b)

Prescribing or dispensing any "Controlled
Substance” as defined in Chapter 60A of the
West Virginia Code:

(1) With the intent or knowledge that a
controlled substance will e used or is
likely to be used other than medicinally
or for an accepted therapeutic purposa;

(2) With the intent to evade any law with
raspect to the sale, use or disposition
©f such controlled substance(s):

(3) TFor the licensee’s perscnal use, or for
the use of his or her immediate family
when the licensee knows cor has reason to
know  that an abuse of controllaed
substance(s) is occurring, or may result
from such a practice; or

(4) In such amounts that the licensee knows
©r has reason to know, under the
attendant circumstances, that said
amounts so© prescribed or dispensed are
excessive under accepted and prevailing
medical practice standards;

Issuing or publishing in any manner
whatscever, representations in which grossly
improbable or extravagant statements are made
which have a tendency to deceive or defraud
the public, or a nember thereof, including,
but not limitad to:

(1) Any representation in which the licensee
claims that he or she is able to cure or
tzeat manifestly incurable diseases,
ailments or infirmities by any methcd,
procedure, treatment or medicine which
the licensee knows or has reason to know
has little or no therapeutic value;

(2) Represents or professes or holds himself
or herself out as being able and willing

to treat diseases, ailmants or
infirmities under a system or scheool of
practice:

23




(e)

(d)

(@)

(£)

(9)

(A} Other than that for which he or she
holds a certificate or license
granted by the Board;

(B} ¢ther than that for which he or she
holds a dagree or diplcma from a
school otherwise recognized as
accredited by the Board; or

{C) Which he or she professes to be
sq@lf-taught;

A serious act, or a pattern of acts committed
during the course of his or her medical or
podiatric practice which, under the attendant
circumstances, would be considered te be
gross incompetence, gross ignorance, gross
negligence or malpractice, including the
performance of any unnecessary service or
procedure;

Conduct which is calculated to bring or has
the effect of bringing the medical or
podiatric profession into disrepute,
including, but not limited to, any departure
from or failure to conform to the standards
of acceptable and prevailing medical or
podiatric practice within the state, and any
departure from or failure to conform to tha
principles of medical ethics of the AMA or
the principles of podiatric ethics of the
APMA. . Tor the purposes of this subsection,
actual injury to a patient need not be
established;

Any charges or fees for any type of saervice
rendered within 72 hours of the initial
visit, if the 1licensee advertises free
service, free examination or free treatmant;

The administration of anabolic steroids for
othar than therapeutic purposes;

econditions-—octher—than—scute—Rypercsrcenta,-
3 " i iy ' i ophid ved—by

seae—other—hesvy—meteis-

Not to meet the standard of practice in
connection with anvy supervisory and/or
collaborative agreement with anv category of
health practitioner;
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12.

3.

(h) Viclation of the Board rules for dispensing
of legend drugs, as set forth in Board
regulations 11 CSR 5;

(1) Charging or collecting an excessive,
unconsciconable fee. Factors to be considared
as guides in determining the reascnablaeness
9of a2 fee include the following:

(1) The time and effort required:

{2) The novelty and difficulty of the
Procedure or treatment;

(3) The skill required to perform the
precedure or trsatment properly;

(4) Any requirements or conditions imposed
by the patient or circumstances;

(5) The nature and length of the
professional relationship with the

patient:

(6) The experience, reputation, and ability
of the licenses;

(7)) The nature of the circumstances under
which the services are provided.

In any case where it is found that an excessive,
unconscionable fee has Leen charged, in addition
to any actions taken under the the provisiocns of
section 12.3 of these regulaticons, the Board may
require the licensee to reduce or pay back the
fee;

{3) Pailure by a licensee to report a known or
observed violation of these regulations, the
regulations for dispensing legend drugs as
set forth in Board regulations 11 CSR 3,
and/or the provisions of the West Virginia
Madical Practice Act.

When the Board finds that any applicant 1is

unqualified to be granted a license or finds that
any licensee should be disciplined pursuant to the
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Wast Virginia Maedical Practice Act or regulations
of the Board, the Bocard may take any one or more
of the following actions:

(a)
()

(e)

(d)

(e)
(£)

(9)

(B)

(1)

Refuse to grant a license to an applicant:
Administer a public reprimand.

Suspend, limit or restrict any license for a
definite periocd, not to exceed five (5)
years;

Require any licensese tc participate in a
program of education prescribed by the Board;

Revoke any license;

Require the licensee to submit to care,
counseling or treatment Dby physicians or
other professicnal persons.

Assess a civil fine of between 51,000 and
$§10,000 and/or assess cost of the Board’s
investigation and administrative proceaedings
against the licensae:

Require him or her to practice under the
direction or supervision of ancther
practitioner.

Require the licensee to provide a period of
free public or charitable service.

In addition to and in conjunction with the
foregoing actions, the Board may make a
finding adverse to the licensee or
applicant, but withhold impositicn of
judgment and penalty, or it may impose the
judgement and penalty but suspend enforcement
thereof and place the physician or podiatrist
on probation, which probation may be vacated
upon noncoapliance with such reasonable terms
as the Board may impcse. In its discretion,
the Board may restore and reissue a license
to practice medicine or podiatry issued under
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12,

the West Virginia Medical Practice Act or any
antecedent law, and as a condition thereof,
it may impose any disciplinary or ceorrective
measure provided for in these Rules and
Regulations or in the West Virginia Medical
Practice Act.

The Board has the authority to place a licensae in
a prcbationary status and to apply varying
conditions upon the licensaee during the
probaticnary period.

(a) Conditions for probation: Upon reaching the
conclusion that a licensee t¢ practice
medicine or peodiatry should be placed on
probation, the Board may impose any one or
more of the following conditions:

{l) The Board may appoint one or more Beard
nemkbers to be responsible for kaving the
probaticonary licensee report for
interviews on a regular basis. These
interviews may be set up on a periodic
basis as determined by the Board and the
Board members so appeointed shall then
report back to the Board at its
regularly scheduled meeting on the
progress of the licansee:;

(2) The Board may cause the probationary
licensee to appear before the Beoard at
such intervals as the Board may
determine in order that said licensee
may report on his or her progress.
During these appearances by the
probaticonary licensee, the Board may ask
the probationary licensee Qquestions so
288 to observe his or her behavior and
PTrogress;

(3) The Board may select a physician or
podiatrist, as applicable, or request
the concerned licensee to select a
physician or podiatrist, as applicable,
wko shall be approved by the Board and
said physician or podiatrist shall
submit periodic progress reports on the
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(4)

(5)

(6)

(7}

(8)

concerned licensee as the Board may then
thereafter so direct;

The Board - may appoint a medical
consultant whose raesponsibility is to
handle interviews with the probationary
licensee. The probationary licensae
shall then report tc the so appointed
medical consultant on a regular basis as
determined by the Board, and said
medical consultant shall then trereafter
repcrt to the Board at intezrvals
determined by the Board;

In cases of alcoholism and/or drug
abuse, as a condition of probation, thae
Board may require that the probationary
licensee submit pericdic blood samples
and/or urine drug screen samples:

The Board may reaquire that a
prebationary licensee report all
medications that he or she may De
utilizing and that ke or she make such
raports t£o the Board, at such intervals
as the Board may direct from time to
time;

The Board may require that the
probationary licensee authorize his or
her perscnal physician to submit to the
Beard, for raviaw, the concernaed
licensee’s medical history, both as to
past medical history and any and all new
madical history as may become available
to the personal physician during the
period of the probationary term;

The Board =may require that prior to the
termination of a probaticnary term, the
probationary licensee appear at a
regularly scheduled Board meeting and
furnish the Board with information as it
may then regquest, and the 3Bcard may
utilize subpoenas, subpoenas duces tecum
and its investigators as it considers
necessary to gather facts and evidence
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to determine compliance by the concerned
licensee with the terms of probation:
and

{9} In those situations where indicated, the
Board may impose additional terms of
probation upon a licensee who  has
initially bean placed on probation, as
long as the entire period of any
additicnal imposed probatiocnary period
does not exceed five (5) years from the
initiation date of the originally
imposed probationary period.

§11-1A-13. Appeal.

13.1.

13.

2.

Any applicant for a license who has had his or her
application denied by order of the Beoard may
appeal such order within thirty (30) days of such
actien, in accordance with the contested case
hearing procedure, West Virginia Code $25A-5-1 et
sag. and regulations of the Board set ocut at 11
CSR 3: Provided, That such appeal shall =not
include cases in which the Board issues a license
or certificate after an examination to test thae
knowledge or the ability of the applicant where
the controversy concerns whether the

examination was fair or whether the applicant
passed the examination.

Any physician or podiatrist practicing medicine
and surgery or podiatry in this State, whe has had
bis or her license denied, suspended, restricted,
or revoked by corder of the Board, may appeal such
order within thirty (30) days of such actien in
accordance with the contested case hearing
procedure, West Virginia Code $29%A-5-1 et seq. and
regulations of the Board set out at 11 CSR 3:
Provided, That such appeal shall not include cases
in which the Board issues a license, permit or
certificate after an examination to test the
knowledge or the ability of the applicant where
the controversy concerns whether the examination
was fair or whether the applicant passed the
examination.
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§11-1A-14. Disposition of Reports And Complaints.

14.

14.1. Any person, medical peer review committee, firm,

corporation, member of the Board or public officer
may make a complaint to the Board which charges a
physician or podiatrist with a wviolation of the
West Virginia Medical Practice Act or of the Rulas

and Regulatiocns of the Board, The Board may
provide a form for such purpose, but such a
complaint may be filed in any written form. In

addition to describing the alleged viclation which
prompted the complaint, the complaint shall
contain the following:

(a) The name and address of the individual (s)
against whom the complaint is lodged;

{b) The date of care;

(¢} The name(s) of individual(s) who may have
treated the patient after the alleged
incident; and

{(d) The name of any health care institution in
whick the patient was an inpatient or
cutpatient after or during the alleged
incideant.

Reports submitted by a medical or podiatric peer
review committee, a physician, a podiatrist, the
chief executive officer of a hospital, a
professiconal society, an insurer or any other
perscn, in compliance with the provisions of Waest
Virginia Code §30-3-14(b) may <zresult in the
initiation of its own complaint by the Board.

(a) The Board shall prepare copies of the
provisions of Section 12.1 of thasa
regulations and of the provisions of Wast
Virginia Code §30-14-3(¢) and mail them to
all known medical or podiatric peer review
committees in the state, every licensed
physician and podiatrist in the s3state, the
chief exeacutive officer of every hospital in
the state and every known medical and
podiatric professional society in the state.
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(&)

(<)

(d)

(@)

The Board may prepare forms for filing
required reports and make them available upon
reguest,

The Board will advise all medical and
podiatric peer raview committees in the state
that it desires any and all information which
such committee has, or may any time cbtain,
which relates to improper practice or
rerformance of a physician or podiatrist.
Any such information may be submitted by the
Board to the physician concerned for his or
her written comment and he or she shall
submit a written reply within fifteen (15)
days.

Any individual or any medical or podiatric
entity bhaving reason to believe that the
conduct of a physician or podiatrist amounts
to prefessional malpractice or professional
incompetence shall be encouraged to report
such information to the Board.

The chief executive officer of every hospital
shall within sixty (60) days after tha
completion of the hospital’s formal
disciplinary procedure, and alsc after the
commencement of and again after the
conclusion of any resulting legal action,
repert in writing to the Board the name of
any mamber of the medical staff or any other
physician or podiatrist practicing in the
hospital whose hospital privileges have been
revoked, restricted, reduced, or terminated
for any cause, including resignatiocn,
together with all pertinent information
relating to such action. The chief executive
officer shall also report within sixty (60)
days after the action is taken any other
formal disciplinary action taken against any
physician or podiatrist by the hospital upon
the recommendation of its medical staff
relating to professional ethics, medical
incompeatences, medical malpractice, moral
turpitude or drug or alcchol abuse. This
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(£)

(q)

(h)

subsection does not apply to any temporary

suspansion for failure %o maintain recsords on
a timely basis or for failure to attend staff
¢r section meetings.

Any professional society in  this State
comprised primarily of physicians, and any
professional society in this state comprisaed
primarily of podiatrists, which takes formal
disciplinary action against a member relating
to professicnal ethics, professicnal
incompetence, professional malpractice, moral
turpitude or drug or alcchel abuse, shall,
within sixty (60) days of a final decision,
report in writing to the Board the name of
such member, together with all pertinent
information relating to such action.

Every insurer providing professional
liability insurance to a physician or
podiatrist in this State shall submit to the
Board the following information within thirty
{30) days from any 3judgment, dismissal or
settlenent of a civil action involwving the
insured: The date of any judgment, dismissal
or settlement; whether any appeal has bheen
taken on the judgment, and, if so, by which
Party; the amount of any settlsment or
judgment against the insured:; and such other
information within the knowledge of the
insurer as the Board requires. The Board
shall mail a copy of this section to aevery
insurer in the state which has so0ld or may
hereafter sell, professional liability
insurance to & physician or podiatrist
licensed to practice medicine or podiatry in
this State.

Within thirty (30) days after the convictiocon
of a perscz known to be a pbysician or
pediatrist licensed or otherwise lawfully
practicing medicine and surgery and podiatry
in this State, or applying to be 3o licensed,
of a felony under the laws of this State, or
of any crime under the laws of this state
involving alcohol or drugs in any way,
including any controlled substance under
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14.3,

14.4.

14.5.

state or federal law, the clerk of the court
of record in which the conviction was entered
shall forward to the Board a certified true
and correct abstract of record o¢f the
convicting court. The abstract shall include
the name and address of such physician or
podiatrist or applicant, the nature of the
cffense committed and the final judgment and
sentance of the court. The Board shall mail
a copy of this section 14.2(h) to every
cizguit clerk in the state.

(i) Information received by the Board undaer the
provisions of West Virginia Code §30-3-14(c)
and this section 14.2 may be used Dby the
Beard in its determination as to whether to
deny an application for a license or to
initiate disciplinary action adgainst a
physician or podiatrist licensed in this
State, and such information may be submitted
into evidence notwithstanding its prior use
in any administrative civil or criminal
hearing involving such applicant physician or

podiatrist.

All communications with the Board charging a
physician or podiatrist with such vioclations are
conditiocnally privileged and a person making a
communication is privileged from liability based
upon the communication unless the person makaes the
communication in bad faith or for a malicious
reason.

The Board shall maintain a coamplaint log which
records the receipt of each complaint, its nature
and its disposition.

An individual making a complaint should receive
one of the following acknowledgments:

(a) That the matter will be reviewed by the
Board;

(b) That the complaint is outside of the
jurisdiction of the Board, with suggestions
as to how the complainant aight best obtain
a resolution of his or her problem; or
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l4.6.

14.7.

14.8.

14.9.

14.10.

{c) That more information will be required in

order to adequately review the individual
complaint.

A separate investigative or complaint folder shall
be maintained on each case reviewed, and each
folder shall have a case number assigned to it.

After receipt and review of a complaint, unless
the complaint is determined to fall within the
provisions of Section 14.5 {(b) of thase
regulations, the complaint committee of the Board
established by the Bocard under Board regulations
11 CSR 3 shall cause to be conducted any
reascnable inquiry or investigation it considers
necessary to determine the truth and wvalidity of
the allegations set forth in the complaint. The
complaint committeae shall provide reports to tha
Beard on the number, nature, procedure and
bhandling of the complaints received.

A complaint against an individual must allege that
in his or her professional capacity he or she is
acting in wviolation of the law, regulations or
good and accepted medical practice and may ba
founded on any violation enumerated in Wast
Virginia Code 830-3-14(c) or Sections 12.1 or 12.2
of these regulations or of any rule or regulatien
hereinafter promulgated by the Boarzd.

The complaint committee may .request the Board to
issue subpoenas and subpoena duces tecum as
required to complete its investigation and may
utilize the Board investigator to conduct whatever
investigations are necessary to determine the
truth and wvalidity, or lack thereof, of
complaints. In the event the Board initiates its
own complaint, it may utilize subpcenas, subpoenas
duces tecum and its investigators as it determines
necessary to gather facts and evidence.

To facilitate disposition of a complaint, the
Board or the complaint committee ®may request any
person to attend an informal conference, or to
appear at a regular meeting of the Board, at any
time prior to the commencement of an adjudicatory
proceeding. The Board or committee shall give
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14.11.

14.212.

14.13.

fifteen (15) days’ notice of the conference, which
noetice shall include a statement ¢f the issuas to
be infoermally discussed. Statements made at a
conference may not be introduced at any hearing on
the merits without the consent of all parties to
the bhearing. No prejudice shall attack for
failure to attend a conference pursuant to a
request.

If the complaint committee determines that a
complaint complies substantially with regulation
14.8 and tkat it relates to matters set forth in
West Virginia Code §30-2-14(c) or sections 12.1 or
12.2 of these regulations, it may request that the
individual complained of (hereinafter refarred to
as the "Respondent”) respond to the complaint
within thirty (30) days. The committee shall
attach a copy of the complaint to the order for
response or shall describe the acts alleged in the
complaint. A respondent may answer either
perscnally or through his or her attorney, but the
answer must address the substantive allegatiocns
set forth in the complaint or order.

Upon receipt of the respondent’s answer or at any
point in the course of investigation or inquiry
into a complaint, the committee may determine that
there is not and will not be sufficient evidence
te warrant further proceedings or that the
complaint fails to allege misconduct for which a
licensee may be sanctiocned by the Beoard. In such

. event, the committee shall recommend to the Board

to dismiss the complaint. The committee shall
retain a file of all complaints and shall review
this file periodically.

At any point in its investigation of a complaint,
the Board or complaint committee may assign the
matter to one of its medical consultants for
review. The report of the medical consultant
shall contain a statement of the allegations, the
facts, analysis of the <complaint and care
provided, a brief description o¢f the records
reviawed and a recommendation and finding. The
medical coasultant shall, upon  reagquest, ba
afforded an opportunity to have an investigation
interview with the physician or podiatrist in
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14.14.

14.15.

14.16,

14.17.

question or other involved parties, a raeport of
which shall be placed in the investigative file.

If a respondent fails to answer within the thirty
(30) day periocd or if the committee detarmines
that there is reason to believe that the acts
alleged occurred and ceonstitutea a wviclation for
which a reagistrant may be sanctioned by the Beoard,
the committee shall recommend that thaere be a
finding of probable cause to believe there is a
violation of the law or these ragulations.

The Board shall review the recommendation of the
committee and skhall require an adjudicatory
hearing if it determines that there is probable
cause to believe that acts alleged occurrad and
may constitute a violation of any provision of law
or these regulations. The Board may take such
informal action as it determines a complaint
warrants.

The Board may suspend or refuse to renew a licensa
pending a hearing if the health, safety or walfare
of the public necessitates such summary action.
The Board shall provide a hearing on the necessity
for the summary action within fifteen (13) days
after the suspensicrn. The Board shall render its
decision within five (5) days of the conclusion of
4 hearing under this section.

West Virginia Code $§30-3-9(a) requires the Board
to maintain a permanent file on each physician or
podiatrist licensed or otherwise lawfully
practicing in this State and of all persons
applying to be so licensed. This £ile shall
include an individual historical record of each
such paysician and podiatrist, which shall include
2ll reports and information furnished to the Board
pursuant to applicadble law. In the event an

- iavestigative or complaint file is opened, a

record shall be made therecf. The Board shall
provide a licensee written notice of the substance
of any record placed in his or her historical
file, and the licensee will be permitted thirty
(30) days in which to file & written statement
regarding such record; such statement shall always
accompany that part of the record in contention.
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A physician or podiatrist may examine his or her
historical file during regular office hours of the
Board or may designate his or her attorney to do
so. A recuest for photocopies of his or her
historical file may be made by a physician or
podiatrist and it shall be processed by the Board
on the basis of staff availability, and the cost
¢f the request shall be paid by the regquesting

physician or podiatrist. Requests for matters
relating to an ongoing investigation shall be
handled at the discreticn of <the Board. All

matters in an historical file are strictly
confidential, except as exempted by West Virginia
Coda §30-3-9. Except for information enumerated
in West Virginia Code §30-3-9(f), any matter in an
historical file which is not involved in a
proceeding for a hearing regarding the physician
or peodiatrist concerned within (2) years from its
placement into such file shall be expunged
therefrom. If the investigative or complaint file
is <closed on the basis that the individual
physician or podiatrist concerned is not guilty of
any misconduct or wrongdoing, all matters relating
to that investigation shall be removed from his or
her historical file.

14.18. A physician or podiatrist shall respond within
thirty (30) days to a written communication from
the Board or its designee and shall make available
to the Board any relevant and authorized records
with respect to an inquiry or complaint about his
or her professional conduct. The thirty (30) day
period shall commence on the date the Board sends
the communication by registered or certified mail
with return receipt requested to his or her last
known address. Said physician or podiatrist
shall maintain a medical record for each patient
which is adequate to enable the physician or

- podiatrist to provide proper diagnosis and
treatment. Said physician or peodiatrist must
maintain a patient’s medical record for a aianimum
period of three (3) years from the date of the
last patient encounter and in a manner which
pPermits the former patient or a successor
Physician or podiatrist access to them within the
terms of these regulations and as set forth in
West Virginia Code §16-29-1 et seq.
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§11-1A-15. Practice of Podiatry.

15.1.

i15.2.

Application to practice podiatry. =-- Each person
who desizres to practice podiatry and is not now
authorized to do so shall file with the Board a
written application, under oath, on a form
Prescribaed by the Board.

Examination; licanse; use of title; renewal;
inactive licensa.

(a) If the applicant passes an examination
approved by the EBoard, which approved
examiration is the PMlLexis, has paid the
required fee, and meets the requirements for
licensure set forth in West Virginia Code
§30-3~10, the Board shall issue a license
signed by the president and secrestary.

(k) The burden of satisfying the Board of the
applicant’s qQualifications shall be upeon the
applicant.

(¢) A passing score on the PMLexis shall be a
scores above the naticnally recommended cut
score for the specific PMlexis taken by the
applicant: Provided, the naticonally
racommended cut score is criterion referenced
according to the method known as the Angoff
mathod.

(d8) A license authorizing the practice of
podiatry does not permit the bholder to use
the title of "Physician" or to use the title
"Surgeon," unless the title is qualified by
letters or words showing that the holder of
the license is a practitioner of podiatry.

() A license to practice podiatry in this state
is wvalid for a term of two (2) years and
skall be renewed every two (2) years, as of
the first day of July of the yvear, upon tlhe
receaipt of a nocnrefundable fee as established
by the Board under Board regulations 11 CSR 4
together with a timely submitted fully
completed renewal application form provided
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15.3.

by the Bocard: Provided, That an initial
license shall expire on the thirtieth day of

the ensuing odd-numbered year. Forms shall
ke mailed to each known licensee at his or
her last known address. It is tha

responsibility of the licensee to inform the
Beoard of the licensee’s correct address and
of any change o¢f address. It is the
responsibility of the licensee to acguire and
submit renewal application forms. Failure of
the licensee to receive a renewal form will
not constitute justification for any
podiatrist to practice on an expired license.
An expired license is not a valid licensa.

(£} The Board may renew, on an inactive basis,
the license of a podiatrist who is currently
licensed to practice podiatry, but who is not
actually practicing podiatry in this state.
A podiatrist holding an inactive license
shall not practice podiatry in this state,
but such inactive license may be converted by
the Board to an active license, upon reguest
¢f the podiatrist toc the Board, provided that
the period of inactivity is accounted for to
the satisfaction of the Board. An inactive
license may be obtained upon receipt of a
nonrefundahle fes, as estadblished by tha
Board under Board reagulations 11 CSR 4, and
submissicon of an application on forms
provided by the Board. An inactive license
shall be wvalid for a term of two (2) years,
and shall be renewablae.

License to persons licensed in other states. --
When a podiatrist licensed by the licensing
authority of another state, territory or the
District of Columbia wishes to move to this State
to practice his or her profession, the Board may,
in its discretion, issue to him or her a license
to practice podiatry, if he or she meets the
requirements for entrance set forth in West
Virginia Cods §30-3-10 and pays a fee as
established by the Board under Board regulations
11 Csk 4. Application shall be =ade on a form
Prescribed by the Board. Such application to the
Board shall be accompanied by a nonrefundable
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check or meoney order in an amount established by
the Board under Board regulations 11 CSR 4.

15.4. Preokibition. -- No person shall practice podiatry
without a2 license from the Board:; no person shall
advertise or announce himself or herself as a
practitioner of podiatry without a license from
the Board; no pezson shall open or cenduct an
office or other place for such practice without a
license from the Board; no person shall conduct an
¢office in tkhe name of scme other perscn whe has a
license to practice podiatry; and no person shall
practice podiatry after a license has been
revoked, or if suspended, during the time of such
suspansion,

15.5. Denial, revocation, limitation, or suspension of
license for violation of statutes; application of
regqulations.

(a) The foregoing provisions of these regulations
that <relate to disciplinary, reporting,
complaint and investigative procedures, and
the provisions of the contested case hearing
and appeal procedures, West Virginia Code
§25A-5-1 et seq. and regulations of the Board
11 CSR 3, shall be applicable to podiatrists
and the practice of podiatry and shall ke
applied in that context to matters relating
to podiatrists.

§11-1A-16. Severability.

If any provision ¢f these rules or the application
therecf to any person or circumstance is held invalid,
such invalidity shall not affect the provisions or
applicaticn of these rules which can be given effect

-~ without the invalid provisions or application and to
this end the provisions of these rules are declared to
be sevezable.
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Box &7
Fola R4 Bickmore, WV

February 7, 1992

Een Heckler, Secretary of State
Administrative Law Division
Capiteol Building

Charleston, WV 25305

Dear Sir: —

I am an 80 year old male who has had success Trom the
Chelation treatments that I have received. Prior to ths
treatments I was on four different medicines for circulsticn
provlems. I had extreme difficulty dolng anything that was

in the least bit demanding. Circulation in my legs was exteen
zamly bad. I had lumps on my knees that I could not tolerate.
After starting treatment in 1984 I received only a few trezst-
ments untll I noticed significant Improvement. After complsti ng
30 treatments I stopped taking my medicine and I have been able
to do about anything I chose to do. When chelatinn was stopped
In WV I went to Ohlo for treatment. There I had a complete
vhysical examination and was proncunced in excellent conditlon.

I have taken no medicine for this problem in nearly sight
vears,

It is my hope that the decision to halt chelation in WV will
be reconsidered so that I and cthers in a similar situation
may be abkle to coritinue to receive this trestment without

having to travel hundreds of miles.

Thenk you for your consideration of this matter.

Sincerely

Denver Jeffers = =5
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2 B
P. 0. Box 812 23
Belington, WV 26250 M-
January 31, 1992 = N
=& o I
w2 Rk
u.:-‘-': % 3
=
Hon. Ken Heckler, Secretary of State 28 o
Administrative Law Division = W
LN

Capitol Bullding
Charleston, West Virginia 25305

Dear Mr. Heckler:

My wife and I were taking chelation treatments given by Dr. Steven M. Zekan
at 1208 Kanawha Boulevard, East, in Charleston, Eamogene, my wife, had a
heart attack January 27, 1991, but it wasn't dlagnosed as such untll eleven
days later. Normally a person with a heart attack of this magnitude

would have spent seven to ten days in the hospital, but she was dismissed
from the emergency room believing all she had had, was a gallstone attack,
After taking three chelation treatmente, she had a heart catheterisation
which revesled that the artery which had been clogged, was unclogged and
mending fast; the other two arteries were between 40 and 50% clogged.

I have arthritis, asthma, macular degeneration of the retina in one one,
and dying nerves in both hands and my left forearm. -

The treatments were helping us to maintain a better quality of life. In
June Dr. Zekan stopped glving chelatios treatmants because The State Board
of Medicine declared that any medlcal doctor giving them ctuld lose his/her
licenses to practice medicine because chelation therapy was unethical, un-
professional, and dishonorable,

After we no longer could get chelation treatments in West Virginia, we went
to a neighboring state to get thenm.

We both attended the hearing at the Cultural Center on December 18, 1991,
and January 7, 1992. I for one believe thergwas enough oral and/or written
documentation presented to prove that chelation treatments are not
unethical, unprofessional, or dishonorable; ;{ftravenous medical treatments
for most people suffering from clogged arterles, arthritis, lupus,
Alzheimer's, diabetes, and other prodleas.

I hope you will repeal this law when it is brought to your attention.

o 4;2;447Z1uké9/€7

Aurist F. Andrick
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STEVE M. ZEKAN, M.D.
1208 Kanawha Bhvd., E. CILED

Charleston, WV 25301 an s
[532 JAH 30 PK & Z0

AFFICE OF 8037 VIRGHS
January 28, 1992 SECRETARY OF STXTE

Telephone: 343-7339

Ms. Judy Cooper

WV Secretary of State
Administrative Law Division
State Capiltol

Charleston, WV 25305

RE: WV Board of Medicine Legislative Rules, Chapter
30-3, Series 1A, Emergency Amendment to § 11-12-12.2(g)

Dear Ms. Cooper:

As a practicing physician in the state of Westi Virginia, with
experience in chelatieon therapy over the last five years. I

am in complete agreement with the decision to resume the use

of chelation therapy for diseases other than acute hypercalcemia,
lead poisoning and intoxications caused by some heavy metals.

T do feel there are individuals in my practice that are in need
of the treatment. Chelation does need to be allowed at the
present time rather than waiting 9 to 12 months for this to

be fully enacted. . Thus. the emergency rule change is guite
appropriate.

For example, Mr. Ben Bostic from Charleston, 346-9376, has significant
coronary artery disease and undergone corconary bypass with a

gingle vessel open. At present, he is not a2 candidate for further
surgical or angioplastic procedures. He has benefited markedly

in the past from chelation therapy. Not having received this

for the last eight months, he is starting to notice his anginal

again. He had a stroke approximately 2% months ago. He is

working at the present time and is very anxiously awalting the
reversal of the chelaticn rule.

Another patient, Miss Beatrice Burgess, 755-7299, has noticed
a progression of her angina over the last several months. She
has been a major proponent in changing the stance regarding
chelation therapy and wants to resume the treatments as soon
as possitble.




Ms. Judy Cooper
January 28, 1992
Page 2

If youd need further information regarding any patient scenarios

or information regarding chelation, I will ke glad to disgcuss

this with vou personally. There is also a large body of information
in the patient testimony given at the public hearing held at

the Capitol Complex on January 7, 1892, endorsing reconsideration

of the boards stance on cheiation therapy.

Again, I support the acceptance of this new ruling so the people
of Wesgt Virginia can bhe offered every option of medical care.

Sincerely,

/u%«a%/ﬁ//

Steve Zekan, M.D., F.A.C.S.




117 Lock St.
Nitro, W. Va., 23143
February 27, 1992

Secretary of State Mr. Ken Heckler . o
State Capitol : .
Charleston, W. va., 253303 .

Dear Mr. Heckler: .. ] =
I am delighted to xnow you have not yvet joined the group of us who
re so forgetful we don't know why we have come to where we are!

Enclosed is my statement to the State Board of Medicine, Dr. Magnus,
the hearing officer. I_s$poKE to him and Dr. Skaggs, who was also at
the hearing on January 7, and said that in all my years of working
with older adults, this was the only thing I had found to ges older
aduits healthy, and keep them that way.

T have digcovered that our health system i1s set up on a drug and
hospital and crisis orientation. Oider adulis need tuning up, not
crisis, and so this oreventive theravy, is just fine for them.

If you are interested further, iet me know, I will be glzd to give
yvou a book which has helped me understand vhere we are coming from,
written by Dr. Robert Atkins, "Dr. Atkins Health Revolution.®

Thank you for your help in setting Dr. Zekan free to work again in

chelation therapyl I had gone to Beckley three. times, and now I can
stay here in the vallev. -

Sincerely,

Hin. B




STATEMENT TO THE WEST VIRGINIA BOARD OF MEDICINE
By Beatrice R. Burgess

Decemitar 18, 1981

I am 68 years of age and have worked with older adults for 34 years, 20 of
those 28 a Church and Comunity Worker. In Monreoe County, I worked to b:ing_
transportation services to the new Health Center where Dr. Hansbarger worked.
As T turned diabetic my doctor, Dr. Gelderman, gave me z choice of Weight
Watchers or the Adkins diet, and commented that I would ke healthier hecause I
had become dialetic. I cheose the Adkins diet,l have always bellieved in doing

v best to stay healthy.

As I worked with many older adults, I came to helieve that there was something
missing in the health care system. There nad to ke scmething better than trving
to get a good country woman to chancde her diet of 80 years or Iace amputation

of her legs kecause of diabetes. When 1 was asked to serve on the W. Va. Health
Systems Ago-cy Board of Directors, I did. I educated many to the meanings of
heing poor, rural or elderly in West Virginia, as they taught me the heslth

planning system.

Many years ago I had attended a workshop sponsored by the Commission on Religion
in Appalachia at Hungry Mother State Park in Virginiz and heard Dr. Cranton
gpeak of holistic health and chelation therapy. I began looking for a preventive

health dockor, but found none.

In 1886 in the spring, I had a mejor heart azttack, a silent one. I did not even

remember the pain from my lefit elbow to my shoulder. I moved from Kincaid to
Sisschville in Juneg, and went to Dr. Popescue to get my prescripiions written.
As he did a health examination, he discovered the damagéafo my heart. He said
most people died in their sleep, I survived. He died in Fekruary, 1987. I was .

again looking for = doctor.

Shortly after, at a mesting at St. Francis hospital of the CAFS (Clergy Association

for Paltoral Services) I heard Dr. Steve Zekan speal on the subject: "X Surgeon
Looks ab Preventive Health."  He spoke of free radicals and oxidation and other
chemical explanatlions of our health problems today. I made an appointment the

next day. T had found my preventive health doctor!.

Dr. Zekan asked that I change my diet to eliminate many starches (I had already

begun this process through the Adkins diet.) After getting the results of the




very extensive testing which he had ordered, he bkegan my regimen of vitamins and
minerals to halance the deficits in my kody. _He suggested chelatlion therapy.
I began in the spring of 1987, at first twice a wesk, then weekly, and for vears

now, every other wack:

My mother died of Alzheimer's Disease, and 40% of the children will get it. I
fear this greatly. I discovered my memory improved greatly, my diabetes was
better controlled, my heart problems were well controlled and problems with my

arthritis were greatly reduced. I was being healthy again!

As we sit and take the treatment For 3-4 hours, we tallt or read or sleep. I
submit to you two articles, "The Tomato Effect, Rejection of Highly Efficacious
Therapies" by Drs. James S. Goodwin and Jean M. Goodwin and "Nutritional Factors
in Cardicovascular Disease" by Dr. Alan R. Gaby. The latter points up the nesd
for the medical profession tc get back to basic chemistry and take very seriocusly
the consequences of everything we put into our mouths, or fail to get into our

systems. .

I look forward to the day all Americans will be required to have 20 chelation
theraples before having by-pass surgery, as Some in other countries now do. I
look forwazrd to the day the medical profession puts great effort into keeping

ug healthy instead of patching us up by surgery after our illnesses have become
urmanageable. I lgok forward te the day the mokhers and schools of the land kmow

how to feed our children to keep them healthy., and do it!

In the six months we have been denisd treatment by chelation my short-term memory
has deteriocrated greatly, I am suffering again pains in my left arm from my heart
problems and my arthritis is out of control. Sincs I believe this board has

been derelict in 1ts duty to inform Dr. Zekan of the public hearing on chelation
after he presented this board with information on chelation a year ago, I
instruct my nephew to sue the Poard of Medicine if I suffer a debilitating stroke
or heart attack before you can correct your error and allow us to again receive
chelztion therapy. I shall zlso see 1f I can be checked by our expert doctor

in Alzheimer's, to see 1f my short-term memory improves in a measurable way when

ve can again obtain therapy.

I salute those medical schools which have remained faithful to kasic nubtritional

research, and T deplore the close-minded stance of the medical profession in

opposing so strenucus]y this emerging branch of médicine.




Respectfully submitted,

Beatrice R. Burgess

117 Lock St.
Nitro, W. Va., 25143




IN RE:

BEFORE THE WEST VIRGINIA BOARD OF MEDICINE

Board of Medicine Legislative Rule

11 CSR 1A 12.2 (g), effective July 1, 1991,
pertaining to dishonorable, unethical

or unpreofessional conduct of a character
likely to deceive, defraud or harm the
public or any member therecf as including
the use of chelation therapy for diseases
and conditions other than acute
hypercalcemia, lead poisening and
intoxications caused by some other heavy
metals. :

TRANSCRIPT OF PROCEEDINGS had and testimony

adduced in the above-styled case, taken pursuant to

notice before Jimmie Mangus, M.D., Hearing Examiner,

en January 7, 1952, commencing at 9:00, in the West

Virginia Cultural Center, State Capitol Complex,

Charlestnn, Kanawha County, West Virginia.

jcfion Cam-f @pomfing
Piery K Comer
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APPEARANCES: Appearing on behalf of the West Virginia

Board of Medicine

DEBORAH RODECKER, ESQUIRE

West Virginia Board of Medicine
101 Dee Drive

Charleston, West Virginia 25311

Appearing on behalf of the patients

of Steven Zekan, M.D.

JOHN M. HEDGES, ESQUIRE
1018 Kanawha Beulevard, East
Charleston, West Virginia 25301
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HEARING EXAMINER MANGUS: Good merning. Good
merning, I am Jim Mangus of Charleston, West Virginia, I am
in private practice here in Charlesteon, and the West
Virginia Beoard of Medicine has asked me to act as a hearing
officer for a rule that was published and implemented in
July of 19%91. That rule states as fellows, "It is
unethical, unprofessienal or dishocnorable conduct of a
character likely to deceive, defraud or harm the public or
any member thereof, as including the use of chelation
therapy for diseases and conditions other than acute
hypercalcemia, lead poiscning, intoexications caused by some
other heavy metals," whc are prepared to make a statement
today. . h : -

This is a continuaticon and a completion of a
previously scheduled hearing and we are here today to take
evidence, both for and against this ruling of the Board of
Medicine.

Last time, we had presentations from the
scientific community in the morning, and in the afterncen we
had some individuals who were -- who had taken this
medication and who were testifying as to its efficacy and to
its effectiveness.

And today, I have asked Mr. Hedges to assist us
in doing the following. We had a number of individuals who

came from far parts of the state the last time, but due to
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time constraints, they were unable to complete their
testimeny.

What we did, then, was ask each of those to
sign up. And those individuals who signed up last time to
give testimony but were unable to because of the time
constraints will be given first priority this merning.

Those who were here last time who did not sign
up but weuld like to give testimeny teoday will have second
priority. And then if there is any time left from then,
then these whe are heres today that were not herzs the last
time will be given an oppertunity.

Now, one other point. As your Hearing Officer,
I am here to try to hear both sides of this rule anéd if vou
have questions, please don't hesitate to ask.

I am not a prefessional at this, medicine is my
game, but what I try to deo is to take this evidence to the
Board and present to them a recommendation. Now, ny
recommendation deoes nct have to ke followed, but what we are
to do here is to develecp evidence beoth for and against this
rule.

If you have any other questicons, we have Debbie
Rodecker here who is the counsel for the Board of Medicine
who is conversant with all the legal requirements and will
hopefully keep me on the straight and narrow. And we have

Mr. John Hedges, who 1s alseo an attorney, who will help keep
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this organized.

Are there any questions before we start?

QOkay, Mr. Hedges, would you call witnesses,
rlease?

MR. EEDGES: 0Okay, we are essentially going te
pick up first of all with where we left off the last time.
I have a list of folks who signed up last time to speak and
some did not get the opportunity, so we will take that list
first.

There is also a list going around as Dr. Mangus
pointed out for others who wish to speak today.

Some of these people may or may not be here,
but I will start with a list and we will go through that.

Would you like for us, as we did last time,
anycne who wishes teo speak be sworn in at this peint to save
time?

HEARING EXAMINER MANGUS: Yes, I think so.
This would give everyone -- will expedite things, hopefully.

If anyone who intends to speak today could just
raise your right hand, and the court reporter will swear you
in.

(Witnesses sworn)

MR. HEDGES: These are the folks that are on

the list so you know not to sign them on the list going

around, and these are the folks that will be called first.

ALR.




}

10

11

12

13

. 14

15

16

18

19

20

21

az

23

Sommerville = Direct (Hedges) Page 222
Ralph Sommerville, Jerry Norman, James Spencer, Daniel
Codualladen, Michael Xostenko, and P. Corro.

Sc, I would call first Ralph Sommerville.

HEARING EXAMINER MANGUS: Also, I would like to
ask each cf you, I know sometimes your experiences have been
very complex and your probklems have been longstanding, but
if we could try to limit our remarks to maybe between five
and ten minutes, hopefully, this will give everyocne an
opportunity. Thank you.

(Witness previcusly sworn)

THEREUPCN canme,

RALPHEH Wa¥NE SOMMERVILLE,
called as a witness in cpposition to the rule, who, having
been previously duly sworn accoerding to law, testified as
follows:

DIRECT EXAMINATION

BY MR. HEDGES:

Q Could you please state your full name, please,
and where you are from?

A Ralph Wayne Sommerville, f£reom Mineral Wells,
West Virginia. N

Q All right, Mr. Scmmerville, I take it you are a
patient of Dr. Zekan's?

A Yes, sir, I was.

Q For how long?
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A I was started in September of '39, and was

there until he was forced to stop.

Q Forced +o stop the chelation therapy?
A Yes, sir.
Q Ckay, can you give us a brief account of the

prcblems that led you!to go see Dr. Zekan?
A Yes, sir, I can. I will ke as brief as
possibkble.

In September of 8%, I was in front of my
mirror shaving and I got this bright flash of light in my
eye and I first thought it was the mirror, maybe a
reflecticn. And when I went out of the bathroom, the light
was still there, and T walked outside to see the normal
light, and had this gray spot flcating around in my eye., If
I would lecok at that wall and with that gray spet on it, it
weuld probably would have covered a grapefruit, in that
size.

Sc, I went straight to my regular eye
physician, and he examined me the best he possibly could,
and he said, you have a ruptured vessel in your eyve, as near
as I can tell, so he sent me straight to Charleston to Dr.
Hatfield, and he is a speclalist, an eye specialist, and I
understand very geoed, and I believe he is.

And he axamined me and discovered that I did

not have a ruptured vessel in my eye, but I had a piece of

ALR.




|

10

11

12

14

15

16

18

18

20

21

22

23

24

25

Sommerville - Direct (Hedges) Page 224
plaque, and this plague normally breaks loose in the heart
area or in the neck, as he told me. And this thing had come
up and lodged in my eye. And I said, what will we do, and
he said, take an aspirin a day, and maybe some time, it will
go away.

So, it was still there, it was there for guite
some time, until I started my chelation, but nevertheless,
previous to this I had had twe heart attacks and I had read
the book, Bypassing Bvpass, so I went to see a doctor friend
of mine in Parkersburg who is a personal friend, Dr. B3ill
Young, and he recommended that I come to see Dr. Zekan
immediately, and I did. He examined me then consultation
and I started chelation therapy.

The tests that he ran which was a battery of
tests, blood tests, urine tests, and foocds -- a stool test,
to determine the allergies in food, and I can't name then
all, there is too many for me and I den't understand them
all anyway, but anyway, when I started, within two and a
half to three weeks, this spot in my eye was gone. It just
simply went away, it wasn't there any more.

I have had high blood pressure since back in
the early '60's, and my bloeod pressure normally would run
100 =- the high number would be 160 or 70, maybe, and the
low number would be anywhere frem 85, 50, and sometimes 100.

My klecod pressure started dropping, my
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cholesterol went from 236 to 170, and as I said, the spot in
the eye was gone. All my creatinine tests came out very
good, but in the meantime -- or I missed one thing. The
test for heavy metals showed that I had five different heavy
metals in my system and two of them, the worst tweo, I
believe it was lead and mercury, I had them both.

And as far as feeling better, I started feeling
better in about two weeks. I started feeling better, my
blood pressure went down, I had more energy, and in general
Just felt much better at all times.

And let me look at my notes here, I want teo try
not to miss anytkhing. And I had been having some chest
pain. Now, I know what angina pain is because I had two
heart attacks, and I am going to tell you, they hurt. ' Now,
this wasn't like a heart attack, but I did have some pain in
my chest. This would occur when I would strain or be
working hard, and I am retired now and operate a small farm,
and you do get into some hard work. I have hay and that
sort of thing.

The chest pain is gone, I don't have any more
chest pain, I haven't had. And one thing, but when yeou talk
of calcium in your system, I had calcium deposits on beoth
shoulders, two doctors told me this, and I said, what can we

do about it. Well, Ben-Gay and an aspirin and cortiscne

shots.
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Well, I didn't particularly prefer *toc have
needles stuck in my shoulder because I kKnow some pecple that
had it dene and they say it hurts., I couldn't get this
sweater en. If I could get it on, it was very painful and
at times I would have to have my wife to take it off because
I couldn't get my arms up. The calcium, I'll say it's gone,
it must be, because it doesn't bother me no mere. It just
doesn't hurt.

And, like T said, I will try to be brief, and I
know there's a lot of pegple here who want to speak today,
and there's two people that I want to talk about, and cne of
them is Dr. 2Zekan. I have never met in nmy life a docteor
that was more concerned with his patients than that man.

You will have to excuse me, because I've got another one to
tell ycu. Ee tocok more time with me than any docter I have
ever talked to in my life. I've been in four different
hospitals in my 1ife and I have never met one like him. He
calls me by my first name, I have never had that happen
before.

I think I've said enough akout Dr. Zekan, you
pecple know him, but I hepe all of you do before this is
over.

There is one more man I want to talk about, his
name was Danny Bitner. He was a dear friend of mine. He

came to Dr. Zekan in a wheelchair. Before Dr. Zekan was
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forced tc stop, Danny Bitner walked in that office. He had
a cane and he was shaky, but he walked in.

wWhen he had to stop his chelation, I wvisited
him as often as I could. Danny was geoing downhill because
he couldn't finish his chelation. He wanted it so bad, and
I'm going to tell you, last week, we buried Danny Bitner.

I den'ft want to make any comments on pecple
that voted to shut this down, or I'm not geing to condemn
any decters, they do amazing things, but I urge you, sir, te
let Dr. Zekan and the pecple ¢of this state receive their
chelation. Dr. Zekan will tell you that it is not a cure
for everything, I have heard him say that, but it is an
alternative.

T have been discriminated against because I
cannet choose the type ¢of madical treatment that I want.

And that's about all I've got to say. I urge you te lcok at
it very carefully. I didn't come hers to lie to you. If I
lied to you, my dad would turn over in his grave.

HEARING EXAMINER MANGUS: Thank you, Mr.
Sommerville.

MR, HEDGES: Thank yeu very nuch,

THE WITNESS: Thank you, sir.

(Witness excused)
MR. HEDGES: Is Mr. Jerry Norman here?

VOICE: He's not here tocday.
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MR. HEDGES: James Spencer, from Richwood?

MR. SPENCER: I'm here, but I evidently got my
name on the wrong list the last time. I didn't want to
speak.

MR. HEDGES: Okay, I'm not sure I'm proncuncing
this right, but Daniel Codualladen.

VOICE: I den't believe he is here teoday.

MR. HEDGES: Okay.. Michael Kostenko?

VOICE: EHe's not here today.

MR. HEDGES: Or P. Corro?

We need the other 1list, if it's finished.

Russ Winkler?

(Witness previously sworn)
THEREUPON cane,
RUSSELL WINZEKTLEHR,
called as a witness in copposition to the rule, whe, having
been previously duly sworn according to law, testified as
follows:
DIRECT EXAMINATION

BY MR. HEDGES:

Q Mr. Winkler, could you just state your full
name and your residence, please?

A I am Russell Winkler, I live at 2012 Xay Neva
Lane, Charleston, West Virginia.

Q And, Mr. wWinkler, are you a patlent of Dr.
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Zekan's?

A I am a patient, ves.

Q Could you give us a history of the problems

relating to your seeing Dr. Zekan?

A In 1572, I had my first bypass surgery. This
was in Cleveland Clinic. And in 1979, I had my second one,
seven years later. Aand in four years more, which is 1983, I
had my third bypass surgery. Six menths after that, I
started having chest pains real bad and they said, you are
geing to have teo go back to Cleveland, and I said, there is
no way I can get cut on again.

At this time, a friend informed me akout
chelation that he was taking in Columbus, Chio, from a Dr.
Harlan Wilson. Dr. Wilson, who has passed away now,
practiced medicine for over 50 years in Columbus.

I started taking chelation -- I forgot to tell
you, on my third bypass surgery, I had a stroke on the
table. I started taking chelation therapy, it has helped my
stroke. I can walk without any problems until I get tired.
My peripheral vision hasn't completely come back, but 90
percent of it has come back.

Q Did you start your chelation therapy in
Columbus or in Charleston?

A In Columbus.

Q With Dr. Wilson?
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A With Dr. Wilson. I had over 100 treatments
over there.

I have been going to Dr. Zekan since about the
time he started practicing chelaticn, kecause I couldn't
find anybedy in the State of West Virginia. The trip to
Columbus got te be a real drag.

And Dr. Zekan -- well, I had gene down to
Huntington tc see a doctor, but I didn't like him, found Dr.
Zekan, he had just started, and was tremendously please with

the man.

Q Abcut when was that, that you started seeing
Dr. Zekan?

A 1986, '87, something like that,.

Q And you at that time began chelation therapy
with Dr. Zekan?

A Yes, I g¢ ence a month. Now, I am having to
travel tc Beckley because of some stupidity in our
Legislature.

Q As far as differences in your health after
beginning chelation therapy in Columbus and ceontinuing in
Charleston =--

A Well, I have been able to work. I retired from
State Government. I worked in the Treasurer's QOffice, I had
retired from thers twe years ago. I am very active, I run

up and down hills, I can do about anything you want me to
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do, except 1lift heavy objects, because they have tore =ny

chest up pretty gocd.

Q Okay, and you mentioned the improvement in your
vision, in your peripheral vision? |

A Yes, my peripheral visicn, I would say it is 50

percent back.

Q And you today continue the chelation therapy in
Beckley?

A I continue it once a month, yes.

o As far as the Beard of Medicine's rule, what is

vour cpinion cor feeling on what --

A I feel like that I don't know where the
pressure came from at the lLegislature, I will £ry to find
out. But the pressure that they put on those pecple to make

these changes is highly unethigal on the Board's part

because there was no investigation made on this prier to
this ruling coming dewn. There is no ethical procedure for
the Legislature to do what they did.

Q Ckay. All right, is there anything else you
would like to add, then?

A No, except that I weuld advise anybody to take
chelation because it helps so many different things. We
don't know exactly all that it will do, never will know,
because the people just won't let it come cut.

Q Qkay, thank you very much, Mr. Winkler,
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A Thank you == ohii, I have a copy here of my

records from the last trip I had into Cleveland. I sent

this copy to all the Board. This is a letter I sent to the

Beard and a copy of my letter from Cleveland Clinie.

Q Weould you like to again submit that to the
record?

A Yes, and I would submit that.

Q So, this i1s your letter =--

A I sent it to all the Board =-- I sent it to all

the Legislateors. I have not received a reply from anybedy.
HEARING EXAMINER MANGUS: Now, did you say you
didn't hear freom anyone, Mr. Winkler?
THE WITNESS: Not a one.
HEARING EXAMINER MANGUS: Thank you, Mr.
Winkler.
{WHEREUTON, the document referred to
was marked as Winkler Depecsiticn
Exhibit Number 53 for purposes of
identification.)
(Witness excused)
MR, HEEDGES: Anna Stewart?
(Witness previously sworn)
THEREUPON cane,
ANNA STEWART,

called as a witness in cpposition to the rule, whe, having
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been previcusly duly sweorn according to law, testified as

follows:
DIRECT EXAMINATION

BY MR, HEDGES:

Q Ms., Stewart, could yeu state your name and your
residence?

A Anna Stewart, Route 7, Box 404-B, South
Charlesten.

Q Now, Ms. Stewart, ceould you give us the reason

why you are here teday to speak about chelaticn therapy?

A Well, I am here to represent my mether. She

died December 28%th, 18%0.

Q And was your mother a patient of Dr. Zekan's?
A Yes, she was.
o) Do you recall for how long she was 2 patient of

Dr. Zekan's?

A She started in 1987, and I have chronclogical
data here with a brief history of her conditien kefore, and
step by step, showing improvement.

Q Okay, are you =-- weould you like teo submit that
chronclegy, do you have a copy to submit it te the Board?

A Yes, I would. I have sent copies to each Board
Member.

(WHEREUFON, the document referred to

was marked as Stewart Deposition
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Exhikit Number 54 for purpcoses of
identification.)

BY MR. HEDGES:

Q Just briefly, could you give for the benefit of
Dr. Mangus just an accounting of yocur mother's health
problems and what caused her to go see Dr. Zekan and the
results eof that?

A Yes. First of all, Dr. Mangus, I want to thank
vou for your interest in coming. And chelation for the use
in improving the quality of life for my mother, it was not
just successful, it was a miracle. And I will briefly go
through this.

At the age of 65, my mother began complaining
ef stomach cramps, leg cramps. She was always saying things
were_ hurting her. She began to lase interest in going te
church, her personal appearance. She aiways loved to cook
and have people in. She began to show some disability in
being akle to complete these tasks and she alse had -~ her
head began to shake, her hands began, and this was at the
age of 69.

At the age of 70 to 77, mother made routine
visits to family doctors and practitioners and they
diagnosed her as having high blced pressure, anxiety,
arthritis, and some signs of Parkinson's Disease. They also

said she had hardening of the arteries and was becoming
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senile. I heard senile every time with akcut four different
docters.

aAnd this upset me kecause I felt like there
must be scmething that could ke deone cther than just saying

that she was senile.

At the age of 78 to 79, mocther became unable to
care for herself. 8She couldn't change her clothes, she
became very upset 1f I -- I was an cnly child, so she became
very upset 1f I would try to bathe her, if I would say,
mother, we need to change ¢lothes today, oh, change your own
clothes 1f yvou want to change scmecne, not mine, I'm fine, I

have nec precblems.

She was very hostilile, she tock temper‘tantrums.f
She would even get in the floecr and pray te die. This is
the way she really had to get te me. She knew this would
hurt me probably more than anything else. She refused to
leave the house. She didn't want toc go get groceries. She
didn't want to go to church, she said her legs hurt toe kad,
she was too sick. And she became very difficult to manage
at this peoint.

At the age of 79, that was in 1987, nmy father
passed away on September the 4th. He passed away during the
night and I was working at the time, but they just lived
next door, within about 40 feet. Mother did not realize

that daddy was gone, and at 4:30, 5:00 that evening, we
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found him, and he had been dead since early morning. She
thought he was Jjust sleeping.

From that day on, she lived with me at my
house. B5She was <~ she had no idea whe I was at this time.
She == an only child, she didn't know my name. She never
mentloned going back to the house, she didn't recognize
living beside me. We would pull in the driveway, she had no
idea where she was. She was in fear that she was going --
something was geing to happen to her constantly.

We had to put dead bolts on the door because
she didn't know daylight from dark. She couldn't walk
without being assisted through the house. If we took her to
the car, there had to bes twe of us, one on each side, to
walk her.

t was very difficult at this time because she
wasn't sleeping at night, and neither were we, and I'm
talking akout my husband and myself, because we were afraid
of what, you Xnow, she may try to get cutside or fall in the
bathroom, those type things.

o, now we get to chelation therapy. I heard
about chelaticn therapy from a friend of my daughter's,
whose mother had had similar problems, and she had gone to
Dr. Zekan and it had really helped her mother.

So, I called Dr. Zekan's cffice immediately and

got an appointment. I think it took about three weeks or

ALR.




%'

3

10

11

12

13

14

15

18

7

18

18

20

21

22

Stewart - Direct (Hedges) Page 237

four to get an appointment.

I teook mother in, Dr. Zekan gave lots of tests
to determine metals in her bedy, to determine her
clrculation, variocus things. But he said, Anna, before we
do anything, we want te send her to a neurclegist to rule
cut any probklems there.

S¢, I made an appeintment with a neuroclogist
and I think I got that within about tweo weeks. And I would
like te say on this report there was something about Dr.
Zekan being non-professicnal -- or not Dr. Zekan, but giving
chelation, and the price involved.

When I went te the neurolegist's cffice, I had
to pay $125 right there. Hotherjhad UMW Insurance and she
alsc had PEIA, and she had Medicars.

The neurclogist gave mother a brief test,
peinting, walking, so forth, and he prescribed a drug for a
central nervous tremor. Well, within a week, I was almost
into a central nervous tremor. This drug drove mother up
the wall, myself, my huskand, we were all -- I was almost
ready to check myself into Highland at this peoint, and I'm
not exaggerating, I'm very sericus about this.

Needless to say, I discontinued that drug.
Then we had another appointment, a follow-up after all the

tests came back. We had another appointment with Dr. Zekan.

This was the latter part of December. We went in and he
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spent at least an hour and a2 half with mether and with me,
telling me, going over the test results, explaining the
levels of heavy metals in her system, various problems that
mother had.

And he alse told me about chelaticn and gave me
a book =- some material to read, not a book, but some

material to read. I had already read the book, Bypassing

Bypass.
He talked to me about the cost, he explainesd

about the cost, and that insurance didn't always pay for
this. But I do want to say that not once in his cffice was
I ever asked to make a payment. There were even times when
I wanted to go ahead and make a payment for a treatment or
fer other things and the girls would say, well, Jjust wait
for the insurance to come in and we will taXe care of it.
And that really helped me, with all the other burdens that I
was having.

Dr., Zekan is one of the mecst caring doctors,
one of the most professional and, in my opinicon, I am not in
the medical precfession, but I weuld say one of the most
competent doctors that we have in the State cf West
Virginia.

Mother kegan chelation, I had hers once a week,
kbut because of her creatinine levels, she had to take it, I

think it was every other week. And later she went once a

ACKR.




|

}

10

il

12

13

(=
%2}

18

18

19

20

21

22

23

24

28

Stewart -~ Direct (Hedges) Page 233
week, but she tock half a dose each time rather than the
full dosage. That was in January, 1988. In March cf 1988,
she began to show improvements in walking. She was less
hostile, she would loock forward to going to the beauty shop.
cur fights ceased about taking a kbath and she really enjoyed
loocking goed, and many of ycu have seen nmy meom at Dr.,
Zekan's office and she was -- I just can't say encugh.

In June of 1988, mother began to recognize
family members and call themr by name. She enjcyed going to
the mall, she began tc loock at things on the shelf. She
never tock initiative teo want to buy it, but she would leck
at it and comment about it. She even showed interest in
watching TV. Before, the TV cculd be on and she wouldn't
even look at it, yeu know, it didn't matter. She made
comments about it, she would sing aleong. If it was country -
music or religicus shows, she would sing along with those.
She would watch the news and make comments akcut the news,
and conversational comments. And there was a program on cne
evening I was watching, it's Channel 24, the medical preogram
about Alzheimer's, and she watched that and she said, well,
I don't think I have that, which, te me, I thought that's
great, because before, she never bothered, you know, she
wouldn't listen to anyvthing, until this time. Then she also
becgan dressing herself. She never went to the closet or the

drawers and got her clothing out, but when I would put it
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out at night, put it beside her bed, she would put her
clothing on as scon as she got up. Theose shoes had to go
onn, and she was dressed before she would come into the

kitchen.

Before, she may wear all day, it would ke a2
fight to get her to change clcthes.

July, 1988, until her death, Decsmber 23th,
1990, at which mcther was 82 years of age, she improved
consistently in all kehaviors, both mentally and physically.
She weuld walk up to two miles a day unassisted. This
didn't happen overnight, it's cver a period cf two years.
She would walk up to two miles a day. Someone would have to
be with her, because she wouldn't know how to get back, even
theough we may take the same route. She would recognize some
things, but she wouldn'ft Know how to get back.

She was pleasant, she had a good outleock on
life, everything was good. Two years and a half priof to
that, nothing was good, she loved ice cream but she couldn't
tolerate it, you know, you get her ice cream, I can't stand
this stuff, I deon't knew what's wrong with it, and this is
one comment, I know it's insignificant, but it amazed me.
She went to the bathreoom, we were visiting scmeplace, and
I'm not sure, and she said, honey, this toilet paper is so
nice, you know, to even be concerned enough to make a

comment abcut, that's how her persconality furned arcund.
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she was even -- and we did have toilet paper at home, by the
way.

But her head quit shakXing and many of you in
here can witness that, tco. Her head would just go this way
(indicating)}, pecple could not understand her. But her head
gquit shaking. The only time she weould have shaking like
this, or her head, 1s 1f the grandchildren got inte a fight
and they had to be disciplined. She didn't want those
grand-kids disciplined =~ great grand-kids disciplined.

She did get tc the pecint she couldn't write
checks and she was never able to write checks after that.

She could sign her name later, but it was
difficult to read because it was very shaky.

The conclusicn that I have to say is our entire
family and all of cur friends thank God for doctors like
Steve Zekan who, in my opinicn, is a doctor of the future,
who was able to give my mether a kbetter guality of life
through the use of chelation therapy and preventive
medicine, and with the help of family and friends, we were
able %o keep my mother at home to give her the love that she
so desperately needed.

And I trust, Dr. Mangus, that the Board members
will be cpen-minded and carefully research the subject of
chelation therapy and will allow us tc make the choice as to

whether we want to use it or not, just as we would in the
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use of experimental drugs to fight cancer. I think we
deserve the right to make a checice to use chelation therapy.

I have had ten treatments myself because some
of the metals showed up in my system on the plus level that
mother had, and I am trying to prevent getting in the same
cendition she did, and I certainly feel like I sheculd have
that choice without khaving to go out of state to do it.
Thank yveu very much.

EEARING EXAMINER MANGUS: Thank you, Ms.
Stewazrt.

(Witness excused)
MR. HEDGES: Andrew Jones?
(Witness previcusly sworn)
THEREUFON canme,
ANDREW JOoNE S,
called as a witness in opposition to the rule, who, having
been previously duly sworn according to law, testified as
follows:
DIRECT EXAMINATION
BY MR. EEDGES:
Q Mr. Jones, could you give us your full name and
your residence, please?
A Andrew T. Jones, 116 Litton Heights, Scott

Depot, West Virginia.

Q All right, Mr. Jones, are you a patient of Dr.
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Zekan's?

A Have been.

Q Ckay, when did yvou begin seeing Dr. Zekan and
what for?

F-\ First, 1if I may, I don't know how many were

here last time, but I would like to apologize to Dr. Mangus.
I was the fellow that made the ocutburst at the end of the
meeting last week, or last time. I don't apologize for =y
comments, but for my behavior.

HEARING EXAMINER MANGUS: It's acceptead, Mr.
Jones.

THE WITNESS: First, I took my wife to Dr.
Zekan. She had been diagnosed with Alzheimer's and just me
and ny wife, we have no children, we have no family. I
became very anxicous to find scmething to de for my wife. I
contacted my regular physician, and he said, there is
nothing you can do for it. And I finally called -~ I read a
bock about chelaticn, it was given to me by a friend. 1In
fact, that same friend told me, said, andy, there's
something they can do for your wife. and I said, no, I
don't think sc, nokody seems to know anything akout anything
they can do for her.

And his son had the book on chelation and he
brought it to me and I read it. And there was mention in

that bock that it had keen successful in some degrezes for

ALK




Ml

[ 3]

10

11

12

13

14

5.

18

17

18

¢

20

21

2z

Jones = Direct (Hedges) Page 244
people with Alzheimer's.

My wife was diagnosed in 198%, but signs of
Alzheimer's had prevailed at least tweo years prior te that,
but I nor no cne else recognized the Alzheimer's.

When I read the kbeok con chelation, I called my
physician, asked him if he knew anything about it, and he
s2id, no, he didn't, and I said, well, do you know anyvbody
that can treat people with Alzheimer's, and he said, well,
there's a doctor here in Huntington, that he just controls
people's behavier, sc I didn't want that, My wife is 8§
years old and she is a very petite woman and being aleone, I
was frantic for somecne to help me.

So, I called the referral system here in
Charleston for a dector that treated patients with
Alzhelimer's. She gave me a name of a doctor, and I cannot
recall his name. I called him and he said, yes, I've heard
about it, but, he said, I dont't believe in it. and I said,
why, and he said, well, if it takesrcalcium out of our
bBloced, it's bound to take it out of your benes. Aand I said,
well, I don't knew, I'm asking you for information, I can't
explain things tec you.

So, he did say, I do know a deoctor, though,
that treats Alzheimer's =-- or gives chelation, and gave me
Dr. Zekan's nane.

Sc¢, I called for an appeintment, it was about
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in March of '90, and I got an appecintment for scmetime
around the 1lst of May of '9C to take my wife up there. Aand
he examined her and gave her tests and we talked and --
longer than I had ever talked with nest doctors and I teold
him abeout our situatien of the two of us being alcne. I
have always been considered generally in very good health,
and have high klocd pressure, is the only thing that I know
that is wrong with me. And in talking to Dr. Zekan, after
the tesits were completed and he suggested we take chelatioen,
both of us, not that I had anything seriocusly wrong with me,
but in our situaticn of being Just the twe of us, that it
would be more of a preventive thing for me than it would ke
for anything to correct anything about me.

Se¢, we tock chelaticn in the latter part of
'90. During the winter menths, due to travel and
temperatures, we quit chelation during the winter months and
came back in the Spring of '91 and continued and tock about
-- my wife tock akout 36 treatments and I took 30.

I had talked to Dr. Zekan at this time and told
him -- first, I was hopeful, as I think many people were,
that kack in those early f50's, that Medicare was going to
pick up scme of the bkills on this. I think they did for a
pericd of time and then it guit then arcund June of '90, if
I am correct. However, all of my treatments were past the

time that Medicare had ceased payments.
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And I teold him, I said, I can't see right now a
great difference in my wife, and due to the financial
situation that we have, both on fixed incomes, that we
probably are going to stop for a while, and I felt great.

My wife, as I said, I couldn't see much difference. But
after we have stopped, first, my experience, I was taking
two Vagseretic 1025 pills a day for high blood pressure.
That cut my blood pressure medicine in half. My two big
toes had been white and numb for the last 15 or 16 years and
today they are red and they've got feeling in them for the
first time in these years. Those are the only things that
it did for me, but I don't know, ner dces any physician
knew, what conditien my wife weculd have been in if she
hadn't have taken chelaticn or what cenditien I would have -
been if I had not taken chelation.

After we ceased treatments, my wife started to
have a sort of a little revival in a change in her habits.
She had completely ceased all house activities. She was a
great cock and a great houseXeeper, but she ceased zall that
in the beginning.

Then here in the latter part of '2l, cr I weould
say the last half of '91, she began tc get up and making the
bed, wanting to wash dishes, iron, picking up habits that
she had done all her life that she had ceased pricr to the

treatments. And people said, hew is your wife, and I said,
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well, she is just fine, it's unbelievable that she has
ceased any pregression that pecple tell me that Alzheimer's
people normally do. And since this ceasing of the
treatnents, my wife has become more normal, nct my wife as I
first knew her, but a different wife from what she was
before she took chelation.

As far as medical experiences -- my medical
experiences with deoctors, I have never had cne that was any
more therough or any mere honest and sincere in trying to
help me, and I know from all the pecople here in the last
meeting that they have the same feeling.

Now, I want to say one thing about the Medical
Boaxrd of West Virginia and you may have picked it up when I
spcke at the last meeting, that I know that West Virginia
dces not need to be the only state with a primitive
practices of putting West Virginia to be the only one in the
nation that dcesn't do this or doesn't do that, and that the
Medical Becard lock at this situation from the standpeint of
human existence,

The medical precfessicon, my sole belief is that
it's strictly an economic fight, and I knew if the
peliticians get involved in scomething that there is keound to
be influence by certain groups that produces certain acticns
against the pecple, and I firmly believe and I say with all

sincerity and honesty that I think if the Medical Beard is
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sincere in their profession of trying to be compassicnate
and tc save people's lives that they will see that the
Legislature of West Virginia reverses this law., Thank you
very much.
MR. HEDGES: Thank you very nmuch,.
(Witness excused)
MR. HEDGES: Sophia Morris?
VOICE: She's not here today, but I will speak
on her behalf,
MR. HEDGES: o©kay.
(Witness previcusly sworn)
THEREUPON came,
PEILLTIP L EE MORRTIS,
called as a witness in oppesition to the rule, wheo, having
heen previcusly duly sweorn accerding te law, testified as
follows:
DIRECT EXAMINATION
BY MR. HEDGES:
Q Would yeou state yecur full name anéd your
residence, please?
A Phillip Lee Morris. I live at 717 Daverton
Road in Charleston.
Q And yeou are here tec speak on kehalf of Sophia
Morris, I take it. Is she your sister or =--

A She's my wife, but her name is Seophronia.

ALCKR.
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Q Sophronia?
A Yes, that's the correct spelling.
Q And was she a patient or is she a patient of

A Yes, sir.

Q Can you give us a brief history on hexr health
and the reasons for seeing Dr. Zekan?

A Okay, I've got a prepared statement. I will be
basically going off of it. This is the exact =-- the Board
already has a copy of this, but I thought it weculd be good
for those present to hear it.

It says, on March the 7th of 1890, after
several extensive bloecd tests, urine and hair analysis
tests, and upcon the recommendation of my physician, Dr.
Stephen ZeKan, I began chelation therapy, and these. ars the.
words of my wife. The symptoms which prompted my initial
visit to Dr. Zekan ranged from aching joints, low grade
temperatures, chills, intensive sensation of burning,
fatigue, weakness, depression, and general inccherency. She
couldn't hardly think sometimes. All of which hindered my
abkility from functicning normally.

After this initial visit and after sharing my
case history with Dr. Zekan, he ordered a number of tests to
verify my conditien and his prognesis.

The test results revealed that there were
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excessive and unacceptable levels of toxic minerals in her
system, most notably lead, cadmium and aluminum. One study
showed that there were even an increased amount of barium in
my system.

Based on these findings, Dr. Zekan recommended
immediate chelation therapy to reduce the toxic level over-
burden.

After 29 chelation treatments, the symptoms
mentioned previocusly gradually alleviated. Ancther battery
cf tests was submitted to the same laboratories used before
in the initial tests. These tests revealed that the levels
of lead that had ranged far bevond the standard deviation
had dropped significantly below the normal range. The
amounts of cadmium fell from levels exceeding meore than two
standard deviations than normal down to a level slightly
above a standard -- one standard deviation. But the levels
of aluminum, however, showed no significant change. The
barium which alsc previously exceeded two standard
deviations dropped completely out of the excessive range,

and that's goecd.
Now, the most notable of all the test results

following the 29th chelation treatment and prior to the
prohibition of the chelation therapy in West Virginia was
the encouraging results from my ANA, which is an anti-

nuclear antibkody, IFA test, it's a bloed test, for the first
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time in ten years after being diagnosed as having systemic
Lupus Erythmotosis -- I can't even pronounce that werd,
verified annually bkecause she had a test every vear. And
every year that she took this test, it said that she had
Lupus, okay, with multiple antibodies present, speckled in
nuclear pattern seen at tither over 160. She now saw a
first significant change with a tither of ocne to 40.
However, it was still -- it was a change that had a nuclear
pattern instead of one that was not nuclear, so that was a
miraculcus change. Doctors know what this means. All T
know is that the test said something different and it said
she was getting better from Lupus, and I never heard anybody
say that Lupus was something that chelation therapy could
help. But, anyway, back to what she was saying.

While this zhange was a surprise te me. it
served only to cecnfirm Dr. Zekan's earlier hypothesis. His
initial reason for implementing the chelation therapy was
based on the premise that my condition would drastically
improve, including the Lupus, if we were able to eliminate
these high levels of toxic heavy metals which were in my
system.

In conclusien, though my chelation therapy was
by necessity administered at much lower levels than the
standard protecel warrants, extremely pesitive results were

realized. I am thankful for Dr. Zekan's insight in this
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area and I would certainly hope that this testimony, coming
from a chelation patient, though a lay person, might cause
vou to recensider and to reverse your decision regarding
this medical procedure which I and others have benefittad
from, and it could be continued and thus we can enjoy a
better quality of life.

Now, that's =- I tried my best to read that,
though I want to put an addendum on it perscnally. My wife
elected noct to come here today because she really doesn't
feel tooc well today. The =-- some of the symptoms that had
been mentiocned in this writing, they are starting to come
back on her and they had been gone while she was. being
chelated. She didn't have the Lupus flare-ups that she had
before and the burning and the aching in the joints and all
that. ©Now, these things are starting to reoccur, and as a
matter of fact, she can't even walk without a limp right now
and I have to consider about taking her to a doctor tc see
what is wrong with her knee joints right now, but we believe
we know what is wrong. We believe that because she hasn't
been chelated in half a year that these symptoms are
returning and now, if her other leg geces out, she will have
to remain in bed, which will definitely be an inconvenience
to ocur family.

And, personally, this is what I would like to

say to everyone here. The man that was here before spoke to
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my heart when he said why is it that West Virginia has to do
things to live up to the stereotype that 1s often thrown at
us, to deride and ridicule this state as being backwards,
not with the latest information and the latest technelegy,
why do we have to submit to ignorance and why do we have to
play that rele all the time? I really hope that -- I'm not
ready to cast any dispersions, I am not ready to call names,
but this state has suffered long enough frem ignorance,
isclaticonalism and just elitism. I don't know if it is
political or otherwise, but I think it's time -- it's high

time that it stopped, because people's lives are being

affected. We are net just talking about deollars and cents.

Because of this attitude, I have te pay all of this out of
my pocket and, quite frankly, I work for the state, I am a
servant, I work with the Department of Highways, and I don't
have any kind of salary to brag on, I am not in the
Commissioner's in-crowd, but I will tell you one thing, we
need to see that this state rises above this negative
attitude that has been projected upoen us. But if we keep‘
making decisions like the one that has been made which is
hurting my wife, every day, we will live up to that old
hillbilly image and I think that it needs to be put away. I
think ocur governor is a man who wants progressiveness in
this state. And if that be true, I think we all ought to

have that same attitude and quit leocking at small corners or
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small groups and look at the general welfare of the entire
state.

And I want to close by saying that I respect
the Board, I believe they made a decision based on maybke
what they understoed. But now the truth has been revealed,
and I am not a doctor, I had college chemistry and that's
all I know, but I know one thing, my wife was getting better
and now she's getting worse, and I think that that could be
helped if a decision =-- a right decision is made.

MR. HEDGES: Thank vou.

(Witness excused)
MR. HEDGES: Ruth Weaver?
(Witness previocusly swormn)

THE WITNESS: Mocther i1s here today, but she
Prefers not to speak, may I speak for her?

MR. HEDGES: Sure.

THE WITNESS: I am Jane Weaver, her daughter.

MR. HEDGES: ©Okay, and where are you from, Mrs.
Weaver?

THE WITNESS: 949 Lexington Drive, St. Albans.
THEREUPON cane,

JANE WEAYV ER,
called as a witness in opposition to the rule, who, having

been previocusly duly sworn accerding to law, testified as

follows:

{
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DIRECT EXAMINATION

BY MR, HEDGES:

Q And ycur mother's name is Ruth Weaver?

A Right.

Q Is she a patient of Dr. Zekan's?

A Yes.

Q Do you want to just tell us about what her

feelings and your feelings are about the Board's rule, then?

A Yes. We first came to f£find out about Dr. Zekan
through mother's sister, Mrs. Mae Samples. She was a 30 or
40-year smokKer and in the terminal stages of emphysema when
she alsc had circulation reducing to the left leg.

She got =-- her toe on that leg sustained an
injury and the toe turned blue. She was not a good
candidate for surgery given her deplorable lung condition.
So, the surgeon =-- the only alternative that the lung
specialist had was to amputates the toe and, of course, he
recommended Dr. Zekan as an alternative.

My aunt did have chelation therapv, the toe was
-- the circulation tec the toe was renewed, the entire toce
before chelation had turned an awful purplish blue. All the
circulation was returned to it, she did subsequently die
from emphysema, but she died with the toe intact.

My mother -- since we had seen what chelation

had dcone for my aunt, my sister and I considered it for my
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mother because she was a diabetic with an extensive family
history of arteriosclerosis, stroke, phlebitis,
hypertension, and, c¢f course, mocther was a diabetic and she
was beginning to exhibit the same symptoms. She was having
short-term memory lcss, she was extremely lethargic. She
had very, very marXed varicose veins, and, of course, she
had one sister that had phlebitis and a subsequent stroke to
the varicose veins.

S¢, for these reascons, my sister and I talked
it over and we decided to engourage mother to go to Dr.
Zekan to hear what he might be able to do for her to avert
some of these things happening to her.

She -- we did, gnd, cf course, he chelated her
-= oh, to show how bad she w%s before the chelaticn, mother
actually went out and boughtqa cloth pocket book because she
said the leather pocket book was toc heavy to carry, so we
saw mother going downhill, ch, six months before the
chelation. I mean, seriously, markedly.

So, Dr. Zekan chelated her. The first most
remarkable thing was her short-term memory loss went away.
We noticed that her insulin demands were reduced by half.
Now, we saw this over a period ¢f six months to a year. She
was chelated, by the way, for five years without nec adverse

side effects. We did see a reduction in the insulaticn

{ demands, the variceose veins are much improved, and the
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lethargy that mother almost succumbed to went away. And in
fact, you -- I couldn't get her out of the garden.

Now, she has not had chelation for six mconths.
We are beginning to see the sheort-term memory loss rise
again, her insulin demands have not gone back up but we
definitely see her not as sharp as she was. We would like
to reinstate the chelation as scon as possible. If it is
not reinstated in this state, we feel sc¢ strongly because of
what we have seen, we will take her out of state. And other
than that, that's all that I wanted -- mother's was a
preventative measure, we don't have any dramatic illnesses,
thank God, because of the chelation, I feel, to testirfy to
here today, but mother is 76 now and goinglstrong. We do
want chélation reinstated.

MR. HEDGES: Okay, thank you very much.

HEARING EXAMINER MANGUS: Thank you.

(Witness excused)
MR. HEDGES: ZXathy Taylor?
VQICE: HKathleen.
(Witness previously sworn)

THEREUPON came,

KATHULEEN TAY L OR,
called as a witness in opposition to the rule, who, having
been previecusly duly sworn according to law, testified as

follows:
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DIRECT EXAMINATION

BY MR. HEDGES:

Q Ms. Taylor, could you just state your full name

and where you are from?

A Rathleen I. Taylor, 6834 Sissonville Drive,
Charlesteon.

Q All right, Ms., Taylor, are ycu a patient of Dr,
Zekan's?

A Yes, I am.

Q And how leong have you keen a patient of Dr.
Zekan's?

A Since April, 1988..

Q All right. <Can you tell Dr. Mangus and the

Board for what reasons you went to see Dr. Zekan and what
you experienced through the chelation therapy?
A All right. I have written a statement here. I
would like to read it.
I had a stroke in January, 1987, which affectead
my speech, my walking, and use ¢f my arm, alsc, nmy thinking.
My dector, Dr. Barbara Morgan, ordered numerous
tests, including a CT Scan. My docteor said the stroke was
caused by the plague in my carctid arteries. It lcosened
and caused damage to my brain.

My improvement was slight even though I had

eight weeks of physical therapy.
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In March, 1588, a friend t9ld me about Dr.

Zekan and I made an appointment April, 1988. I was told

that my walking would improve but my arm would stay about

the sane.

I started Chelation June of 1988. After seven
treatments, I could feel a difference. My leg was stronger,
my balance was improving, and my mind was more clear.

I have had three CT Scans, three ultrascunds,
and three dye tests for anglograms which show improvement in
the arteries.

I have had a suggested number of chelaticn
treatments, 35, and was on a maintenance preogram. I have
had a total of 50 trzatments, that the last was May, 1991.

- I do not feel as well now as I did taking
chelaticon. My arthritis is worse now and I am afraid of
having another stroke, especially i1f I'm not allowed the
privilege cf choosing my treatment.

Q Is there anything else you would like to say,
Ms. Taylor?

A That's all.

MR. HEDGES: Okay, thank yocu very much.

THE WITNESS: I could say a lot, but ==

HEARTING EXAMINER MANGUS: Thank yeou, Mrs.

Tayler.

(Witness excused)
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VOICE: Dr. Mangus, I would like to ask a
gquestion. How in the world are you going to be able to tell
the Beard the emctional =- the emotlen that you see here and
the remarkable recoveries of these people? How ares you
going te be able to tell them what you hear? I feel the
Beoard sheould be heres, or some of the Board anyway.

HEARING EXAMINER MANGUS: I will try to
transmit the intensity and the feelings of the evidence here
today as much as pessible. It certainly is a very heartfelt
expression on these people's part.

Do you have ancther?

MR. HEDGES: Oneida Kubach.

HEARING EXAMINER MANGUS: After this hearing
here, or after this deposition, we would like to take a few
minutes if we could, and maybe we can all get up and stretch
and reconvene after about ten minutes.

(Witness previously sworn)
THEREUPCN came,
ONETIPDA KUBACH,
called as a witness in opposition to the rule, who, having
been previously duly sworn according to law, testified as
follows:
DIRECT EXAMINATTION
BY MR. HEDGES:

Q Could you state your full name and where you
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are from?

A Oneida Rubach, from 4414 Malden Drive in
Charleston.

Q And are you a patient of Dr. Zekan's?

A Yes, I am.

Q And how long have you been a patient?

A I have been a chelation patient since the

latter part of '85, or the first part of '86, I am not sure

which.

Q Did you begin your chelation therapy with Dr.
Zekan?

A Yes,

Q . Qkay, and what health problems were you having

that led you to see Dx. Zekan then?

A I had keen having many infections. I am a
diabetic and I had gotten a bone infection in my right foot,
I think, and after it was over, Dr. Zekan had given me the
Bvoassing Bypass plus some other literature to read.

He had made =-- he did all of his klcod tests
and everything he dces before he even cecnsiders chelaticn,
and he felt that my circulation was in very poor shape, so
he started me on chelation.

Before, I was very tired, I had no energy. I
had just retired with all of these plans ¢of what I was going

to deo after retirement, but I wasn't able to do them.
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After about three -- it could have been bhefore
three weeks, but I noticed standing at the kitchen window I
didn't have any pain any more, I felt good, I was singing
like I usually did, and I realized that I felt good, it was
worth living, because I felt gocd, I could do the things
that I wanted to do.

I was taking care of my little newborn
granddaughter, I would take her teo Dr. Zekan's office when I
would take chelation and lay her on the flocor on a blanket
and she would entertain everyone. But the more chelation I
took, the ketter I felt.

I got an infection in one of -- in my foct
again, and tock about six weeks to get healed up, bgt he
did. Then I went tc Kentucky to visit scme of my children
and was off.of chelation for about two months, and I Started
becoming tired and irritable, so my children sent me back to
Pr. Zekan to get my £ix, as they called it.

So, I would come back -- I would stay here for
two or three meonths and get fine and then go back out there
and they would make me come home about every month so I
could get my fix, but I was fine.

I have had many infections, many of them, but
it was not due to circulation. I lost my left leg a year
ago, but it wasn't due teo lack of ¢irculation. I had

beautiful circulation, good pulses, everything, but I became
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infected to the point where it was in my blocod stream and it
was necessary to deo away with. We had been fighting this
for years.

After -- but I will say this right now, if I
had known then that in six months I was not going to ke able
to have chelation, I don't know whether I would have signed
the permit teo have my leg taken off, because I don't fear
death half as much as it scares me to death to know that if
I can't get chelaticn, I will become the child and my
children will become the parent, and that is a horrible
thing, horrible to even think about, but that is what is
going to happen, because since I have not been able to take
chelation, I can fall asleep sitting in the chair talking to
you. I have absolutely no energy, I am very irritable, my
circulation -- I am beginning tc have pains in my leg, my
fingers are becoming numb, my memory is terrible, even nmy
balance, I mean, I had noc problem with this leg, with
learning to use it, I did beautifully, but because of the
circulation, I suppecse, to my brain, my balance is being
undermined and I deon't think any group of pecple should have
the right to tell someone else that they cannot proceed with
a medication that will help the quality of their life
improve as much as mine did. And we are like a family, we
see each other conce a week, once a month, and we are like a

family, and it hurts to see a member of your family in +the
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shape that some of curs are right now because of the Board's
decision. And it was the Board's decision, because they
were the cnes that had to put it before the Legislature, and
I den't think that they should have the right to deny us
that. Thank you.
MR. HEDGES: Thank you very much.
(Witness excused)
HEARING EXAMINER MANGUS: Okay, let's take a
ten-minute break. We'll reconvene at 20 minutes +ill 11:00.
(WHEREUPON, a brief recess was taken,
after which the following proceedings
were had.)

. HEARING EXAMINER MANGUS: May I have your
attention again. In order to give everycone an opportunity
whe wants to, I would like to get started now so that we can
continue with the testimony. I realize ten minutes is not
very long, but I would like to make this time as productive
as possible.

Can we have the next witness, please?
MR. HEDGES: A. G. Fultz.
VOICE: He must not be back yet.
MR. HEDGES: Okay, Frank Walters.
(Witness previously sworn)
THEREUPON canme,
FRANK WALTERS,

.
e
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called as a witness in oppositicn to the rule, who, having
been previously duly sworn according te law, testified as
follows:
DIRECT EXAMINATION

BY MR. HEDGES:

Q Would you state your full name and where you
are from, Mr. Walters?

A Frank Walters, and P. O. Box 88, Alum Creek,

West Virginia.

Q Are you a patient of Dr. ZeXkan's?

A Yes, sir, I am.

Q How long have you been a patient?

A I started -- well, it's sort of a long, drawn-

out story. Bonnie Smith, her and her husband have been
friends of mine for many years, ard she seen the condition T
was in, they have a camp out where I live, and she mentioned
going to Dr. Zekan and maybe he could help me.

So, I made an appointment finally and was very
skeptical, I mean, you know, it just didn't really enthuse
me at all.

] What were your health problems?

A Short-term memery, I'm a severe diabetic, and T
Just couldn't get around, I couldn't think, I couldn't work,
T couldn't do nothing. I mean, I was just a drone, really,

just sit there at the house and lock ignorant is about all

SOR
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yvou could do. And I started geing te Dr. Zekan and he gave
me a thorough examination, a blocd test, hair samples, the
whole nine yaxds, and, you know, I kind of chuckled about
it, especially the hair samples, and my wife, she was a
total non-believer, and I wculdn't even discuss it with Dz.
Grubb, who is my diabetic doctor. I wouldn't discuss it
with him. And so I == Dr. Zekan recommended chelation
therapy, so I went up and started taking the chelation, and
believe it or not, the circulatien such as my faet were s¢
bad that I had nc feeling whatscever, I mean, they were just
-— I had tees, but I couldn't feel them. I couldn't tell
they were thers.

My hands, all my extremities, and the first day
that I took the chelation treatment, i could feel scome kind
of a like tingiilnyg feeling in my right feoot, and I hadn't
f2lt that foot in a couple or three years. I have been
disabled since 84, and I couldn't de anything. I would
just sit at home and more or less sit in a chair and drocl.
I couldn't think c¢f anything. It just like teo drove ne
crazy not to be able to do what I had normally been deing,
you know, I could do anything I wanted teo do when I wanted
to and as I wanted to. I was a police officer, I was in
security training, teaching security and the whele nine
yards, security, I mean retired as second in charge of

security at Cedar Coal Company, and I just got to the point
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that I was just a zombie, just sat and stared at the wall,
more or less, didn't even care to watch television orx
nothing, so depressed it was pathetic.

89, akout the same time, Dr. -- well, about a
year before that, Dr. Grubb started me on Prozac, which is
an anti-depressant, and it helped quite a bit, but it still
didn't help my extremities and stuf=f.

8o, after I started taking chelation therapy, I
could see the difference., Every time I would leave Dr.
Zekan's office, I weould go home and get inte deoing
something. It just seemed like it charged me up or
something, was like ny battery was run down and when I took
a chelaticn treatment, it just charged my bedy up, yvou knew,
I got to =-- I was dreading it to begin with because of the
needle, and after I started taking-them, I started looking -
forward tc going, you know, I felt so geood after I toock one.
I could leave his office and just feel like a million
dollars.

And I teook 21 treatments and then they stopped
-- the Legislature stopped him from giving them, and I have
been going downhill ever since. I never had used a cane
until up here the last, what, hon, about the last three
menths, and I've even had to use a c¢cane tec get arcund on. I
can't -- I mean, I can walk, but my balance is so bad and my

short-term memory is deing the same thing again. I mean, I
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could be sitting talking and bang, it's gone. I fool with
radios and computers all the time and if you're not -- if
you den't have a gocd short-term memeory as far as computers
goes teo remember the commands and stuff like that and stuff
vou normally play with, then you are just in trouble. I
mean, you are just -- yvou just might as well turn it off and
leave it off.

And that's about 2all I do ncow, is just sit dewn
in my reom. I've got a room of my own and I sit down there,
and most of the time I'm asleep. That's just about it.

They have had to double my -- Dr. Grubb doubled

.my Proczac because I got so depressed again. "I'm getiing

back to the same way I was before. He has doubled my
Prozac, that still hasn't helped, I just don't feel like
doing anything. --I didn't even feel like going over herea
today, but I feel that this is sc¢ impeortant to seo many
pecple, including myself, that it was my duty to come over
here and make scme effoert to help him.

QR While you were on the therapy, the chelatien
therapy, were there any kad side effects or did you have any
adverse effects?

A Qh, ne, sir, I had nething but great effects.

I had not run a weed eater or done anything in my yard as

far as I may -- I leove my yard, I love to be outside in the

summer time, and I had not deone anything in my yard. My
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wife mowed the grass. For about three years, I have been
unable to do the trimming or anything, and this past summer
affter I started taking chelation treatments, I would come
home and fire up the weed eater and run a gasoline weed
eater. I mean, that's how geoed I felt.

She usually mowed grass one day a week and
usually that was the day I .,went to take my chelatien
treatment. And when I came back, well, I would fire up the
weed eater and do the trimming. And T hadn't done that in
three years. I hadn't touched a weed eater in three years,
she had had to do it all. And it just blew my mind when I
would go inte Dr. Zekan's office all the people that were
there, you know. We all talked among ourselves and
everything. I was telling them it was the first time in
three years fthat I had run a-weed sater or anything. I was
driving a car, I'm not driving now. I Jjust don't want to
drive, I don't feel like it. My eyvesight is failing real
bad now, so I just at night I don't drive at all. I just
don't want to do things, do you know what I mean? I just
have ne desire. Without the chelation, I'm back to being a
zombie, or worse. I've deteriorated. I had my last cne, I
think, in June, somewhere along in that area, and I have
detericrated now to the point where I am worse, way worse
than I was before I started taking the chelation treatments

new. I am back to the same old stuff.
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There iz a lot of things that I would like tc
mention, but I think of them while I'm talking and then they
leave me, and that's one of my prcblems. But there's just
so much to be said for the chelation treatment as far as I'm
concerned. I can't speak for anybedy else, but I sure can
speak for myself, and it's just -- as far as I'm concerned,
it's the gresatest thing that was ever done, and believe me,
I am a very skeptical persen of anything. I was a police
officer and policeman are skeptical of everything, and I am
like the guy says, I'm from Missouril, you've got to prove it

to me. Well, Dr. Zekan surely did that to me when he put me

-
ot

on chelation treatment. Ee proved to me that he's right,
works, and it did a wonderful job for me, and I would just
love to see it puik back into use so that -- I assure you
that I would ke cne of the first to be chelatad.

MR. HEDGES: 0©Okay, thank you wvery much, Mr.
Walters.

HEARING EXAMINER MANGUS: Thank you, Mr.
Walters.

THE WITNESS: Thank you for letting me speak.

(Witness excused)
MR. HEDGES: A. G. Fultz?
(Witness previcusly sworn)

THEREUPCON came,
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called as a witness in copposition t¢ the rule, who, having

been previously duly swern according to law, testified as

follows:

DIRECT EXAMINATION

BY MR. EEDGES:

Q Could you please giwve us your name and where

you are from?

A A. Gall Fultz, 2736 Daniels Avenue in South
Charleston.

Q And are you a patient of Dr. Zekan's?

A Yes, sir.

Q _ Qkay, de you want to give us a brief summary of -
your experience with chelation therapy? -

A I weuld be glad to. I retired from Union

Carbide after 36 years service in '82, February of '32. "My
doctor before that, of course, was Dr. Charles Staats at
Staats Hospital, and in '83, the hespital clesed and so I
needed to find ancther docteor. and I called another decter
friend of mine, a real good friend, Dr. Carl Castle, and he
recommended that I go see Dr. Steven Zekan.

Abcut =-- about ten years, I guess, nine or ten
vears before I retired from Carbide, I become a diabetic,
and at that time, of course, I was doctoring with Dr.
Charles Staats and he put me on Diabanese. I was on

Diabanese and along about the same time I acgquired high
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blood pressure and he put me on high blood pressure
medicine, and it was staying within the upper limits. But
then when I visited Dr. Zekan, I think it was in the early
part of '84, and I had really wanted a physical, I hadn't
had a physical for a couple of years after retiring, and I
needed a doctor for physicals and I had a -- during a
physical, why, I -- he found that I had a hernia and hs
said, we will repair that, and otherwise, Xknoewing my
condition of high klood pressurs, and I was on medication
and diabetes, I was on medication for that. But he said,
since you lost yocur wife recently, why deon't yeu go home for
a couple of months and call me and then,ye'll schedule a
surgery. L

S0, in about March of that year, I called and
made an appointment and he done my surgery. And after I
Went'back after the surgery for checking is when he told me
that my cholesterol was high and my blcod pressure was on
the upper limits, and even though I was on Diabanese, it was
still high, higher than it should be.

So, he changed nmy diet somewhat. At that time,
I was dcing abcut 14 -- 12 or 14 miles a week running and
walking and jogging together, but it still wasn't coming
down.

Sc, I had seen and heard about chelation and

one day I was in his office waiting to see him and I seen

AR




o]

1Y

3

[
s

Fultz = Direct (Hedges) Page 273
the book on chelation there, and when I was called in, I
said, Dr. Zekan, I see the beocck out there, what about
chelation. And he says, well, I'm doing chelaticn, would
you like to talk about it, and we did.

And, well, I wasn't tco enthused abeout it right
then because I'm net == I'm kind ¢f allergic ko needles,
too, so I just put 1t off a while. And I guess it must have
been a year and a half or twe years when I decided that I
would try it, s¢o I started chelation.

And I have had =~ I had 41 or two chelation
treatments when they stopped.

Now, the results that I got frem it was that
about, oh, probabkly within the first year that I was taking
chelation, I took it over a peried of four yvears, we phased
out Diabanese, I am no longer a diabetie, and my blecod .-
pressure is -- took me c¢ff of the klccd pressure medicine‘
and I am no longer high blood pressure.

S0, the bloed pressure and the sugar and the
cholesterol, I think my blood sugar last medical preofile was
my sugar was 91, my chelesterecl was 1432, and my bleed
pressure, I think, was around 137 or 72, or something like
that. And that's my history.

Se, you had a dramatic impreocvement?

A Very much.

Q Did you have any side effects from the




Fultz -~ Direct (Hedges) Page 274
chelation?

A None whatsocever, everything was fine.

Q And did you continue the therapy up until the

time it was stopped in West Virginia?

A Yes, I d4did.

Q And as far as anything in conclusion that you
would like to tell the Board, is there anything you would
like to say?

A Yes, I weould like to say I have written both
cur senators, Senator Rockefeller and Senator Byrd. Senator
Byrd answered my letter and thanked me for my letters, which
I write to them all the time. They've even got tc the place
where they call me by my first name when they answer my

letters now. And he said, well, I don't know anything about

== this is Senateor Byrd, I den't know anything about what

you are talking about, but I'm on the Federal level and I
deon't deal too much with down in the State level, so I don't
think I can give you much help.

Senator Rockefeller, he give me Dear Gail and
all the proceedings, glad to hear from you, and keepr writing
to me about all your problems, a big long letter. In the
last paragraph, he says, I don't know anything about this
vitamins that helps your health so I don't think I can help

fou there. 5o, he calls it vitamins that I was talking to

him about.




')

18

19

20

21

22

23

24

Fultz - Direct (Hedges) Page 275
and all the Heouse of Delegates, I wrote to all

of those and no answers. And the Speaker of the House, and
I wrote to all four Senators and the President of the
Senate. The cnly answer I got was from Senator Mark
Manchin, and he gave me -- he wrcte me a letter and thanked
me for the letter and all this, but he says, Gail, I den't
know anything abkout what you are talking about, I am going
teo have to do some investigation. And these are the pecople
who voted to do away with it in the beginning. And that's
pretty much the story.
MR, HEDGES: Thank ycu very much.
HEARING EXAMINER MANGUS: Thank you, Mr. Fultz.
(Witness excused)
MR. EEDGES: Jim Townsend.
{(Witness previcusly sworn)
THEREUFCN canme,
JAMES MADISCON TOWXNGSEUHND,
called as a witness in opposition te the rule, who, having
been previously duly sworn acceording to law, testified as

follows:

DIRECT EXAMINATTION

BY MR. HEDGES:

Q Mr, Townsend, could you state your full name

and where you are from?

A My name, my full name is James Madiscn
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Townsend, and I am from Chelyan, West Virginia.

Q All right, Mr. Townsend, are you a patient of
Dr. Zekan's?

A Yes, I am, he is my family dector, and I am

alsco a chelation patient, as long as he was able to give

them.

Q How long have you been a patient of Dr.
Zekan's?

A I started going to Dr. Zekan after he operated

on my wife. It was through her that I accepted him as my

family physician.

Q Se, it wasn't solely =--

A And that has kbeen I guess sinée 182, at least,
anyway. |

Q So, you didn't go to him in the keginning for

the reason of chelation therapy?

A My wife was telling me about the chelation
therapy and I became convinced that it was worthwhile for
me. Now, believe me, I am not an easy person to convince,
basically because I have always been an analyst, being an
aircraft and an automotive mechanic, yocu have tc ke an
analyst in order to run down problems.

Q Okay, what kind of health problems wers you
having that caused you to ceonsider chelation therapy?

A Well, in 1985, I had two strckes, and while I
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was in the hospital, my doctor told me that I had twe
choices. I could either lay in bed the rest of my life or T
could go in a wheelchair. And I will be quite honest with
you, that horse didn't run for me, because I am kind of
hard-headed.

I made up my mind right then and there that I

would walk again.

Q Just take your time.

2 You'll have to forgive me for that.

Q That's all right.

A In fact, I was sc stubborn, sc hard-headed, I

told my doctor, cone word at a time, because that's all T
could say, I want anocther doctor. I feel that didn't make
him toe happy, but I didn't care.

When you sesk results, you've got to go a log,
of different routes sometimes, so he turned me over to Dr;
Barbara Morgan and I have nothing but high praise for her,
because every time she caught me doing something, she would
either tell me how I could do it a better way or how I could
compensate for it. And you don't mind paying when you get
results.

Noermally, most pecple that has a stroke spends
at least a month in the hospital, at least a month. Seven
days from the day I went in there, I walked through the

front door and I contribute that to my stubbornness, because
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I was told if I wanted te bad encugh I could learn to
communicate with a moter nervous system, and I could walk
and use the arm again, and that's the way I de it.

But I =-- it was difficult for me to do
anything, and tc tell you the plain, honest truth akout it,
I didn't want to de anything. I had t¢ make myself do
everything I done. And for a grown man, I think that's
terrible.

But my wife told me cne evening about Dr. Zekan
and I said, all right, I will go. Ee gave me some tests and

I started taking chelaticon. And after abocut 15 of them, I

felt great.

Q What kind of improvements did you have
physically?

A I always had pain in my left side, especially

in the joints. After I started taking the chelations, the
pain started disappearing, gradually it started going away.
I began to feel better. I wanted to do things. My vision
even improved and, ncw, I'll be 63 years cld next month and
I don't need glasses t¢ read, and not toeo many folks my ages
can say that.

I am very happy and delighted I was able to
take as many of them as I did, because I feel -- I fully
realize they are not a cure for everything, but I really

believe that the basic ingredient in the blcodstream is the
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blood platelets, and they have a tendency to be sticky, as T
understand. As I alsc understand, there is calcium layers
that build up inside the arterial walls, for I doen't knew of
a better ccmpound for bleood platelets to try to stick to
than calcium. And if you can increase the diameter of the
arterial walls just one-tenth of an inch, speaking as a
mechanic, and flow pressures and sc forth, I feel that you
could double the bleoed flow. AaAnd if the blced flow is
properly in the body, I feel that it will deteriorate a lot
of waste, move them out. I feel that it will carry more
cxygen to the lungs and tc the brain, to all cther parts of
the body. And as a net result, you really have to feel
better. And after the Beoard made its ruling, I was forced
to step taking them because he couldn't give them to me, and
now I am right back to the same placs I was_kefore.. I've
got to force myself to do everything. I've got tc make
myself, toe, and I feel that it was quite unethical on the
part of the Board to make a ruling like this on behalf of
the people and myself that I am speaking, that it was
detrimental to our health and well-~-being. And as far as Dr.
Zekan is concerned, I do not believe that there is any more
competent, any more caring, any more honest or any nmore
professional man than he is. Thank you.

MR. HEDGES: Thank you very much.

HEARING EXAMINER MANGUS: Thank you, Mr.
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Townsand.

(Witness excused)
MR. HEDGES: Rockert Stewart.
{(Witness previocusly sworn)
TEEREUPON came,
ROBERT STEWART,
called as a witness in oppesiticen te the rule, whe, having
been previocusly duly sworn according to law, testifled as
follows:
DIRECT EXAMINATION

BY MR. EEDGES:

Q Could you please give us your name and your
residence, please?

A My name is Robert A. Stewart, I live at 128
Burning Springs Road in Belle, West Virginia. -

Q All right, Mr. Stewart, are you a patient of
Dr. Zekan's?

A Yes, I am, and I have been since, I think,
around 1986.

My story starts before that, and I would 1like

te say that I am 63 years old. In 1983, May of '83, I had a
heart bypass and, of course, it was extremely hard on me.
It took me well over a year to get my full strength kack,
but my blood flow was real goecd after that, and aleong in

184, I am thinking around 14 months after my surgery,
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though, I had a secend stress test and Dr. David Namey was
my cardicleogist, and he at that time informed me that after
the second stress test that he was quite concerned because
my blood flow had decreased considerably. And I thought,
ch, my golly, I den't want te go through this bypass again.

And in the meantime, I had met a friend by the
name of Paul Elswick who was telling me abcecut chelation. He
was telling me that they had him scheduled for bypass
surgery but he refused to have it, but instead he was taking
chelation. And I had never heard of it and I thought -- I
was rather skeptical of it and I kind of felt sorry for the
fellow, I thought, well, you had better get your surgery.

But, anyway, after this second stress test,
when Dr. Namey told me that my arteries had started te cleg
again, I got in touch with my friend and asked him,. Paul,
how are you deing, and he said, I'm doing great, I'm back +o
work. I said, you must be kidding. No, he says, I'm back
to work. I said, akout this chelation, is this doing it,
and he said, it sure is. I said, could you get me some
informaticn. He said, I can, and he did.

I read all the information that he could get
me, and now this was —-- this was the first part of '84,
through '84 -- well, this was, I guegs, that part of 's84
when I was talking to him, abcut this time, but he did get

me the information, I read up on it, I went to the library
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and I went to the bock stores down in the mall and found
everything that I coculd on chelation and I read it., And I
thought, gosh, I'll give it a try. I sure den't want to go
through that surgery again, it's terribly expensive, it's
terrikly painful to have your chest ripped copen and both of
your legs.

Se, at this time, my friend was geoing to a
docteor in Huntington, and I can't remember his name, but I
contacted the deocteor and he gave me a physical and se forth
and I started taking chelation there.

I tock 20 treatments, twe treatments a week,
and then from then cn, he says, well, one every three months
for a maintenance is plenty good.

So, I took those until up in 'gs, if I remeﬁber
right, and then he informed me cone day when I was there - =+
taking the treatment that he was going to retire, he would
ne longer be in business. I said, well, what about my
chelaticn, I feel so gocod, and he says, well, there is a
doctor in Charlesten giving it now, and that was Dr. Steve
ZeXkan. 89, he referred me to Dr. Zekan.

In the meantime, I went back and had another
stress test, this was in '85, after I had had this chelation
in Huntington. Dr. Namey said -- he was asking me a lot of
questions, are you staying on your diet, are you getting

vour walks in, and sc feorth, and I said, well, I'm doing the
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best I can. I den't do it every day, but the best I can.
And he said, well, I am amazed, he said, yeour blecd flow has
increased., And he says, I am amazed, and he said, I want to
run scme tests on you te find out why.

So, he up and leaves, you know, and then he
comes back and he says, oh, by the way, he says, I will ke
leaving. He said, I am leaving Charlesten, I am geing to
the Mayo Clinic for a while. But he says, ancther doctor
will take my place and he will ke in touch with you, and I
said, all right,

Well, he left for the Mayo Clinic, I never
heard from another doctor. I ran out of heart medicine. I
felt so geod, I gquit taking it and I didn't get any more. I
haven't taken any since, but I have continued to take
chelation therapy cnce a month since then, and since Dr.
Zekan has quit giving it, I have gone elsewhere to get it,
and I feel so good that if I can't get it in this state, I
will go to Nerth Careclina, I will go to Virginia, I will go
to Columbus, Chio, or where%ér I have tec go to get it, T
will. And right neow, I work for TV Cakle Company, I climb
poles, carry ladders, crawl up under houses, cut ny own
firewoed, I feel great and I give all the credit to
chelation. And that's 1it.

MR. HEDGES: Thank you very much.

HEEARING EXAMINER MANGUS: Thank you, Mr.
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Stewart.

(Witness excused)
MR. HEDGES: Mr. Dever,
(Witness previously sworn)
THEREUPON came,
WILLIAM 5. DEVER,
called as a witness in cpposition to the rule, who, having
been previcusly duly sworn according to law, testified as
follows:

DIRECT EXAMINATTION

BY MR. HEDGES:

Q Mr. Dever, could you state your full name and

|
where you are from?

A My name is William S. Dever, my address is 310
Windwood Drive, Charlieston. . . —

Q Can yocu tell us the reason ycu are here today,
Mr. Dever?

A -Well, I'm here because of chelation. I have
been reading the articles in the paper and I was a little
bit, you might say perturbed about the fact that chelation
had been ceased in this state.

Q Have you ever been a patient of Dr. Zekan's?

A I have never keen a patient of Dr. Zekan. I
didn't know Dr. Zekan, I have never spoken to him. I know

him now by face, that's all.
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Q Okay, have you had some experience with
chelation therapy that caused you to draw ycur attenticn to
what is geing on now in West Virginia?

A Well, I have always maintained a residence
here, but since I love fishing, I spend a lot of time
fishing and I come back and hole up here in the winter time,
as might be said, and like a gocod weood fire, I enjoy a wood
fire and woed heat, so I come hers and heole up in the winter
time when I can't fish, and I noticed the articles in the
paper, but I have had experience with chelaticn. My problenm
starts back when I was about 32 or three years old, which is
kack in the late '50's or early '60's, when I was diagnosed
with coronary insufficiency in a hoépital in RKingsport,
Tennessee, and from there, over the years, 1t progressed to
a place that, ch, T don't know, about somewhere arcund 1980,
I had a severe myccardial fhfarction when I was working here
in Charleston, and spent abcut, I think, 30 days bkedfast
back at that tinme.

and following that, then, later on, I began
having more difficulty and then alcong about 1%82 or '83, the
only way I could continue to work was tec wear a mask over my
face in cold weather so I could get to work, and then it got
so bad that I couldn't walk. I werked at 1106 Quarrier
Street here in Charleston and I couldn't walk to the

Charleston Post Office without sitting down on the curb and
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resting one or two times in the process.

And so, in == it might seem funny, but I had
keen having difficulty with kidney stcnes and I was sent fo
the Cleveland Clinic because of a kidney stone lodged. And
when I got to Cleveland Clinic, they said, well, thers
wasn't no use teo worry about that kidney stone, it would
pass, but 1f I didn't dc something cardiac~wise, that, well,
I think they gave me three to five years to live at that
time, and that was in 19 -- the early part of 1875, hut I'm
still alive and I feel good.

Q All right, and at that time, did you learn
anything about chelation therapy?

3 Not at that time, no. I had the bypass surgery
at that time, came back, and went back tc work, and was
relatively pain free. -After a period of recuperation, I
felt pretty geood and I went back to work and I worked for, I
don't know, two or three years after that. And then the
pain came kack. And I was kack to the place again that I
couldn't walk a city block withecut resting, and a friend
told me about chelatien.

Well, at that time, there was no one here in
Charleston giving chelaticn, back in 1983 and '84, there was
no c¢ne here. There was, I believe, 1t was a psycheclogist or
a psychiatrist over in Huntington giving it, and there was

one in ~-- up in the peninsula, up above Wheeling, and I
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didn't want to go up there, so after I had read all the
material I could find on chelaticn, I started looking for
someone to give me chelatien.

And as a result, I had toc go ocut of state. I
went cut of state, and in the Spring of 1984, I started
taking chelation, and he must have thought after all the
£ests he gave me and the hair analysis, and I didn't have
any hair to spare, he nmust have thought I was in pretty bad
shape because he started me off three treatments a week,
Monday, Wednesday and Friday.

Now, at that time, I was taking, am I permitted
+o mention the types of medicine?

Q Sure. ‘

A all right. At that time, I was taking 46
milligrams of Inderal and 40 milligrams of Iscerdil four
times a day. I was also taking eight Procardia, two at a
time, four times a day. &And I was on patches, either up
here or down here (indicating) when needed.

Se¢, after I had taken six chelaticn treatments,
the patches came off because I had headaches and the doctoer
told me, he said, you are over-medicated. So, I took off
the patches. Well, that took care of it for a little while,
and after I had another treatment or twc, the second weeX of
treatment, second or third week of treatment, I began to

notice that I was having headaches again. So, he said, you
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are over-medicated. And, as a result, I stopped the eight
Preocardia a day.

Now, the other medicatien has dwindled off to
practically nothing at the present time. And this has been
-=- well, that was aleng akout 1285 ¢r '86, I guess, that all
this was occurring, and I had =-- I'll tell vou, I just got
to feeling fine. I mean, feeling fine.

As the gentleman here said, I am akle te handle
a chain saw, I can climb a tree, I can prune trees, I have
the summer, I can lay blocks, I <an pour ccncrete, I can dig
a hele in the ground if I want te, I c¢an do about anything I

want to and I am as near pain free as any cardiac case is

going to get.

Now, I can, by extreme exertioh, and i1f you
don't believe it, Jjust take a hold of my hand here, I could ..
show you a goocd hand grip, and I mean, good muscle, I mean,
gcod muscle tone and I feel fine, and this has been =-- had
it net keen for chelation, I would have keen either -~ I
would have either had to submit to surgery a second time or
I would have been a cardiac invalid by 1%85. And I am not
today, I am still able to fish, I laugh every month all the
way to the bank wheh I deposit my checks. I Jjust laugh all
the way to the kank, I'm happy, I'm in good shape, I'm in
good spirits, I feel fine. As the song goes, I feel fine,

and I'm a little kit like the bey in the Bible when he was
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asked, well, who healed you, and he says, I don't knew whe
healed me, but I can see and I can walk, and that's the way
I feel today. I can see and I can walk.

Q Ckay, and you cocntinue -- do you continue the

chelation therapy today?

A I continue chelation. I continue chelaticen
today, ves.

Q On a maintenance level?

A On a maintenance level.

Q And ycu continue to have good reports from your

cardiologist or ycur physician about not needing any bypass
surgery?

a To tell you the truth, I haven't been back to
that cardiclogist. I haven't been back to that cardiologist
since 13 -- about 1884. I don't need him, so why, why
should I go back to a cardiclogist and let them do an ERG
cn me and say, well, Mr. Dever, you've got a right bundle
branch block. I've known that for years, and that's all
that they ever tell me, sc I feel fine, I don't need to go
back. The thing that really sticks in my craw is why in the
world not only the medical profession can't see this, but
why in the world =-- well, I know cone reascn they can't see
it, but wahy in the world the insurance companies, these
reople whe pay all these bills, why in the world they can't

see through chelation and see how much it saves.
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If you've read the article I sent to the paper
the other day, nmy treatment cover seven years has cost me
approximately $5,000 and I got scme of that back. But if I
had submitted myself back in 1984 to a second bypass, your
books today says it ceosts $32,465, I believe it is, and now,
that's a big difference, $5,000 and $32,000, that's a pig
difference.

So, why the pecple who insure us can't
understand the wvalue ©of chelaticen and why they can't say,
well, we are going to pay for that chelaticn when it keep so
many people cut of the hespital.

I had had ne kidney stones since. I passed two
steones, but they were soft,lthey weren't formed stones. I
have beén diagnesed as having chreonic lymphatic leukemia,
that's fine. My blcod pressurg yesterday was 122 over 52,
122 over 62 and, buddy, I feel good.

M=. HEDGES: COCkay, well, thank you very nmuch.

HEARING EXAMINER MANGUS: Thank yvou, Mr. Dever.

(Witness excused)
MR. EEDGES: Dr. Rocbert Bock.
(Witness previcusly sworn)
THEREUPON canme,

ROBERT B OCKEK, M. D.,

called as a witness in cpposition to the rule, who, having

been previcusly duly sworn according to law, testified as
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follows:

DIRECT EXAMTINATION

BY MR. HEDGES:

Q Okay, would yocu please give us your name and
where you ars from?

A Dr. Robert Bock, Charleston, West Virginia,
born and raised here.

o) All right, Dr. Bock, have you had any
experience with chelation therapy that you wanted to relate
today?

A Yes, I have. I have kxnown Dr. Zekan for many
years, have operated on many patients with him, and he is an
excellent doctor. He has, in spite of being a surgecn,
vascular and general, he deoes everything he can, I think, to
keep from operating on patients and trying fo study all the
effects of nutrition and everything else in order to help
patients in a way that they can improve their health.

In 1984, I had a cardiac arrest that required
everything, the CPR, the paddles, and everything elses to
bring me back, and a week later, I had cardiac surgery, five
bypasses.

Following that, of course, Dr. Zekan and T were
well-acquainted, he talked to me about chelation and gave me
literature to read on the subject and I visited his office

several times to understand it a little bit more.
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At that time, Dr. Kenneth McDeonald was taking
chelation from Dr. Zekan.

Dr. McDonald had marked circulation impairment
and he was a diabetic with having trouble maintaining his
blood sugar level, and through chelation, he showed marked
improvement. And I know several times that I talked tc him,
especially while trying to find a vein for him, that he told
me how much improved he was with chelation.

I think because of finances and because of the
fact that he worked three small jobs at that time trying to
make ends meet, he quit taking chelation, and it seemed like
it was a rather short periocd of time after that he went
downhill and died.

I started taking chelation in late '84, and
have had some 90 or more treatments from Dr. Zekan. I have
never experienced any bad effects from the chelation.

As far as improvement and things like that,
it's a little difficult teo tell without having further
angicgrams and things like that done that I haven't had
done, but the ophthalmeclogist that locked in my eyes
recently said that the vessels look very good.

I don't have particular preblems with
circulation. I haven't had angina or trouble like that
until recently it seems I have had scme peculiar chest pain

that I have noticed since I stopped chelaticn, but I think
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it definitely has been a benefit to me.

I have read, ch, volumes of literature sitting
in Dr. Zekan's office on the subject, and there seems to be
such a fantastic amount of literature that shows gocd
results from this type of treatment that apparently it is
well werthwhile.

Q Qkay, is there anything you would like *o say
to the Beoard to conclude what your opinien on the
effectiveness of chelation therapy is and what you weuld
like to see done by the Board?

A I feel that their lack of understanding of the
treatment and what it means is the reason that they made
their decision, and I think that a little more study into
this on their part would help a whole lot and that they
prokably weould change their mind if they had the lock at it
that I have had.

MR. HEDGES: OQkay, well, thank you very much,
Dr. Beck.

HEARING EXAMINER MaANGUS: Thank you, Dr. Beck.

(Witness excused)

MR. HEDGES: Tom Andrick.

(Witness previously sworn)
THEREUPON canme,
THOMASES B. ANDRTICK,

called as_a witness in opposition to the rule, who, having
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been previously duly sworn according to law, testified as

follows:

DIRECT EXAMINATION

BY MR. HEDGES:

Q
residence?

A

Q

Zekants?

0 w0

A

later on.

Could you please state your name and your

Thomas B. Andrick, Philippi, West Virginia.

okay, Mr. Andrick, are you a patient <of Dr.

Yes, gsir.

and for how long?

I started back in '85 going to Dr. Zekan.
For what reason? )

wWell, I had ancther problem, but I found gut

My wife had had open heart, you know, this big

thing opened up and putting in bypasses. Well, I tock her

there and he suggested I take 1t because I had had 18 or 1%

feet of my small intestine taken out and I lost my natural

immunity, T was taking heart medicine, I was taking this

kind of medicine, that kind of medicine, and soc he said, it

may help you,

try it, and so I tried it, and it helped ue.

I got off my heart medicine and got off all this medicine

and my wife got a lot better. And now, she is not going to

be here today because she has gct this £lu geing arcund, but

I'm saying people are a little bit on the dull side. The
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Bible tells us, healeth knoweth doeth goodeth, gocdeth net,
is a sin. I think we've got to learn what to do goed and
where the evil is, you know, and not throw any rocks.

I taught school for 40 years, I have a Master's
Degree and 45 hours towards a Ph.D., or whatever you want to
call it, and now, I've learned a few things by working with
kids, and we learned with opium.

Now, I've had tweo seclutiens, we can go back to
Hitler and then we could kill all the old peocple, do away
with us and that would solve the problem, or we can continue
chelation and let us live in peace and harmony and enjoy ocur

last few years healing Godis footstool.

Q So, both yocu and your wife took the chelaticn
therapy?

A Yes, sir.

Q And what kind of improvements did vou have in

vour health?
A Well, I can tell you the truth, buddy, I can

climb the biggest tree, and I'm 70 years old. I mow lawns,
I've raised 150 gallens of raspberries and I've got 20 boxes
of bees, I hunt, I run, and I feel good. But now, I have
been kind of getting a little sluggish, I've been ocut of it
six months, and I don't know why, I'm going to go scmewhere.
I haven't been. I may have to drive up to Pennsylvania or

down over in Virginia somewhere, but I'm geoing to have to go
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back on it, and my wife, too, because she has been, and you
Xind of get dull sometimes.

Q Ckay, what kind cf improvements did she have
from the chelation therapy?

A My lands, she was sitting arocund like an old
drone, so to speak, and the doctor can tell you, you can
leook at her records, and went over there to the cardioclogist
and went back and he said, ma'am, what are you doing. Aand
she never told him. He +told us before, he said, that
chelation didn't amount tec a hill of beans, and I'm neot
geing te mention no names, but she took the stress test andg
she had the best stress test that she had ever had from the
time that she had the open heart, and that was back in 185.
So, there's records here and I can get the records for vou
and the medical people, and I think we need to do a little
homework. You know, in schoel we had toc do a little
homework. You had to prepare to teach a class, and I think
we've got to prepare in this life to make a final decisien.
Qut of the blue don't work, vou know. I do a little
preaching, too, you might know that. I read the Bible a
lot, I believe in the Lord and Saviour, Jesus Christ, and I
believe that you showed things that is on the up and up, not
ocn the down and down, not on the political realm, but a
straightforward gospel preaching or teaching and doing

things that's right, and I believe Dr. Zekan is the most

. ——
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sincere doctor I have been == I had 22 specialists in
Methodist Hospital in Indianapeclis, Indiana, and I got ready
to leave and they said, don't thank me, thank that man
upstairs, called God Almighty, the man upstairs, said don't
thank me, and they told me, they told the family twice that,
he isn't going to make it, you know. I had this -- ch, this
problem, you know, the kidneys went bad and everything went
bad and I wasn't geing to make it, but the Good ILord and the
doctors and now, I'm not throwing no rocks at the deoctors,
but the old doctor, cone deoctor member come in and he said, I
saved the best for last. Come in at 11:00 or 12:00 at night
to see me, because they had this Legionnaire's Disease in
there and they was dying all around me and she was checking
me out, she was a dector in communicable diseases, she said.
Dr. Israel was her name, Methodist Hespital, a nice cld
lady, but she said she saved the best for last, and I hope
this is the last speech I make, will be the best for laskt,
because I believe we need to get our ears open and listen
and study that show thyself approved unto Ged Almighty. You
Rnow, we are all educated people, just act like it, just
don't do like Hitler and take it out and kill the pecple or
throw the old pecple aside and tell them what they have to
do. Let them have a choice. This is good cle' United States

of America and I appreciate it, I thank Ged fer it, and

that's all I have toc say.
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MR. HEDGES: Thank you very much.

(Witness excused)

MRS. ANDRICK: May I add cne thing? This is my
brother-in-law, and this is my husband, Will Andrick.

HEARING EXAMINER MANGUS: All right.

MRS. ANDRICK: I think that the West Virginia
Medical Board made a big mistake because they are driving
pecple cut of state for these treatments and losing business
that they could have right here in Charleston or Huntington
or Beckley, or anywhere else, and we've done those things,
like 1t was mentioned earlier, we have done those things for
so many vears, it's time that we woke up and had the
treatment right here for the people. -And my huskand and I
are going to Pennsylvania for our treatments. We go cnce a
month noew, we are on maintenance. We have had 35 or 38
treatments together.

HEARING EXAMINER MANGUS: And so you all are
going out of state?

MRS. ANDRICK: We're geing cut of state, and
some other people have mentioned they are geoing out of
state.

VOICE: We are, too.

MRS. ANDRICK: Seo, I don't know how many ars
going cut of state, but, yes, we are.

HEARING EXAMINER MANGUS: Just for a show of
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hands, how many are going out of state?

VOICE: I will go cut of state if I have to.

EEARING EXAMINER MANGUS: Thank you very much.

MR. HEDGES: Bobk Dawscn.

(Witness previously sworn)
THEREUPON came,
ROBERT T, DAWS ON,

called as a witness in opposition to the rule, whe, having
been previcusly duly sworn accerding to law, testified as
Eollows:

DIRECT EXAMINATION

BY MR. HEDGES:

Q Mr. Dawscn, could you state your name and wheras

you are from?

A Robert T, Dawson, I'm from Charleston, West
Virginia.

Q All right, Mr. Dawscn, are you a patient cf Dr.
Zekan's?

A Yes, sir.

Q Okxay, and how leong have you been a patient?

A Since the 28th of July, 1983.

Q Ckay. What was the r=ason or the reascns that

vou went to Dr. Zekan?
A Sir?

Q What were the reasons you went to Dr. Zekan?

94(1q2.
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A Well, the first time I met Dr. Zekan, I was in
the emergency room and I had a, what do you call it,
gangrene of the coleon, and my dector at the time, Dr.
0Ot'Dell, said he could de the work for me but he had somekedy
else that he thought could do it better, and so he brought
Dr. Zekan in and he's the one that cperated cn me. And I've
keen goling to him ever since.

And when I was in the hospital, after I come
cut from that operation, I was in awful bkad shape. I've
keen sickly most of my life anyway, but cne of the things
that I got ocut of that operation, I had a coclestomy and the
thought of having that thing for the rest of my life just
tore me all to pileces.

Well, he told me if I would do what he said and
take care of myself, probably in nine or ten months he might
e able te put my colon back like it was suppesed to be.

Well, I started walking and he started giving
me the chelation treatments, and instead of nine or ten
months, it was six months. He put me back in the hospital
and put it all back.

And my only trouble is, I am afraid I will go
off and die and leave scmebedy a big bill and I run my kill
up so high that I wouldn't take mcre until I could get it
paid. Well, I've been on and off and on and off and the

last time I went tc go on, well, of course, you all put a
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stop teo it, somebedy put a stop to it.

But like the gentleman said down here a while
age, my bicod pressure used to run, ch, 19C cover 130, or
I've had it go as high as 225 over 125. I went te the
doctor in Dunbar before I met Dr. Zekan, and he said, you
had ketter gc heme and rest or you're going to explcede.

Well, like the gentleman said a while ago, my
blocd pressure now runs neormally between 110 teo 130 and 155
and 170, énd if it wasn't for that, I wouldn't even be hers.

I have had 27 cperations, I think, since 1876 =-- or
g6, and I had a massive heart attack in 1976 on the 20th of
July, by the way.

And my problem is I can't have a bypass’
surgery, even 1f I wanted to, because they told me if they
ever put me to sleep, I might not wake up again. So, I took
the chelation instead and I am much beéetter off =-- I am here
tecause of the chelation, that's the only reason I am here.
I should have bkeen dead ten vears age, but through taking
that and listening tc ny docteor, why, I'm much better off
than I was.

And, see, not only am I doing this for me, but
are you interested in something I know about perscnally? I
had a friend that worked dewn at the rubber plant with me,
his name was Bill Gerdon, and the last time I seen him about

a year and a half or twe years age, he was in awful poor
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shape. He has got -- I think he's three yvears older than me,
he!'s 72 eor 73, scmething like that, and I didn't recommend
him teo Dr. Zekan but somebcdy else did, and the last time I
seen him, he was pulling out of the lot over there and he
lost about 60 pounds, he was jumping up and dewn like a
young man and said, Bok, you wouldn't believe it, and I
said, ves, I would, It've already taken it.

aAnd another one that I can remember was when I
first started taking that chelaticn. There was an elderly
gentleman and he was, ch, I guess early 70's, and when they
first brought him in there, they had to carry him in most of
the time and sit him in the chair. And he would start his -
treatment and, of course, he would stay for four hours. I
usad to envy him. And the last time I seen him was about
three or four months age, was down to the pharmacy in Big
Bear and he was walking arocund in there like a young nan,
with one cane. I think he is about 88 right now or

scmething like that, 89, so thers must be something to it.

Q And did you ever have any 1ill effects from it?
A Not neothing in the world.
Q So, are you now going out of state or just

heping it will ke brought back iIn West Virginia?
A No, I'm walting to see 1f it gets back with Dr.
Zekan. Well, in the f£irst place, I ain't able to gec ocut of

state, and I can't afford to go out of state, but I was
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hoping that this thing here would get the chelation back
like it was.

I was very, very upset when I read that letter
where the Medical Beoard said he was, what was it,
untrustworthy, dishonest, or something. I thought that was
very bad taste, because the man has done nething in the
world but save lives as long as I have known him.

Q 5S¢, you don't want to chose another doctor and
have to go out of state, you want your choice to be hers in
Charleston?

A I would rather be here. I mean, if it gets
bad, I might have to, but I don't want to if I don't have
To.

Q Ckay, was there anything else, Mr. Dawson, you
would like to conclude with?

A No, that's all I c¢an think of, everything I
know -= everything I can tell you about it has been good,
but I can't tell you neothing bad about it. I have had no
side effects whatever and my blood pressure went down. T
used to take three Visitex a day, each one was 40
milligrams, and that's six or eight months ago, and just
keep coming down, coming down, coming dewn, and now I don't
have to take anything. I haven't taken anything for twe

months.

I had cther medicines that I had to take at the
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time., I've -- well, I used to have a whole page full and
now I only take about four or five. Se¢, there's that
difference.
MR. HEDGES: Okay. Well, thank you very much,
Mr. Dawson.
HEARING EXAMINER MANGUS: Thank you, Mr.
Dawson.
(Witness excused)
HEARING MR. HEDGES: Irene Haynes.
(Witness previcusly sworn)
THEREUPON c¢ame,
IRENE HAYNE S,
called as a witness in cppositicn tc the rule, who, having
been previously duly sworn according to law, testified as
follows:
DIRECT EXAMINATTON
BY MR. HEDGZES:
Q Could you just state your name and where you

are from, Ms. Haynes?

A Irene Haynes, 32 Sunset Drive, Charlestcn, West
Virginia.

Q And are you a patient of Dr. Zekan's?

A Yes.

Q For how long?

A I started going to him in '8s.
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Q And can you briefly summarize for us what
experience you have had with chelation therapy?

A Well, I had open heart surgery and two years
later, they said I needed it again. And I wouldn't =- I
didn't agree with that, I mean, I wouldn't hold still for
it, so I went along until I had a severe gall bladder attack
and I was in the hospital and they couldn't stabilize my

heart to do surgery.
So, for nine days, I had nothing but chipped

ice. I lost 17 pounds, which was good, but not that way.
But, anyway, when I got out, well, my family docter, Dr.
Cavendar, told me -- and Dr. Selinger was my cardioclogist,
and they said, well, you are geing to have to have that gall
bladder, but den't wait until you have another attack.

o, I went aleong for about a year and Dr.
Cavendar Kkept telling me to get somecne, so I said, who
would you suggesit, and he said, well, get one of these voung
doctors, he said, Dr. Hamrick or Dr. Zekan are very good.

So, I went over to Dr. ZeXan's office and told
him what he would be against, that I had this heart problem,
and he gave me the bocok to read, and after he did a lot of
tests and things. So, I called him after I read the bock
and sald, start me cut.

So, I took 20 treatmenits and he said, it's

about time for us to do your surgery before you have another
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attack, and I went in the hospital, had my gall bladder
taken out, and in four days, I was home.

Seo, I had been taking cne and twe a month ever
since, until it stopped, and I can feel the effects of not
having it.

0 Okay, and did you have any effects while you
were on the therapy as far as i1l1l1l effects?

A Nene.,

Q And what kind of effects are yvou having now,
now that you are off7?

A Well, I have had two minor angina attacks.

Q Okay, so you are still seeing Dr. Zekan, but

you are unable to get the treatment that you want?

A That's right.
Q Is there anything else you would like to addz
A Nothing except I hope they do something before

it is too late for all these people. I weould love to see
them all in months and years to come.

MR. HEDGES: OQkay, well, thank you very much.

HEARING EXAMINER MaNGUS: Thank vou, Ms.
Haynes.

(Witness excused)
MR. HEDGES: Bea Burgess.
(Witness previously swoern)

THEREUPON came,
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BEATRTICE BURGES S,

called as a witness in copposition te the rule, who, having

been previocusly duly sworn according to law, testified as

follows:
DIRECT EXAMINATION

BY MR. HEDGES:

Q Could you state your full name, please, and
where you are from?

A Beatrice Burgess, and I am from 117 Lock

treet, Nitro.

Q Ms. Burgess, you spoke briefly at the end of
the last hearing in this matter, but there wers a couple of
things that you didn't have an cpportunity te talk teo since
we ran out of time, and I just would like to give you an
opportunity now to add what you were talking about at the
last meeting.

A All right, thank you. I went to a meeting on
woemen and health down in Virginia in the early '70's and I
heard Dr. Elmer Cranton speak. There was also a young woman
docter and she was ocutstanding, she was Jjust simply
cutstanding., She crdered special diets for her patients
when they were in the hospital, good diets, and I was very
interested in finding a preventive health doctor and there
weren't any arocund that I Knew about. I kept listening for

it but I couldn't find any.
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I had moved from where I was and come to the
Charlestcn Area In '86, and I needed a doctor to write my
prescriptions for me, arthritis and allergies and things,
and I went to Dr. Popescue and he did a work-up on me and he
said, I don't like what I'm hearing. And he did a stress
test and I just flunked it flatter than a flitter. I didn't
do anything. And he said, have you ever had any heart pains
and I said, no. And no pains of any kind, and I =said, no.
He said, vou have had a massive heart attack, and it was a
silent one, and most pecple den't recover from them, they
Just die in their sleep, and ycu will take care cf ycur
heart first and your arthritis and allergies and etc. later.

So, I started with him in '86, and then in '87,
he died, and I was without a deoctor again.

After I retired from chuxch and community
ministry, I took three little churches and so now I am
serving three churches, and the clergy had a seminar, they
have a CAPS procgram over at St. Francis Clergy Associaticn
for pastoral counseling, and one of the programs‘Was, "a
Surgeon Looks at Preventive Health."

So, I went and I heard Dr. Zekan talking akout
free radicals. I understood that, I had chemistry in
college. And I heard him talking about oxidation, several
other things, and sc I feound my preventive health doctor,

and he has been my doctor since then.
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and as I went to him and got the test results
after he had done all the tests, I have never in my l1ife had
heard of anyvone who gives the tests that he deces. And he
was looking at all this string of all these elements in our
bedies =~ in my bedy, and he said, you are the first patient
I ever had that didn't eat too much kread. And I said, I am
allergic to white bread. But that really puzzles me, you
know, I lecok at all the chemistry and I don't know what he
was looking at, but I resally did appreciate that.

S¢, he teld me == I come from a family that has
a lot of strokes, heart trouble and so on, and he said I
should be on chelation, and sco I started immediately.

And I have bkeen on it for a leong time, hecause
he has never put me on maintenance. I cocme twice a month,
or every cther week, and I fear Alzheimer!s, ny mother had
Alzheimer's. We had five really bad years with her at the
last of her 1ife and I fear this greatly. And so it was
really interesting after I had taken a lot of these, and I
go like crazy, I am busy, and so I didn't notice for a
while, but after a while I found cut my memery was better,
it was much better. I found out my diabetes was better, my
heart problems were =-- thers was no preoblem, and my
arthritis was far less in pain.

And so, I was feeling really, really gcod akbout

that.
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I gave to this Beard a copy of the tomato
effect that one of cur experts talked about. As I talk with
peocple, it's amazing how that tomato effect takes effect,
you know, we just cannot go against the prevailing medical
opinions. And as I sat in his office and read articles
here, there and yonder, and all the books that he has, I
read one on nutriticnal factors in cardiovascular disease by
Dr. Gakey. And the latter pointed ocut how the small
deficiencies in our body cause heart problems, and I an
really impressed with this. 2aAnd so that's the reason I made
it available to the Board.

But I want to read the last little bit here
because I have said what I wanted to say. "I look forward
to the day all Americans will be required to have 20
chelation therapies before having bypass surgery, as scme in
other countries now do. I lock forward to the day the
medical profession puts great effort into keeping us healthy
instead of patching us up by surgery after our illnesses
have beccme unmanageable. I lock forward to the day the
mothers and schools of the land kneoew how to feed our
children to keep them healthy and do it." And I am just
appalled at how much white wheat, and sugar we continue to
get,

In the six months we have been denied treatment

by chelation, my short-term memory has deteriorated greatly.

AOR,
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I am suffering pains in my left arm from my heart prcklems,
and that was the pain that I had that I finally remembered
from my first heart attack, and my arthritis is eout of
control. I was talking to Dr. Zekan and he said that he had
come before the State Board of Medicine about a year ago to
tell them about chelation therapy and this just made me
wild.

Since I believe this Boaxrd has been derelict in
its duty te inform Dr. Zekan of the public hearing on
chelation after he presented the Board with information on
¢helation a year age, I have instxucted my nephew to sue the
Board of Medicine if I suffer a debilitating stroke or heart
attack kefore you correct your error and allow us to again
receive chelation therapy. and I plan to go to the dector
who is the expert on Alzheimer's and have him check me ocut,
because right now, my mind is not what it was in Jufe whén
we were still taking chelation, and I know that.

I asked Dr. Carter, I was very impressed with
Dr. Carter, particularly, if they knew anything about
Alzheimer's with chelation therapy and he says, yes, we know
that it greatly prolengs the cnset of Alzheimer's, and so I
want to be back on chelation therapy. Forty percent of the
children of Alzheimer's patients will have Alzheimer's. My
family and I studied it when mama was going through, and if

there is any way I can aveoid it, I want that, and I know
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this chelaticn therapy is helping in this point.

I want to say that I heard Dr. Bsharah as he
was taking therapy cne day, he had a young friend come in,
and he said, Dr. Bsharah, what are you doing here, and he
said, I have very poor circulation in my lower limbs and I
went to 10 or 12 docters and none of them helped me, but
this helps me.

2And I have a 93-year old friend up in one of ny
churches who has diabetes very badly and she got so she
couldn't walk, her right leg wasn't moving. She had talked
and complained akout her hands tingling and her feet hurting
for a long time and I told her about Dr. Zekan and
chelation, but she wasn't ready.

Well, the day she couldn't get on the bus to go
te the senior center, she called me and she said, Bea, I
think it's time for me to go to your docteor. And so I
brought her down and he suggested she have ten treatments.
And after the first treatment, she never again drug that
leg. And she loves apples and she was complaining because
she couldn't peel apples, and after the third treatment,
even though it wasn't easy, she went back to peeling apples.

Every treatment, I would ask her, are vyour
hands any betier, and she said, no. Aand after the tenth
one, I asked her on the way home, are your hands any better,

no. And the next morning, she gave me a call and she said,

ALR
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Bea, my hands are better. So, this is something special for
diabetics. I have worked with clder adults for 34 years, I
have been on the Hesalth Systems Agency, I will be on the new
Health Cost Planning Commissien, and I think this is one of
the finest all-around treatments for the many, many chronic
diseases that the older adults get, and so I say this from
somebody who has felt for many, many yvears that we had a
missing link in the medical profession. And I beliesve the
problem is in the medical schools because some doctors get a
half to one course in nutrition, and we have neglected what
goes 1lnto our mouths that affects our body or what decesn’'t.
And se I really -- I admire Dr. Zekan, I enjoy Dr. Zekan.
Nobody said this, so I want to say how much I enjey Dr.
Zekan. I think he has a photographic memory. If you ask
him a question, you may get about a chapter, vou knew, when
you really wanted just an answer. And I also think he is an
ocutstanding chemist. I think he is one of the finest
chemists I have ever seen in my life. He knows his
chemistry and he speaks his chemistry in terms of foecd and
chemicals and medicines. He talks in all various languages
that have to do with your bkody, and I think he is a genius
when it comes to this chemistry bit, so I really salute him
on that.

The first time I saw him, I said to him, vou

know, you are not very bright, and he locked at me, and I

AOR.
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said, you will make a lot more mcney deing surgery than you
will doing preventive health, and he waited a ninute and
then he said, but this needs to ke done.

My last statement, I salute those medical
schools which have remained faithful te basic nutritional
research and I deplore the closed-minded stance of the
medical profession in cpposing se strenucusly this emerging
branch of medicine. Thank you very much.

HEARING EXAMINER MANGUS: Thank you, Ms.
Burgess. Dces that conclude yocur testimony?

MR. HEDGES: That concludes the testimony, ves.

(Witness excused)

HEARING EXAMINER MANGUS: Is thers anyone here

who wants to speak in favor of the Board's ruling?'
(No Responsea)

HEARING EXAMINER MANGUS: Hearing none, we will
declare this hearing concluded. And let me say, because
there has been a number of you who have mentioned to me your
cencern about the usual bureaucratic delays that seems to be
characteristic of anything connected with government, I have
heard your message, and particularly as it relates to trying
to expedite this informatioen to “he Board.

I have to again point out to you, however, that
the Board has certain procedural processes that it has to

follow in order to make these things legal and to keep the
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other lawyers from hassling themn.

So, we will try to get this information te the
Beard for thelr recommendations just as gquickly as pessible.
I would like to ke able to tell you when this would happen,
I can't. I do understand, though, that we have had special
efforts to get our transcriptions done so that the Beard is
doing everything it can to expedite this matter, and I
certainly appreciate your all's patience and your
considerations. Thank you.

VOICE: May I say something?

HEARTING EXAMINER MANGUS: Yes, sir.

- . (WEEREUPCN, the hearing in the akove

matter was closed.)
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HEARING EXAMINER MANGUS: Good morning.

My name is Jim Mangus, and I am from
Charleston, West Virginia. I am a physician in private
practice, and I am here to be a hearing officer today for a
petition from Dr. Steven Zekan.

I would like to start off by asking twe things.
First of all, any of you who want to present some scientific

evidence this morning, I would ask that you sign up here.

Also, for those of you who would like to make a
personal testimony, I would like to try to delay that until
this afternoon, and we would like for you to sign up on a
different sheet of paper, if that is okay.

‘ There are still a few people ocutside, so, we
will try to take care of some of the mundane details. I
have found ocut two things, we do have rest room facilities
ocut here on this flcor, and, secondly, there is no coffee.

I would like to try to conduct this in a fair,
equitable and pleasant manner and sc that we all feel like
your trip was worthwhile today.

I would ask that any time you have a question
or feel that something is not going the way you think it
should, then if you can raise your hand, then, I will try to
recognize and let's get it right at that peint rather than

having to go back and rede it later on.

Let me just do a couple of things to start
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with. In looking over the issues here, my understanding of
the problem is as fellows: There is within the Board of
Medicine's Rules and Regulations a section that states, -
"acts declared to constitute dishonorable, unethical or
unprofessional conduct, as used in these regqulations in
Section 12.1(e), dishonorable, unethical includes but is not
limited to the use of chelatien therapy for diseases and
conditions other than acute hypercalcemia, blood poisoning
and intoxicaticons caused by some other heavy metals.®

VOICE: Parden me, sir.

HEARING EXAMINER MANGUS: Yes, ;ir.

VOICE: When did they make those rules on that?

HEARING EXAMINER MANGUS: Okay, this rule
became effective, my understanding, and I will stand
corrected, and at this point let me recognize Ms. Deboranh
Rodecker who is an attorney with the Board of Medicine who I
asked to come today tc Xeep this thing as legal as pessible,
if I could use that term.

I am not an attorney, I am a physician, and I
am here to try to take the testimony to make a
recommendation to the Board bkased upon the evidence
presented here today for thelr consideration and acticn as
it relates to this particular rule in the Board of Medicine.

And, Ms. Redecker, my understanding is that the

rule became effective July 1, 1991, and, however, the
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informaticon that was developed prior to this, cf course,
the hearings and so forth were held before that.

Doeg that answer your dquestion, sir?

VOICE: No, sir, I don't remember seeing it in
the paper about any hearings or anything abcut this.

VOICE: Was the public notified about hearings
in chelaticn therapy?

HEARING EXAMINER MANGUS: I have no copy of any
pubklished publiec hearing on it.

VOICE: Isn't that a little unfair?

HEARING EXAMINER MANGUS: I am not here to rule
conn that.

Sir?

VOICE: My House member ana Senate menber in
Preston County, I talked with them abcocut chelatien therapy, —
and the first thing he said to me, what is it? And I said,
do vou mean yeou passed a law down ﬁhere that cuts me out cf
taking chelation without knowing what it was? 2And he said,
I must have, he said, let me checX on it.

So, he went back and he checked, and he was man
enough to come bkack and tell me, he said, we evidently
passed it, and I said, you Know, this, I can't believe. I
have known you pecple to go down there and dec a let of
things, but, I said, I spent $32,000 for my wife, and I will

get this this afternoon, but I spent $32,000, had two
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angioplasties within six weeks, and I just =-- well, I have
tossed $£32,000 out here, I spent $12,000 on chelation, and
my wife, sir, is living proof of it. She hasn't -- this has
been two vears, and she hasn’'t had to go kack for any more
angicplasties or bypasses.

Thank you.

HEARING EXAMINER MANGUS: Thank veou, sir.

I think there are two things, then, that are in
question, and the first is what was the nature of public
notice for the hearing on this rule change, and, secondly,
the fact that some of the legislators may rule and pass laws
for which they have no understanding. o

Yes, sir?

MR. SEELEY: Maybe counsel for the Beard could
relate the ceonversation that we just had this morning akout
the fact that there really was =-- there was no public
hearing.

MS. RODECKER: I will be glad to talk about
that, and I will be glad to state that to yeou, but I would
like to say one thing, and that is that Dr. Mangus has given
up his day to come here and listen to what you all have to
say about why you may or may neot 1ike the rule, and the
forum that is here is for that reasocn.

And if you want to spend a lot cf time talking

about the process beforehand, I have been asked to dc that,
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and I will be glad to do that, but that really was not the
purpose of today.

Now, what the Board did was to go through the
legal process that the Legislature told the Board it had to
go through in adopting this rule. The Roard used the same |
procedure in this case that it uses in the case of any rule
adoption.

What it did was it filed with the Secretary of
State, which is a public office, its propesed rule, and it
sent that proposed rule tec the professional asscciations,
and that is what it is required to deo, that is what the law
says that the Board must do.

Then the Board went on from there, and the
Board proceeded to file all the forms that the Legislature
requires it to £ile, and the Board went through the process
of the Committee, the Legislative Rule Making and Review
Committee, where the Board is asked questions.

No one filed any comments, and the Legislators
did not ask any questions about chelaticn therapy.

In fact, the Beard was not aware at any point
in the process that there was any consumer that did net like
this rule.

Now, the Board did everything it was required
to do; the Board did everything that it always does when it

adopts rules. The Bcard has learned since the rule became
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law that even though it went throcugh the lawful process that
some pecple were upset about the rule, and, so, the Board
has given you this day to hear what it is you have to say.

And, again, I would say to you, if you are not
happy about the process, this teday is neot the forum to
spend a great amount of time complaining. Dr. Mangus is
here to listen to what it is you have to say about the rule,
and I think vou will find him a fair and open person, and he
is going to submit teo the Board hils recommendation, and the
Board members will receive a transcript ¢f what you have to
say today. The Board members will receive all the evidence
that you submit today-

S0, please, before you get 2ll upset and start
accusing the Beard of deing seomething that you didn't know
about, trv to remember why you are here and make this inte a
productive day. Qkay, thank you.

HEARING EXAMINER MANGUS: Yes, sir?

MR. SEELEY: What I would like to do is maybe
help the Hearing Officer in developing thaé type of
testimony and would like an copportunity to make a brief
opening statement and teo introduce the flrst witness, 1f I
may.

HEARING EZXAMINER MANGUS: Yes, indeed, again,
Just teo reiterate, what I was hoping we could do today is

open up with the scientific presentations and evidence, take

AOR
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L a break and then come back and fellow this up with your

2 || personal testimonies.
3 Again, as Ms. Rodecker has pointed ocut, I am
4 here te listen to what you have to say, not to corrsct the
5 process of the Board, but to make a recommendation to the
§ Board of Medicine based on the evidence that we hear and see
7 teday as te whether cr‘nct this rule should be changed, and
8 with that, then, let's méve into the first scientific
9 presentation.
10 MR. SEELEY: Well, let me make an overview of
11 the circumstances, and I apologize for making some reference
12 to the rule making, but let me say that in many cases, and I
13 think that everyone would agree, there is a procedure for a
14 public hearing, but this particular rule did not have that
—-15 |i forum, it was a common pericd instead of a publié hearing.
18 | Number two, the professicnal associations that
17 were contacted did not include the two associations who have
18 || the clearest picture cf chelatieon therapy, the Academy for
19..|| the -- the American Academy for the Advancement of Medicine
20 and the American Becard of Chelation Therapy, the twe
21 organizations, I might add, national organizations, were
22 never contacted for any type c¢f comments.
23 Instead ~=- well, let me end it at that point

24 and let me sort of review where we are in this particular

25 type of process.
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Dr. Benjamin Rush, wheo was cone c¢f the signers
to the Declaration of Independence, wrote, "Unless we put
medical freedem into the Constitution, the time will cone
when medicine will organize into an undercover dictatorship
to restrict the art of healing te one class of men and deny
equal privileges to cthers."

| Well, that freedom of choilce has keen protected
in the Constitution for some time,‘nc one would deny that.

Today, we neaed te explain how this particular
rule attacks that fundamental right, how it is an abuse of
the state'!s police powers, why the ban is wrong, why it is
wrong from a legal standpeoint, why it is wrong from a
scientific standpoint and why it is wrong from a medical
standpoint.

SR Now, the question is why was +the Board misled
inte passing this rule? Well, scme wculd have you believe:
that that =~- that the oppositicon to chelation therapy comes
frem an econecmic or anti-competitive nature, that there are
those within the medical arena who are opposed tc it because
it would take away their ecconocmic well keing.

I might suggest to you that bypass operaticns
have been confirmed by the U. 8. Government in 1978 by the
Cffice of Techneclogy Assessment not te ke =- neot to lengthen
life.

I might point out that the ccst of bypass, as
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mentioned by the gentleman in the back, versus other
surgical procedures, a sharp contrast, in that in this day
and age within states where Medicaild and Medicars pressures
are becoming more and more intensified, that these cost
containment measures should be addressed and encouraged by
medical boards because this is a much more economic approach
to the solution of a proklem that this country has

overwhelmingly.

The other thing that is important is that this
Beard was misled because they weren't given the infcrmation
on the scientific basis nor the medical basis. They weren't
told, and the recerd, and I think the dector will be able to
show what was prasented previcusly and what the Board had to
look at, the evidence that they had, and it will show that
of the medical literature, it will show that they weren't
even aware that there is an IND filed with the FDA today to
actually expand the package insert.

They won't have in the record anything about
the fact that Alaska and Washington have passed laws teo
ensure the puklic's right to seek alternatives methods as
long as that patient isn't subject to harm, and that is a
very important concept to the State of West Virginia.

The leading case, Best versus Cobb, talks about

the appreopriateness of having the state impose restrictions
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on the practice of medicine. There has got to be a public
harm, there has got to be a public health issue involved.

Do you know of anybedy dying of chelaticn
therapy? Has anybody —-- has anyone heard of a public danger
to your neighbors bkecause of chelation therapy?

I would suggest that the law in the State of
West Virginia mandates that the Board not use its police
poewers or its rule making pewers unless there is a public
danger, where there is a public health problem, and that is
not what we have here,

There was a suggestion -- some of the material
submitted to the Board was submitted by a docter who said
that the State should take the same type of approach as the
state of Virginia. The Executive Directer of the Board
asked for incuiry from other physicians, gent cut three - -
letters, got twe responses, and both of the responses were,
we ought to have the same resclutlion as the state of
Virginia.

What did Virginia do? They said that nobedy
should practice chelation therapy until there was a c¢linical
contrelled study.

Today, you are going to hear that testimony,
those studies exist, have existed, and they proved the
efficacy c¢f chelation therapy.

Virginia has net prohibited the use of
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chelation therapy. There are doctors today practicing
chelatien éherapy; there are docters practicing chelatien
therapy in virtually every state of the union except West
Virginia,

I might point out the Executive Director, in
his letter of inquiry, or I should say in his letter to the
Senater, to Senator Burdette, indicates that they are aware,
meaning the State Medical Board, is aware that the state of
Virginia alsec prohibits chelation therapy. That is not
true.

I might point out that the letters that were
received in response to the Executive Director's inquiry
suggest that they agree, that the State of West Virginia
should have a resolution just like Virginia. I don't have a
problem with that resolution.

What they say is this is a jprocedure that isn't
placebo, it suggests -- and it is net a benign procadure.
wWell, if it is a placeko, then I would assume it would ke
renign, but we all know it is therapeutic.

The responses don't suggest support for a rule
prohibiting, it says, yeah, we ought to have a resclution
like Virginia's.

I would suggest to yvou that the eonly other
piece of information that was on the record is the

proceedings of the Hcouse of Delegates of the American
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Maedical Association, *he 38th Interim Meeting, dated
December, 1984, and attached to that resclution are eight
references, not a single scientific study in the lot. They
are articles, they are cpinicns, but there is no scientific
or medical evidence. Today, we are going to hawve that.

What I would like to do at this particular
time, is I am assuming, Doctor, that you are geing to submit
for the record all of the items I have just referred to, the
letter cf July 10th, addressed to The Heonorable Keith
Burdette by Ronald Walteon, that inciuded then the Dr. — Dr.
Wilson's letter.

HEARING EXAMINER MANGUS: I deo net have a copy
of that, I dec have a copy of Dr. Wilson's letter.

MR. SEELEY: Okay, I would like to have marked
as_an exhibit then the letter to President Burdette, dated
July 10, 1981,

(WHEREUPON, the document referred to
was marked as Exhibit Neo. 1 for
purposes of identification and was
received into evidence.)

MR. SEELEY: Then the Dr. Wilson's letter and
the Resolution of the state ¢f Virginia.

HEARING EXAMINER MANGUS: Yes, I have that.

MR. SEELEY: Okay, I would like to intrecduce

that as an Exhibit No. 2, and it is two pages.

ALKR.
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(WHEREUPCON, the documents referred to
were marked as Exhibit Ne. 2 for
purpcses ¢f identification and were
received into evidence.)

MR. SEZLEY: 7Then, I have Ronald Walton's
letter to Shawn Chillag, and then Mr. Chillag's response =--
or Dr. Chillag's response. I alsoc have Ron Walten's letter
to Thecodore =~ Dr. Theodore Kotchen and that doctor's
respense Lo Mr. Walton, and I would -- those are four pages,
four separate letters that we could mark together as Exhibit
No. 3.

(WHEREUPON, the documents referred to
were marked as Exhibit No. 3 for
purposes of identificaticn and were
received intc evidence.)

MR. SEELEY: Then, I would -- I assume you are
going to introduce. the American Medical Asscciatien
Proceeding of the House of Delegates. |

HEARING EXAMINER MANGUS: ¥Yes, that has been
included for evidence.

MR. SEEIEY: ¢kay, and what we will do is
include those items, including the references, I don't know
how many pages that is, I think those are five pages.

{WHEREUPCN, the document referred toc

was marked as Exhibit No. 4 for
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purposes of identification and was
received inte evidence,)

MR. SEELEY: And then I would like to introduce
the copy of the November 13, 1589, Public Session Minutes
where the issue was discussed to the Board of Medicine as
Exhibit Ne. 5.

(WHEREUPCN, the deocument referresd to
was marked as Exhibit No. 5 for
purpcses ¢f identification and was
received inteo evidence.)

MR. SEELEY: Before calling the first witness,
I would like scme clarification on the rule, if known, as to
what chelating agent is meant by chelation therapy.

HEARING EXAMINER MANGUS: fhe -= as a matter of
fact, I am not sure that that is addressed in the ruale,
whether it is sodium or calcium or which one of the
chelating agents as being identified. ]

MR. SEELEY: Well, I would submit that that is
cne ¢f a number of concerns that many cf the witnesses will
address 1in that the rule itself is vague and very broad
because it also excludes various acceptable forms cf
treatment totally unrelated teo, I think, what was the
intended purpose.

So, at this time, what I would like to do is

call Dr. Martin Rubin. Would you swear the witness, please?

ALR
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(Witness sworn)
THEREUPON came,
MARTIN RUBTIN, B, 5. C.,
called as a2 witness in oppeosition to the rule, who, having
been first duly sweorn according to law, testified as
follows: T

DIRECT EXAMINATION

BY MR. SEELEY:

Q Dr. Rubin, deo you have a packet of materials
that we may submit for the recerd which will encompass your
acadenic and industrial background, your gevernment and
ocrganization appointments, major research activitles and
various awards that you have received?

A Yes, I have preparasd a brief sumﬁary, and I
will turn it over. R e

MR. SEELEY: Okay, may we mark that as Exhibit
No. &8, which will be Dr. Rubin's Curriculum Vitae, and ﬁay I
show the Hearing Cffice that, please?
HEARING EXAMINER MANGUS: Thank yeou.
(WEEREUPON, the document referred to
was marked as Exhibit No. 6 for
purpcses of the record and was
received inte evidence.)
BY MR. SEELEY:
Q Dr. Rubin, could you illustrate for the Hearing

ACKR.
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Officer today what, in your ¢V, illustrates your preemiﬁence
in the field of chelation therapy?

A I must gsay I am rather humbled by this
appearance, and I would like to thank Dr. Mangus for the
privilege of being here. It is my first appearance before
this kind of a bhody.

I have to say that I started the subject of
chelation fesearch and chelatien therapy in the United
States, and I did that starting in 1948, when I was a
professor -- Associate Professor of Pathology at Gecrgetown
University Medical School, and I have continued from then
until now.

I retired in '8, and in my ¢V, I have listed

some of the things I have done in cennecticn with chelation.

I have bean awarded an honorary Doctorate from the
University of Louls Pasteur because I invented the use of
chelation for the treatment of lead peoisoning in the United
States. We trzated the first patient at Gecrgetown.

I invented it for use as an anticcagulant, when
you get your blood drawn, it is in a tube containing EDTA.

I invented it as an antiexidant, and I will be
talking about these things in connection with
atherosclerosis, and if you pick up your bottle of
mayonnaise, vou will see that on the labkel it says, added to

this to protect it is something called vercenate, that is

ACK.
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EDTA, and T will talk a bit abcocut that aleng the way.

Se, I have been involved in this for all of my
professional life, as I said, I have never really seen
pecple as I have here now who have been using this
treatnment.

What else have I done? ©h, I have been on
study sections of the National Institute of Health, I have
been on the Naticnal Academy of Sciences, I have been
president of an international organization in laboratery
chemistry, I have edited a journal ~- journals, actually, I

have been a consultant for the Pan American Health

-Organization, and I have done a lot of things in the

chelation field from the beginning until now. I am an
honcrary member of the American Medical Association, and I
guess that is about enough in answering yvour question.

Q Sure, I think so.

Well, ycu have, if I am right, nearly 5C vears
of experience in this particular field?

A Feorty. Professors are very careful.

Q Based upon those 40 years, will you summarize
the history of EDTA in relation to the treatment of
athercsclerosis, and in so doing, include the history, the
scientific rationale, a discussion concerning the mechanism
of acticn, the IND, and then also discuss briefly the rule

that presently exists in West Virginia? Doctor.




L

1

1l

12

12

14

T

17

18

19

21

22

24

25

Rubin = Direct (Seeley} Page 24

A Ouch. Let me start with the atherosclerosis
problem and chelation related teo 1t. Atherosclerosis is a
very complicated disease. It has a very complicated
pathophysiclogy, the steps that taks place in the course of
the disease.

And as a result, the usual approach te
develecping drugs isn't very effective because while you can
develcp a drug for one step in this disease, the disease
keeps goling through a series of progressicens, and as a
result, there is no drug at the present time other than what
we are talking about which handles each step in the process
of the development and progress ¢f athercsclerosis.

So, what I am going to talk about very briefly
is hew it came about that this got started altogether for
atherosclerecsis, and then I am geing to geo inte, after that,
scme of the scientific basis since I am a scientist,
scientific basis of why it handles each step in the
progression of this disease, and I will try to do my best to
maXe it clear and concise.

The start of the use of this material, which I
started with back in 1948, '49, and developed for a number

0f uses that got accepted in medicine, for example, in those

early years, we treated patients who had calcium problens,

and EDTA became accepted as a therapeutic medality to treat

elevaticons in calcium in the bleed.

oy
¢
&




©110

11

iz

13

14

16

17

18

19

20

Rubin = Direct (Seeley) Page 25

Az I said, we develcped it to treat lead
poiscning. There was no other treatment for lead peisoning
at that time.

Because of the kind of audience here, perhaps I
will digress for a moment and tell you that when I first
prasented the first case to the World's Autherity in
Cleveland on lead peisoning in front of a large group, he
said, well, professor, are you sure your analytical data is
correct, because we were analyzing urine for lead and sc on,
and I said, ves, I am sure, and he said, well, we will see,
because therzs had been nc treatment, but it is now

universally accepted.

Let's get to atherosclerosis. It was started
because a dector in the fifties, in the late fiftles, a very
eminent professcr, was treating patients for the elevated
calcium problem with EDTA, some of those patients happened
to have atherosclercsis, and he noted that those patients
impreved in terms of their athercosclerosis, and he reported
this in the literature.

That was really the beginning of this whole
treatment of athercsclerosis. I will have to tell you, I
got into this in '48 because I was teaching at Georgetown in
the Chemistry Department as well as everything else, and in
the Graduate Department, and had a call one morning from one

of my students, Peter Weiss, who was with the Food and Drug
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Administration, and he said, Professor -~- I had been talking
about calcium metabolism, and, as a matter of fact, the work
we did on calcium metabelism I am going to submit because it
leads intc the EDTA atherosclerosis problem. It was a study
using isotopic calcium, and they showed, and you gave the
radicactive material and put it in the body where it came
ocut under normal conditions, and we pinpecinted it came ocut
of varicus places in the bedy, and that is what this first
paper I gave here leads to in terms of EDTA therapy.
{(WHEREUPON, the document referred to
was marked as Exhibit No. 7 for
purposes of identification
and was received into evidence.)

MR. SEELEY: Would you identify the Exhibit Neo.

THE WITNESS: Exhibit No. 7 is the one that I
am submitting for this background.

But the athercsclerosis prcblem, as I said
before, 1s a very difficult one, and even though doctors by
anecdotal data, locking at patients, say this stuff is

pretty good. i L

There was no real science inveolved, and in '48
when the man who invented EDTA was sent to me from the FDA
and sat at my desk at Georgetown Hospital, he said,

Professor, this material of mine dissclves rocks; it is

ALK
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remarkakly able to dissolve calcium. There is calcium in
the arteries in athercsclerosis, why don't you give it to
patients for atherosclerosis, and I knew he was crazy
because there is calcium in the bloed, and I knew very well
that it would take the calcium in the blcod before it ever
got to the arteries. I was young, I was bright, and I was
stupid because I was wrong, but it took me a long time to

find out.

At any rate, in terms of history, I will just
jump a little bit, and then I will come back. After I
retired in '81l, I went to a meeting of chelation physicians,
and I listened to them, and I talked tS them about the sarly
years of chelation, and I then followed up the literature,
and I saw some things in the literature which I just cculd
not explain. These were not anecdétal data but solid
scientific things, and I will be talking about scme of these
as I go along,

And based on that, I kecame president of an
international neonprofit foundation which decided to carry
out the studies that the FDA requires which are called
placebo contrelled studies on EDTA in the treatment of
athercsclerotic disease, and I will talk about those at the
end c¢f my comments.

But let me now get back to this progressicn of

steps in the atherosclerotic process and what happens with
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EDTA at each particular step.

Today, in 1991, we know what those steps are,
and we know how they work in the body, and we know what is
wrong with them in terms of the atherosclerctic disease
process. We didn't know that in the '48's, and as a matter
of fact, it continues toc grow in knowledge, and I will be
talking about what we do know and how remarkable it is that
this particular drug handles all the steps in the process.

Let's start in. The steps we are talking about
in terms of the development of atherosclerosis are the
following. In the first place, as you know, the fats that
are.in the blood get oxidized, they get oxidized, and the
oxidaticon products are dangercus and difficult for the body
to handle, and I will talk about that and the involvement of
EDTA in that process.

The oxidation products then attack and attack
the little circulating cells in the blocod like platelets,
for example, and cause them tc coagulate, get together, that
is a problem in atherosclerosis.

The oxidized fats in the body, as they move on
down, get picked up selectively by the vessel, blood vessel
wall, that is fairly new knowledge. A man got a Nobel Price
for that some years ago recently, seven or eight years.

And when they get in that vessel wall, of the

arterial wall, they damage it, and when they damage it,
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theose damaged cells, and Dr., my colleague, Kindness, is
going to talk abeout in more detail, and I will, therefors,
when I come to it go over it just gently, that those cells
when they hit the wall ~- when the oxidized fats hit the
wall and when the injured areas in the wall get them as they
dc selectively, then you begin to get the buildup of plague,
and plagque consists of fat, and beginning plague has calcium
in it, and then later on, the plaque gets calcified, and as
it gets calcified, the c¢ells in that arterial wall begin to
die, and as they die, the calcium sets down there and the
dead cells, as they die, lose their magnesium which comes
cut, and I will talk akout that.

aAnd then as the klood vessals keconme ccgluded
throughout the body, you get poor circulation, and when you
get poor circulation in the legs, you can't walk very well,
it hurts, and if it goes to the end of the line, you get
gangrene and then they cut yeour leg ¢ff because ycu have no
alternative.

aAnd I am going teo leave with the court, is it,
with the Hearing Examiner, I am geocing to leave one cor twe
pilctures of pecple with gangrene, who have develcping
gangrene, who have been treated successfully this way.

So, let's go back to step no. 1, the oxidaticn
step, this is an interesting probklem because, you know,

professors love to give lectures, and you've got me, and
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since you are all here, I am going to give a lecture,
especially when you are retired, you nzed a good excuse.

For millions ¢f years, life lived in the ocean.
If you know the 0ld Testament and Genesis, you know that
there came a time at which life moved ontec the earth out of
the ocean.

In order teo do that, it had a real proklem. It
wanted tc do it, life had to get onto the land because the
air that we breath has oxygen, and the energy levels in the
conversion of oxygen to water and carbeon dioxide are very
great and so much greater that things living on earth had a
heck of a lot more energy possibly than the fishes down deep
in the ccean that were there for millions of years before we
came out upon the earth.

But there is a major problem with oxygen, and
in order for it to get useful and life could tolerate it up
on top ©f the earth ocutside the water, it developed scme
very ingenious, protective mechanisms, and let me tell you
what they are and why they are.

For example, the oxygen you breathe in through
your nese has got to get into your blood and then it has to
get across the blood vessel into the red cell where it gets
grabbed by a chelate, and that chelate is called hemcglobin,
and the hemoglobkin is made up of iren and a big combination

structure which is a chelate, a ring structure, and that
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iron in the hemoglobin holds the oxygen; it holds it outside
¢f the bloecd, the liquid bloed, it holds it inside the red
cell and carries it around in the body and then releases it.
But natures had the second preoblem, and that
problem was that it had to get the iron in thers for the red
cell to make the hemoglobin, and iron, like oxygen, is a
very bad oxidant; it causes the oxidation of those fats that
I talked aboui, that cause arteriosclerosis, and, s¢, nature
had to invent in the blood a pretective system to keep the
oxygen from being an oxidant and to keep the iron combined

with the oxygen in the blood plasma outside the cells from

‘ocxidizing all the fats so fast that you coculd never have

life existing.

And the way it did it was to have a cascade of
protective systems in the bloed: veu all have it, and the .
first step is that when the oxygen gets a little bit damaged
and you have what is called a free radical, which my
celleague, Dr. Kindness, will talk akout a lot, when you
have a free radical of oxygen in that kloed, now you then
exidize the fats, and as a result, the protective segquence
that the body has bullt over the millions of years is to
first take that oxygen radical when it ends, and we call it
superoxide dismutase, and we combine it together, and then
another enzyme takes the peroxide that is formed and the

enzyme is called catalase, and it converts i1t back again tc
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oxygen and water. So, this is a protective system as the
first line of defense.

But then there are other proeklems because in
the wall c¢f the cells, if that oxygen radical attacks there,
it will damage the cells, as you will hear from my
¢olleague, and that free radical will cause those cells to
agglemerate on the wall and cause atherosclerosis.

So, nature in its wisdom has put scmething else
in the walls of those cells and that stuff is called Vitamin
E. Tococphercl, Vitamin E, is an antioxidant, it is the
second line of defense, and if that fails, nature has
invented a third material which floats arcund in vyour blood,
and you eat it all the time, and it is a vitamin, you need
it like Vitamin E, because it is an antioxidant, it is
called ascorbic acid, Vitamin €, and it is in yocur blcod
when you eat encugh good food and take some coccasicnal
vitamin pills.

So, there is a three-tiered level of defense
against the oxygen radical, however, there is another
problem, the body has to get that iren from what you eat
into your gut, across your gut, across the blocd wvessel
wall, where it now has a chance to be in the ligquid of the
bloed and, remember, i1t is combining with oxygen, and it is
an antioxidant, and it, therefore, causes a lot of

oxidaticn, so, nature has invented something in the blocd
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which graks that iron as scon as it gets in there and
carries it arocund to storage areas until i1t is needed for
that red cell hemoglobin, and that material is called
transferrin. Transferrin is just what the name says, it is
a transport material for the iron that is ceming into the
klood, to keep it away from anything else.

What abocut EDTA in this whole system? And,
incidentally, I have here a summary of these comments about
the oxidatien theocry as 1t was written, and it just
summarizes the points, and it may be helpful to you.

MR. SEELEY: ©Okay, doctor, you have been =--

THE WITNESS: Right, ves, I also left the first
paper of the first child treated with lead peiscning in
Georgetown in 19850, I think it was, that wasn't believed.

We published it in a local journal, and then, finally, we

got it inte a national journal, The Journal of Pediatrics.

MR. SEELEY: Aand let's mark that Exhibit No. 8.
THE WITNESS: Exhibit No. 8 1s the lead
poisoning article.

(WEEREUPON, the decument raferred to
was marked as Exhibkit No. 8 for
purpocses of identification and was
received into evidence.)

MR. SEELEY: Aand then the American Tribune

article is Exhibit No. 9.

ALR




10

11

12

13

14

18

18

Rubin - Direct (Seeley) Page 34
(WHEREUPON, the document referred to
was marked as Exhibit No. 9 fer
purposes of identification and was
received intec evidence.)

THEE WITNESS: And now here we have one of the

papers about Vitamin E that I talked about as an

antioxidant, there is a long litsrature, I just picked one

or two as we went aleong.

MR. SEELEY: O©OKkay, that is Exhikit Ne. 10.
(WEEREUPON, the deocument referred to
wags marked as Exhibit No. 10 for
purposes of identification and was
recelived into evidence.)
THE WITNESS: And this is another one which is
a little better review of all of the systems in the blood
that nature has invented to protect against that oxygen that
is passing through.
MR. SEELEY: AaAnd that will be Exhibit No. 1l.
{WHEREUPCN, the decument referred to
was marked as Exhibit No. 11 for
purposes of ldentification and was
received intc evidence.)
THE WITNESS: And now we are ready to talk
about EDTA as an antioxidant. I mentioned that it was used

to preserve your focds, ycur vitamins, many drugs have it
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in, liquid drugs. We did that work kack in the early
fifties; we used it to shew the protection of Vitamin C
against oxidation.

The company that supperited the work in
Georgetown applled for patents on it, and this is the
original patent -- second patent, there was an earlier one
on the preservation of foods with this material against
oxidation.

MR. SEELEY: This will ke Exhibit No. 12.

{WHEREUPCN, the document referred to
was marked as Exhibit No. 12 for
purpcses of identification and was
received into evidence.)

THE WITNESS: And I must tell you that today in
the United States, they use -- it may surprise you =-- they
use 89 teons of EDTA in the food supply of the United States
to protect it against oxidation, as a2 mechanism as I
described it of protection.

We were very interested in the second step of
the bkody's protection of the iren moving into the blood that
I mentioned, and, so0, we studied the effect of EDTA on the
iron in the bkloed as it moved into the blced, and we studied
its competition with that protein that grabks the iron that I
talked about defensively, and, we, therefore, published in

1960, which was pretty late in the process, we published a
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paper on the competition of EDTA with that natural protein
for iron, and that report is here, and the gist of the story
is that when ycou use EDT2 in the right amounts, it is able
to help grab the iron and then carry it out into the urine
before it can do any oxidation.
MR. SEELEY: And that has been marked as
Exhibit Neo. 13.
THE WITNESS: Exhibit 13 is the study on the
competition of iron between EDTA and transferrin.
{WHEREUPON, the document referred to
was marked as Exhibit No. 13 for
purposes of identificztion and was
received into evidence.)
THE WITNESS: Things take a lot of time. We
did this work way back, and I was kind of amused the other
day to pick up a paper, an abstract of a paper published a
yvear age, which specifically talks in this abstract about
the oxidized products in the blood that cause
atherosclercsis and the role of transferrin in cutting down
the oxidation of the fats, and it says as you get older, you
get less transferrin available and more iron, and as a
result, you oxidize those fats more readily, and, therefore,
you are more inclined to get atherosclereosis in the older
years of your life, which is the way the disease progresses.

So, this is just a brief abstract which shows
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the conseguences of not enocugh transferrin on the oxidation
of fats in the blcod.

MR. SEELEY: Marked as Exhibit No. l1li4.

(WHEREUPCON, the document referred to
was marked as Exhibkit No. 14 for
purposes of identification and was
received into evidence.)

THE WITNESS: There are a lot of other
interesting things, side lights, I talked about the ircn as
a problem, and just the cther day, I picked up a paper, and
this was published in 19291, con why exercise is gecod for the
treatment of athercsclerosis, and I will read you the title,
the title says, "Exercise as prevention: Do the Eealth

Benefits Derive in Part from Lower Iron Levels?!

T T T&nd, sgjifinaliy it has taken a long time, but
the medical professicn is catching up with the basic science
in terms ¢f what EDTA may ke doing in terms ¢f antioxidant
activity.

MR, SEELEY: And that is the Medical Hyrctheses

article, Exhibit Neo. 15.
(WEEREUFPON, the document referrad to

was marked as Exhibit No. 15 for
purposes of identification and was
received inte evidencs.)

THE WITNESS: That is a brief summary, really,
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of the antioxidant activity of EDTA and its role in the
athercosclerctic problem.

I want te talk abecut the seceond stap, the
second step is the peoint at which the injury, either by
oxidation or by the involvement of calcium causes the
platelets, thoese preventative coagulating cells in the
kPloed, to lay down on tep of the injured area, and I an
going to be very brief in that because, as I said, it will
centinue with my colleague here.

What we did do early on was tec show that when
vou added EDTA to a tubke of blood, it stopped the
coagulation, and then we published that back in 1951, and in
a paper that is called "Sodium", I will abbreviate, EDTA,

"as an Anticeagulant for Reoutine Laboratory Procedures", and

~this is a procedure that is used all tHrdUGhH the world teday

to help in inhibiting that platelet cocagulation that we will
be talking abocut.
MR. SEELEY: The article you just mentioned is
Exhibit No. 1s.
{WHEREUPON, the document referred to
was markaed as Exhibit Ne. 16 for
purpcses of identification and was
received into avidence.)
THE WITNESS: Let me move than to the next step

in the process, which is the accumulation ¢f calcium on that
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injured area and the formation of the plague.

We started our first work with EDTA in the late
forties or early fifties. Looking at its chemistry fronm
what I could determine as a chemist, I realized because it
grabs metals in a different priority sequence, that when it
hit the blood, it would grabk calcium, and, so, I develocped
these anticecagulant uses.

But inasmuch as I was werking in a Patholegy
Department and running a hospital laboratory, and inasumuch
as I was golng once a week to the Grand Rounds andé once a
week to the Clinical Pathelegical Conferences, and I was
teaching medical students, I also knew about the fact that
occasionally you get hypercalcemia, elevated levels of
calcium in the bloed, so, we studied EDTA as a means of
centrolling the calcium in the kleod. Cee e~

And we did that work early on and published it
in 1950, which was 40 years ago, and it is called
Experimental Control of Serum Calcium Levels in Vive, and we
showed in this publication that when you gave EDTA, and I
say we, kecause I did it with my colleagues, medical
colleagues and cone gor twe students, we showed when you gave
EDTA by administration to an animal that it grakked the
calcium in the bloed, and the animal, depending on how you
gave it, whether ycu gave teco much of it or too fast, yeou

could kill the animal with toeo sharp a decrease in the
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calcium in the bloed, and people who are given chelation
therapy now are given it in very controlled doses and
slewly, and that doesn't happen.

But at the same time we did this work which I
published, we did one cther thing, which I will come back in
the next comments I have, and that is we reported in this
paper about what happened when you gave magnesium along with

the EDTA to the animal.

I did this because I knew about magnesium, and
I knew that as far back as the turn of the 1500's, there
were papers then repcried cn the value of magnesium and its
interaction with calcium, how it was competitive, and I kihew
that in ycur bedy magnesium sets inside yeour cells in large
quantities, and I Xknew that there was more -- much mors
caleium in the bloed and verv-little inside *he cells, &nd I
knew that when the cells died, as I menticned before, the
magnesium came out and the calcium went in.

and, sé, we studied the effect of adding
magnesium to the EDTA, and lo and behold, we found -- and
didn't understand it really -- and reported here that when
we added magnesium to the EDTA, someplace or cother, calcium
showed up to replace the calcium that we were taking away
with the EDTA. It is Figure 4 in this publication, and it
is rather remarkable.

You give the same deose that killed the animal,
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but now when you give magnesium in it, encugh calcium comes
cut of the body, wherever it is coming from, and we thought
it was the bone, but we were wrong as I will tell you in a
moment, when it replaces what you take out.

But we reported it like good scientists, that
is what we saw, and it was real, and it wasn't until -- it
wasn't until 1969 that a paper was published that explained
what we had reported, and now that's 1% ysars later.

MR, SEELEY: The article yvou were referring to
previocusly has been marked as Exhibkit No. 17, and the one

you are referring to now will be markad as No. 18.
(WHEREUPON, the decuments referred to
were marked as Exhibit Neos. 17 and 18
for purpeses of identification and
were recaived into evidence.)
THE WITNESS: This is a very important paper,
and I picked it out of the thousand papers on EDTA that have
been published since we first started in 1945.

This paper is important for twe reasons; it
discusses lowering calcium by EDTA as I have described it,
and it tells what happens. It tells that the parathyroid
gland up in your neck releases the hormone called
paratbyrcid hormene, when you use EDTA in a human keing,

lowering the calcium that causes this gland tec push out the

parathyreid hormone.
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And the question that this man answered, and,
incidentally, EDTA is used to test parathyroid function all
over the world just for that reason, and I am referring to
it for two reasons because it shows up again in the last
step in this process that I will talk about, the parathyroid
hormone that you release with EDTA, and it shows up in this
article, because what the man -- and it was published in
Australia, and the year was 1969, and it is in The Jourmal
of Clinical Endocrineglogy,, all of these papers are in
really goed clinical journals, and what this man did . was to
correct us. He shows unambigquously that when you give EDTA,
the calcium that replaces what you take out doesn't come out
of the bone. He shows that it comes ocut of the soft tissue,
the soft tissue is the tissue arcund your arteries, all the
other issues in the body in which there is some calcium, and
he shows here and gives the mathematical analysis that that
is where the calcium comes frem first.

The second place later on in the cause is by
the parathyroid gland which influences the bone which now
begins to cause some calcium te come ocut again, but the
first step is calcium out of the scft tissue and that is

where you have got to give it out in the treatment of

| atherosclerosis in its initial stages because it begins to

accunulate there.

And, s¢, I am going te submit this paper for
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the purpose of showing where the calcium is coming from, and
the data is beautifully clear. EHEe analyzed it as we did
mathematically in dog, man, rat and cows; all had the same
response, the same sources ©of the calcium that we are
replacing, and it is unambiguous at first, comes ocut cf the
soft tissue where you need to get it cut in atherosclerosis,
and that one --

MR. SEELEY: That is Exhibit Ne. 18.

THE WITNESS: All right. I talked akout the
fact that in the develcopment of the disease process, calcium
begins teo accumulate at the cell and kill it and magnesium
then begins to come out with the death of your cells.

There is a lot of evidence for that, and I am
going to submit for consideration ¢f the hearing folks just
a couple of papers on that, onz relates to the role of beth
calcium and magnesium in the development of atherocsclerosis
and relates to the point I just made, so, I will just put it
in for you.

MR. SEELEY: Okay, and that will be Exhibit Ne.
1s.

(WHEREUPON, the document referrsed to
was marked as Exhibit No. 15 for
purposes of identification and was
received into evidence.)

THE WITNESS: I have talked then about remeving
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calcium, I will now talk about the magnesium problem and the
loss of magnesium from the cells that I talked about and the
development of the disease.

This is relatively new information. The role
of magnesium in atherosclerotic disease is quite recent, and
when I say recent, I mean within the last 10 years of any
significance.

And this is a paper, for example, that I
selectad again for the review ¢of the Board which talks about
the role of magnesium in the pathogenesis of

atheresclerosis, the cause of it, and it says, when you lose

- the magnesium, you help the development 6f athercsclerctic

disease, when it comes out of the cells, you are in trouble,
That is what this paper talks about.
But then ancther paper --
MR. SEELEY: And this will be Exhibit 20.
(WHEREUPCN, the document referred to
was marked as Exhibit No. 20 for
purposes of identification and was
received into evidence.)
THE WITNESS: Another paper that is even more
interesting on magnesium relates to a new development, a
drug development. I talked akout how the companies try to
develcp drugs to attack each individual problem of the

atherosclercsis development.
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One of the problems we talked abkout was the
accumulation of calcium in the cells, and a lot of drug
companies are now develeping calcium c¢hannel blockers.

Those are drugs which keep the calcium from going into the
cell. They are being tested for atherosclerosis in many
rlaces.

And I thought it would ke interesting to vou to
have at hand alsc a paper, an editerial puklished recently--
well, not so recently, in 1984, when the magnesium story
started, it is entitled "Magnesium: Nature's Physiclegic
Calcium BlocXker", and what the article says is that the
drugs that we are developing to stop calcium from geing in
are also the same processes done by the magnesium yocu eat in

your fceod.

druyg development and inhibkiting calcium meving intec cells,
and that is what EDTA does but in a different wavy.
MR. SEELEY: The article you have just referred
tc has now been marked as Exhibit 21.
(WHEREUPON, the document referred to
was marked as Exhibit No. 21 for
purposes of identification and was
received into evidence.)
THE WITNESS: And, as I sald before, EDTA takes

calcium out of the body and keeps it from going out into the

ACR.
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cells and sets up a sequence which makes it easier for the
magnesium to go in, so it works hand in hand in this
process.

Finally, I would liXe *o talk then about
ancother even meore recent development which is the subject of
parathyrcid hormone. You remember, perhaps, that I talked
about how parathyroid hormone is a release for the

parathyroid gland when you give EDTA.

Well, the reason I got started in this process
of trying to do something that I will talk about in a moment
with official studies for EDTA was because I visited one
time in Czechoslevakia, and then I met a professor there who
gave me a paper on the treatment with EDTA and its effect on
the circulation of kloed, and I would like to leave it with
the court because it-has the kind of datz which I as a
scientist am happy and willing to accept.

She has data which she showed pictures of of
the circulation arcund a klocked arsa in patients; this is
now people who have blocked leg circulating bleod inhibitien
and have trouble walking, and she treated those kinds of
patients with EDTA, and lo and behold, she found and took
pilctures of the fact that the circulation of blcod in the
lower legs suddenly bkegan to increase with treatment, and
for the sake of the Board, I have given a copy of the paper

which is in Czech regrettably but it has an English summary,
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but I alsc made copies of the pictures that she has there,
and the pictures are fairly interesting.

This is a patient who has total blockage --
almost total blockage of the circulation in the legs, and
this is a picture which will show how the circulation klood
vessels increase,

MR. SEELEY: Can we ldentify that article that
you are just referring to as Exhibit No. 22.

(WHEREUPON, the document referrsd to
was marked as Exhibit No. 22 for
purposes of identification and was
received inteo evidence.)

MR. SEELEY: Aand each of the pictures as
Exhibits 23 and 24.

{WHEREUPON, the documents referred to
were marked as Exhibit Nes. 23 and 24
for purposes of identification and
were recelved into evidence.)

THE WITNESS: Ancother bit of anecdotal
evidence, evidence that a smart physician cbserves and talks
about, is the fact that pecple who knew abeout this
circulation increase started to treat patients who have
gangrene in the legs, amputation, requiring amputaticn,
because they thought if they could treat them along the way

before the leg had toc be cut off, perhaps this increased
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circulation would help the gangrene.

And, again, I have brought a couple of pictures
along to leave because there are many such patients cver the
world who have been treated this way, and the astonishing
thing is that when you treat them long enocugh with EDTA, the
circulation increases and lo and behold, the gangrene heals.

This, again, is the kind of scientific evidence
which impressed me and led me to --

MR, SEELEY: Doctor, I assume that the thrze
pictures that you have just referred to, they are remarkably
different, and I would assume that the one with the
ulceration is the most severe prior to the treatment, and—
the last or the third picture which shows the ulceration
being healed is after the treatment.

-~ - - 7 - THE WITNESS; That is correct,-and I just
brought these pictures, I have a lot of them if the court
needs them or wants them.

MR. SEELEY: And they are also marked on the
back, showing treated and pre-treatment.

{WHEREUPON, the deocuments referred to
were marked as Exhibit Neos. 25, 26 and
27 for purposes of identification and
were received into evidence.)

THE WITNESS: Next, I want to talk about two

other things} one abcut parathyroid hormone and talk about
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again some recent work which may not be widely known which
proves that when the body releases parathyroid hormeone from
the gland, it causes an increase in the circulation of the
blood so that when you treat with EDTA and you release
parathyroid hormone and ycu get the kind of responses I was
talking about now, this year and last year, and it kegins to
be the Xind of solid scientific evidence showing that the
parathyroid hormone, aside from working on the bone which it
has always been Xknown to do and we assume alsge has the
capability of increasing as a separate activity, increasing
the blood flow in the vessels, the blocd vessels,
I would like to submit these among many papers-
with the guidance of the court,
MR. SEELEY: These are three separate articles.
Would you like to identify each of those three?
THE WITNESS: Yeah, this is an article by Pang
on the vascular action of parathyroid hormcne.
MR. SEELEY: Okay, that will be Exhibift Neo. 28.
(WHEREUPCHN, the document referred to
was marked as Exhibit No. 28 fer
purposes of identification and was
received into evidence.)
THE WITNESS: And this is a decument by Tenner
on the vascrelaxant action of parathyroid hormone.

MR. SEELEY: Exhibit Nec. 292.
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(WHEREUPON, the document referred to
was marked as Exhibit No. 29 for
purposes of ldentification and was
received inte evidence.)

THE WITNESS: This is a paper, incidentally,
from Copenhagen, 1991, I see, by Broulik on patients who
have too much parathyrcid hormene.

MR. SEELEY: And that is marked as Exhibit 30.

(WHEREUPON, the document referred to
was marked as Exhibit Ne. 30 for
purpeses of identificatiecn and was
received into evidence.)

THE WITNESS: And what happens toc blood flow,
it goces on very vigorocusly in these patients.

Finally, I would like to conclude by talking
very briefly about what happened to me when I ran intc all
these things, I became president of a nenprofit fcﬁndation:
it is called The Internaticnal Chelation Research
Foundation, and with another nenprofit foundation, bkeginning
in 1986, the two of us started talking with the FDA about
setting up what the FDA really wants, which is a placebke
controlled blind clinical study of EDTA in the treatment of
athercsclercsis.

And after a year and a half of discussions with

the FDA in which they set up very rigid reguirements, and,

ALK
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incidentally, I have to tell you, it was a very pleasant
discussion because no one can stop the use of EDTA, it is an
accepted drug, and ne cne can stop the use of dumping
magnesium chloride to kill the pain of EDTA which was done
because magnesium chloride is an accepted drug for the
treatment of eclampsia pregnancy for a long, long time, and
when you dump the two together and Infuse it inte a patient,
you are using two drugs, both accepted for particular

purposaes, how for a different purposs, and that is allowed,

I am told. - L .

So, we decided to de this as an FDA controlled
blind placebo contrclled trial, which means some of the
patients get nothing except a little magnesium. The FDA
sald give us another group that has just the marginal dese
and give us ancther group with a therapeutic deose, and we
did that. We made them up. We had a company make them, the
bottles are coded only by number. We distributed them by
agreement with two Army hospitals because -- well, I used to
Ee a consultant at Walter Reed for many years, I am in
Washington, so I had arrangements and contacts I could talk
te there.

We went to Walter Reed Eospital Department of
Medicine, the Army hospital, we got the Chief of Cardiclegy
to agree to run this controlled trial, and the overhead was

very low, and cur quarter of a million dollars that we
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raised we knew would be nc =-- wouldn't gec much further than
doing some preliminary werk.

And we went out to Califecrnia toc another Army
hospital where we had some friends, talked to them, and they
agreed te run the second site for this unknown study --
unknown drug study.

Then I arranged for the Jackson Foundation to
take the money from us that we had raised and distribute it
Lo the nurses at these places, and we weren't paving any
everhead to any doctors or institutiens, so, for a gquarter
of a million dollars, we could get this study underway.

It has bkeen gecing en there; we got interrupted
by the Gulf War a little bit, but the study has been going
on there now since late 1588 when we set it up.

When we were about to run out of money, I went
to a major pharmaceutical company. Shall I name names here?
BY MR. SEELEY:

Q Well, the product parent, isn't that American
Home Preducts?

A The parent company that ocwns the drug company
we went to, the parent company is American Home Products;
the drug company we went to 1s the Wyeth-Ayerst Company,
which is a well-knewn drug company, and I went up thers and
gave them a lecture, a real technical lecture to their staff

about what we are talking about here, and then they sent
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someocne down to see me at The Foundation and looked over
these thousands of references we have, and this is a very
unusual day, and that is the reason I am happy to be here
krecause Monday of this week I sent the formal netice to the
FDA, telling them that this company is taking over from us
and is now going to continue and expand this study.

They went back to the FDA and said, that, well,
instead of the 120 study pecple that are in this study that

these folks have been running, we will finish that for thenm

‘based on what we see here blind, and I will tell you about

that in a moment, and based upon what we have learned on
this drug, we will take over and run that 120, but we will
also run ancther 120, that is 240 patients.

It cests six to eight million dellars to de
that kind of a study, and that is what this company has
decided te invest and what they are now going tc do.

And the reascn they are doing this is that if
it works, it is cheap because it takes a couple of hundred
millieon dellars to develop a new drug these days for a drug
company, so, they said =-- the president said, cheap stuff,
sure, we will run it for you, it locks good.

One of the reasons they tock it over was
because they wanted to knew even blind results and blind
meaning no one knews what has happened to the patients, but

we give them just a list of the blind results of the
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patients which FDA said put them on a treadmill, let them
walk on the treadmill. Have any of you been on a treadmill?
It is an incline. Put them on a treadmill, you show us what
== hew they walk before they ge intec the study, you shew us
how thev walk during the study and when they finish.

And FDA said, we will consider that as a part
of the data when you finally end the blind.

We haven't ended the blind, but the interesting
thing is in this study that we have been running blind, the
data breaks into three groups; one group has had a
remarkable imprecvement, ancther greup has had a2 medest
improvement, and one group has had nc improvement or they

are worse.

Now, you have got to be carsful. That doces not
mean that this is a drug effect, ycu have got to ke very
careful about that, but it is interesting encugh so that the
drug company said this, with all the cother stuff, means that
we will be happy to take it over.

Sc¢, as of teday, there will be 24C pecple
treated blind; it will take another year and a half. The
results, if it is positive, will immediately make this an
approved drug by the FDA, meets all their criteria, and we
will see what the outcome is.

Q Now, when you say approved drug by the FDA, you

mean that they will expand the approved indications?
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A That is correct.
Q When you submitted the IND and worked with the

FDA to have an acceptable protocel for this, did they
require various tests or studies to prove the safety of the
drug?

A That is an interesting questien, and the answer
is, ne, they said this has been around s¢ long, geo right

ahead.
Q So, they -- would it be fair to say that they

did not have any concern to the public about the safety of

EDTA?
A Nene at all.
Q None at all?
A None at all.
Q Ckay.
A I say this very advisably, because we met with

the Cardiorenal Division, which is a group in the FDA, with
the head of the division and all of his people, and that was
the upshot of several conferences.

Q Beéause isn't that cone ¢f the peopular
criticisms that there is some monumental danger to renal
failure?

A Yeah, and it depends how you use it and what
patients you use it e¢n, sure. Every drug has some peints at

which you don't use it.




@

[ (V]

i

-]

10

11

12

13

14

15

17

18

19

20

Rubin =~ Direct (Seeley) Page 56

Q You are familiar with the protocel that is
presently being used by many practicing physicians?

A Yes.

Q Do you see a particular risk in that protocol
regarding renal failure?

A Ne, as a matter of fact, the highest dose that
we are studying is the dose that is being used today.

Q Now, one of the other common criticisms cf the
therapy is that it pulls the calcium ocut of the bones and
causes the bones to be fragile. Is there any truth to that?

A Well, you see, I entered in the reccrd the

.paper by Parfit which shows that it comes from soft tissue;

it is unambiguous as a first point of exit.

Q You have had an cppertunity to take a look at
the rule as it exists today in West Virginia. Would you
suggest, based upon veour scientific expertise, is that rule
clear and unambiguous to you?

A oh, I understand it very clearly. I saw it for
the first time last night. The trouble with the rule is
that when they say chelation, they are automatically
excluding some other chelation drugs which are accepted in
medical practice, and I am talking particularly about
Defercoxamine, for example, that's a chelate, so, when that
rule says that you can't use it for chelaticn other than for

the three things they enumerate, they are autcmatically

ALR.
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cutting out an accepted drug all over the world which is
used to treat iron overlecad in patients with hemochromatosis

or related diseases, s¢ that I think it is a bit unclear.

Q Sc, vyou kelieve that it is flawed in that
context?

A Yes, I think so.

Q And apart from that flaw, I assume that based

upon your 40 vears cf experience that you would also
disagree with what its original intent was?
A I think it is premature.

MR. SEELEY: O©Kay, on that kasis, deces the
Hearing Cfficer have any cuestions of Dr. Rubin?

HEARING EXAMINER MANGUS: No, not at this
point, I think Dr. Rubin has given us a rather graphic
precess and descriptien ¢f the atherosclerotic preoccess and
how various components play a part in that, and we
appreciate your information.

TEE WITNESS: Thank yeou.
MR. SEELEY: And you do understand that he was

the inventor of EDTA and there 1s no one else in the world
that has a greater expertise with reference to its effect in
the human system again from a scientific standpeint.

HEARING EXAMINER MANGUS: I certainly can

appreciate his experience and knewledge of this based on his

CVv.,
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MR. SEELEY: ThanX you, Dr. Rubin, thank you
for coming.

(Witness excused)

MR, SEELEY: Would you like to take a break at
this moment befors calling --

HEARING EXAMINER MANGUS: It is 10:30, and I
think we can stop for akout at least 10 minutes and then
reconvene heres abeut 20 minutes of 11.

(WHEREUPON, a short recess was
taken, after which the following
proceedings were had.)

HEARING EXAMINER MANGUS: If I car have your
attention, I would now meve into the next portien of the
presentation here.

Mr. Seeley will introduce the next discussiecn.

MR, SEELEY:! Thank vou, if I may, I would like
te introduce Dr. George Kindness.

Doctor, I have what I would like to submit is
your Curriculum Vitae -- I am sorry, I apologize, I need to
have you sworn.

(Witness sworn)
THEREUPON cane,
G EORGE EINDNESSE, P h. D.,
called as a witness in opposition to the rule, who, having

been first duly sworn according to law, testified as

ALR.
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follows:

DIRECT EXAMTINATTION
BY MR.SEELEY:

Q Now, I would submit your CV and have that
marked as Exhibit No. 31, and, Doctor, I see that you are a
Ph.D., and in what field is that?

A In Clinical Chemistry, Clinical Immunclogy.
(WHEREUPON, the document referred to
was marked as Exhibkit No. 31 fer
purposes of identification and was
received in evidence.)

BY MR. SEELEY:

Q And has your experience been in Clinical
Chemistry?
A My experience has been in Clinical Chemistry

and Clinical Pathology.

Q I see that you have been a lectursar and an
auther of many publicatiens and the like.

Could you peint out on this CV what areas

directly impact ocur discussion today on chelaticon therapy?

A If I coculd briefly review my CV. I initially
did an Honor's Degree in Biomedical Science plus a second
degree in Ecolegy and Behavior, followed by a Master's
Degree in Forensic Science and a Ph.D. in Clinical Medicine,

which was Clinical Biochemistry Immunclogy.




o

. &"J‘

10

11

12

13

14

18

17

18

8

Kindness = Direct (Seeley) Page 60
During the course cf my studies, I was

introduced to the field of hemateoleogy at the University of

2berdeen in Scotland, and I apeclogize for speaking to you in

this very funny Cincinnati accent.

During the course of my studies, I was working
in the Department ¢f Medicine, and within the Department of
Medicine, we had a large number cf patients who had cardio-
vascular disease, peripheral vascular disease, and I was
given the task of evaluating the effects of Heparin which is
used as an anticcagulant in the treatment of wvascular

disease.

At that time, I was studying a cell called the
blocd platelet, and I will be alluding to this iater on, and

the role of platelets in vascular disease.

I then went on to do research which is not
relevant teo this hearing in leukemia and interferon followed
by being invited by the United States to work in

inflammatory disease.

T came to the United States as a Fulbright
Fellow, that is very similar to the Rhcdes Scholarship.

I chose to work -- I was given a choice of
anyplace in the United States, and I chose the University of
Cincinnati Medical School at Children's Hespital,
specifically to work in the area of inflammatcry mechanisms.

And during the course of my research there on

A0,
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compliment proteins, I realized the close relationship
between compliment and cecagulation inflammatery mechanisms,
vascular disease.

This was followed by a two-year fellowship in
Clinical Pathology at the University of Cincinnati Medical
Scheel.

While at the University c¢f Cincinnati Medical
School, I was fortunate or unfortunate enough to work in the
Mavendolin Study, Mevacor Study, which examined the use of
HMG CoA reductive inhibitors to lower cholesterocl, and when
you are a research scilentist, you learn a lct; you alsc find
cut that there is a lot that is discarded, pushed to the
side, ignored because it is not relevant te a new drug
application, that has got me'fomewhat disillusicned.

During that peried ¢f time, I was intrecduced to
an organization called The American College of Advancement
in Medicine, previously The American Cellege of Medical
Preventics, and through its auspices, I was fortunate enough
to enter into the field of preventive medicine.

In working primarily with the physician, Dr.
James Frackelton, M.D., in Cleveland, ©Ohio, it struck me
that while he was using EDTA chelaticn therapy and having
researched the literature very thoroughly, that there was
net a lot of blcchemical physiclogical evidence to support

this therapy. In other words, the physicians were giving




10

11

12

13

15

16

17

15

19

20

Kindness = Direct (Seeley) Page 62
the EDTA, the patients got better, we said, this is great,
wa don't need bypass surgery and afier that we went te the
races.

As a scientist, that was unacceptable to me.
There has to be a reason why this substance was working.

So, with the help of Dr. Frackelton and Dr.
Derrick Lengsdale, I designed a whole protoecol to evaluate
scientifically the effects of EDTA on both the humeral and
cellular respcnses.

Now, I am very fortunate and feel heonored to
follow scmecne like Dr. Martin Rubin, and as you are now
aware, Dr. Rubin is the person whe has led this field. When
I was one and a half years old ~-- he actually worked in it
for 43 1l/2 years -— Dr. Rubin was starting. I was still
back in Eurcpe trying o speak English.

With respect to chelation, what are you going
to loock at? Eow are yeu possibly going to evaluate this?

Now, historically, veu look at animal meodels,
you deo your toxicity testing, well, that is geceod and well,
but if you are a physician such as Dr. Zekan in his cffice,
you can't deo animal experiments in an office; one, you will
have a bunch of protestors ocutside; secondly, you are
working on humans, so, you already have the material
availlaple, blocd.

wnhat I would like to do with the Hearing

AOR.
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Examiner's indulgence, is present some slides to you to show
vou what led me to the findings that I have come up with.

As Dr. Rubin alluded to, EDTA was approved in
the use of heavy metal toxicity; 1t was approved in the use
¢f hypercalcemia.

What I am going to show you today is that the
administration of up to three grams of EDTA has an effect on
the intrinsic and extrinsic pathways of blood coagulation
and has a direct effect on the bleced platelet.

The blood platelet is the single reason you
will either have a strcke or an MI, if platelets aggregate,
you have a clot; if you have restricted wvascular flow, the
clot eventually blccks that vessel and you will either have
your MI or stroke.

I want to present to you today evidence that
shows that EDTA will have a direct effect con the blced
platelet. EDTA will have a direct effect on the intrinsic
pathway of coagulation. EDTA will have no effect or minimal
effect on the final stages of the clotting cascade. EDTA
will not interfere with the Collagen induced aggregation
respeonse. Now, this response is particularly significant
because if EDTA is as wonderful as is being claimed, in the
event that EDTA inhibits the coagulation induced aggregaticn
and inhibits thrombin induced aggregaticn and inhibits ADP

induced cecagulation and inhibits Epinephrine induced
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coagulation and you go out and meet a big Mack truck, it is
going to ruin your day, you will bleed all over the highway,
and your estate will sue the physician.

Sericusly, I will show that EDTA in fact in its
antioxidant role promctes the action of Cellagen so that in
the event of trauma, the Collagen responsa is left intact.

Similarly, I will show the effects of EDTA on
the release mechanism. Exanple, Mr., Smith 1s a healthy, 44-
year cld, he has been Jjogging all his life; he is nect
ocverweight, he eats a very goed diet, and he drops stone
dead. Mr. Smith wasn't too healthy if he dropped stone
dead.

We will show the effects of EDTA on the release
of Epinephrine in stress induced responses.

EDTA has been used historically in the field if
imminolegy, primarily to calm dewn cells and stop cellular
movenent,

I den't know of any immunclegist anywhere in
the world that dces not use a solution with 50 millimoles of
EDTA in it. Why is he doing it? Because he doesn't want
the cells to aggragate; he wants to ke able to examine the
molecular mechanisms as to what is going on.

If we could go the slides, please. What we
have here is very typical. If you have vascular injury and

the exposure of Cellagen, you will have acdhesion cf the

ACR.
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blood platelet.

Now, this response will take place before there
is ever an involvement of the intrinsic pathway of
ccagulaticn or the extrinsic pathway.

During this release reacticn, thers is an
invelvement of calcium which for those of yvou who are not
familiar, this represents calcium (indicating) ADP, which is
Adencsine Diphosphate. Epinephrine and substances called
prostoglandins and bicactive amines.

i Professor Rubin alluded to free radical
pathelogy. In free radical pathelegy, you have the
destabilization of a cell membrane. That destabilizatien of

the cell membrane will result in the release reaction taking

place which at some stages may be reversible aggregation

AT e 7 b it mt ]

i R

followed BY irreversible aggréggéion and the formation of a
thrombus.

Similarly, if you are under stress, if you have
ADP released, excess of calcium, the generation of iron
produced free radicals and then a word of note here, if you
have a high level of ferritin and some of you lay people
decide to ge on te a Vitamin C kick, Vitamin ¢ will
destakilize that ferritin and will produce a free radical.

Epinephrine and also drug therapy can induce
platelet aggregation which will result in this response of

reversible aggregation, followed by irreversible aggregaticn

ALR
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to thrombus.

The bottom reverse pyramids of triangle shows
that scme ¢f the things that are invelved in the aggregation
process, we have inflammation, we have arthritis, we have
allergy and we have coronary artery disease.

EDTA will hawve an effect cn all <f these
disease processes.

I am not for cone minute saying that EDTA will
cure those diseases, I am saving, it will have a biclogical,
bicchemical, physiclogic effect at the concentration as
administered by Dr. Zekan.

The next glide, please. What you see here,
and the light person, can someone down there flip a light
switch and see 1f something happens?

- .----Now, what you see here~are two-blood plateletsys™
This slide was cne by Leconard Nielson at the Catalysent
Institute in Stockhelm. The Catalysent Institute is similar
to the Naticnal Institute of Health. Bleoed platelets are
nermally oval in shape; they are very similar to foctballs.,
When the blood platelet undergoes insult or attack, it will
underge a process called a viscus metameorphesis, which means
that the blocd platelet will become sticky, it will change
share.

And in this example here, we see the formation

of two blood platelets forming pseudopodia, false feet.

AOR.
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That is an aknormal response. This is what we doc not want
to see happening unless there is trauma.

The next slide, please. What you sae here are
many thousands of bloed platelets forming a clet. This
represents a red blocd cell.

Now, i1f you would go back to the first one,
please, there is your bkleocod platelet, tweo individual
rlatelets, go back again, please, here are the micro thrombi
that are forming and that is very significant.

That is one single red cell., These are the
micro thrombi, there is no involvement of a red hlood cell
in this process. This is all the bloed's platelet.

The next one, please. What you see herzs ncw

are the platelets interlacing with fibrin and this forms a

net which starts to trap the red blood cells. In that net,
you will then form the clot of the irreversible formed
thrombus.

With Xodak safe in mind, here are typilcal
thrombi that have formed, trappring bloed platelets. Now,
these can easily move arocund the circulatien. If there is
ccclusicn of the bloed vessel, it doesn't take very long for
that blocod vessel toc become plugged up and that is what we
are dealing with primarily in EDTA chelaticon therapy is in
preventing this process from taking place in the systemic

circulation.
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This for you whe have suffered MIs or strokes
is primarily what it locks like. That is a large bloed clot,
and this, as Dr. Rubin was alluding to, is the vessel wall,
that should be smooth. As you can see, it is not smooth.

It is filled with atherosclerotic placgue.

When you perturb the flow of blood throuch a
vessel, the flow of bloeod should be lamina, it should be
smooth. When that flow is perturbed, when you add stress,
then you get this type of response.

Next one, please. There is a very large
thrombus in a major vessel.

Next one. And, again, this is looking down one
of the main vessels,

Now, we have heard a lot about calcium and what
calcium does. What you sre dealing with are cell-membranes,
and cell membranes will be affected. Calcium channel
blockers block the action of calcium at the membrane level.

What I will attempt to discuss today in
relation to chelation is the role that EDTA will play in the
stabilization of that phospholipid bi-layer.

Remember, anything that you are going to put
into the human bedy is geoing to have an effect.

The next one, please. Now, this is from The

Journal of the American Medical Association, 1988, February

17, Velume 259, Issue No. 7.
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What happens when you generate an oxygen
radical which Professor Rubin alluded to is that you
destabilize the membrane. When that destabilization takes
place, then you are faced with the difficulty that you will
trigger a platelet aggregaticn respense. That aggregaticn
respense through destabilization results in the clot
fermation.

Next one, please. Now, blecod can clet witheout
the invelvement of the platelet of the red cells, and what I
want to show vou here, there are a number of safety
mechanisms within the human bedy that will contrel clot
formation.

In the intrinsic pathway of coagulation, you
have the involvement of what are called zymogens. These are
always circulating in the blecd In an inactive form, they
are not doing anything until something happens and then they
raspond.

The blood platelets, if you take Factor XII is
activated to XIIA, and this is called a c¢lotting cascade, it
is very similar to a waterfall.

The XII then activates an XI and XIA and now I
have simplified this.

The platelet are involved at the Factor XII
level; platelet and phospholipids are involved where you

have IX, VIII and X, and again at what is called the Swiss

SACR
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where Factor X-is activated, the platelet and lipid

interact.

This material here, antithrembin II, is
traditicnally what was used to interact with the drug

Heparin to prevent clotting forming.

Heparin will not prevent blood platelets from
clotting. From '75 onwards, I published a number of
articles in the use of Heparin as an anticoagulant and its
use in the treatment of vascular disease.

Heparin, given post-cperatively to bypass and
transplant patients can in a number of instances promote
clot formation. The Heparin will actually trigger the blood
clet that you are actually trying to prevent.

This does not happen with EDTA. We will show
that EDTA will have a direcg effect on this pathway. We
will show that EDTA has a direct effect in the blood
platelet. As I have stated, and I must emphasize, Heparin
will not affect the bloeod platelet.

The final stages of cleotting invelve this
enzyme here, Thrombin. This will break up fibrinogen to
form a fibrin clot.

If EDTA depletes calcium from the human body,
by definition, this cascade should be affected and the final
stages of clotting should not be ablile to take place. In

other words, you won't form a bloed cleot.
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I will show you today that that is not the
case. We will show that EDTA does have an effect on the
intrinsic pathway of cecagulation but has ne effect on the
final stages ©of the clotting mechanism and this is
clinically significankt.

The next cne, please. Now, taXking the
extrinsic pathway of coagulaticon, you cut yourself, how dces
the bleecd clot? Well, you have this factor, Factor VII,
with calcium coming through Factor X, with more calcium
phosphelipids and a conversion of Prothrombins to Thrombins
to fibrinogen to the f£ibrin clots.

So, throughout this cascade, calcium is
actively involved.

The next slide, please. Now, here is the final

| stages cf. the clotting cascade. You have fibrinogen which

is soluble, being acted upon by the enzyme Thrombkin which
will produce a fibrin monomer which is scluble and fibrino-
peptides. -
The Thrombkin plus a fibrin stabilizing factor
knewn as Factor XIII will then form a fikrin pelymer which
is inscluble.

In the event that EDTA teotally depletes the
body's reserve of calcium, this is in the circulation, this

reaction cannot take place. You will see teday that this

reaction dees take place.
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Next slide, please. So, summarizing again the
free radical patholcgy, platelet membrane destabilization,
the involvement of calcium, ADP, Epinephrine, the
prostaglandins, the bicactive amines, you may have a
reversible response, irreversible aggregation, the thrombus
formation.

I will in the course of what I am going to
present also make reference to a drug called aspirin and
platelets. Aspirin has been bandied for a number of years
to be efficaciocus in the treatment of coronary artery
disease, and aspirin certainly has a role to play, a very
important reole.

We will see that not everyone respends to the
use of aspirin. There arqu§ny people that it has no effect
cn. There are many people who have an aspirin allergy, and,
again, Dr. Rubin referred to essential fatty acids and to
platelet membranes,.

Aspirin has a profound effect on inflammatory
reactieons in the prostaglandin pathway. We are not geing to
get into that today.

Next one, please. Now, what you are looking at
here between A and B, if this is a platelet response, and
what we are attempting to measure over the peried of two
minutes is the rate at which a blood cliot will form.

On the left side under A, you see that within a

ALR.
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pericd of 15 secends when the blcood's platelets are
challenged with the enzyme Thrombin, a very large sclid

thrombus ferms.

Felleowing the administration of either discodium
or magnesium EDTA in the majority but not in all cases, the
Thrombin response is inhibited.

I have examined some 20,000 aggregaticn
responses cver the last five years invelving a number of
physicians in different states. I have found that over the
course of 26 treatments and patients being maintained on
EDTA therapy as a maintenance and also its use as, for want
¢f a retter word, a rustprocfer, that this respoense holds
true.

There are several things that the Board must
consider, one, the anti-platelet effect; the life span of
the platelet is seven to eleven days, so, the platelet are
geing to turn over,

Deces that mean To say that you have to use EDTA
every seven to eleven days? The answer te that is no.

Dr. Rubin, again, mentioned the fact that you
have the remcval of soft tissue calcium. One of the things
that we attempt to do in ocur studies is that we will lceok at
the platelet responses, the ADP, the Epinephrine, the
Collagen and the Thrombin. Similarly, we will look at the

calcium level befere and after Ltreatment. We will lock at

ALR
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the parathyroid hormeone level. We will lock at the
fibrinogen level, we will look at the Prothrombin Time, the
activated partial Thromboplastin Time. We also examine very
clesely all of the petential parameters that EDTA could
affact, and we examine them through the course of the
therapy.

We are specifically looking for change pre- and
post-therary.

We lock at the circulating levels of ferritin;
we look at transferrin, all of those agents that are
involved in free radical pathelogy, in other words, the
materials that can generate the radicals which will result
in your death.

Everyone here agrees that the infusion of
calcium into a cell will result in the death of that cell.
Everyone agrees with the efficacy of channel blockers, never
been in dispute.

I weuld submit to you today that EDTA is, in
fact, a very effective calcium channel blocker and that that
EDTA and the effects that it is having on a platelet
membrane as well as its effects on the intrinsic pathway of
coagulation merit its use therapeutically. It is beth
efficacious and safe, and the testing that has been done
supports 100 percent the use of this material,

Now, I am a scientist, I only deal with facts.

ALR.
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I don't deal with ficticn, I don't deal with anecdotal

evidence.

When I examine these things, I want to see
whether they work or whether they do not work, and the
prevention of Thrombin induced aggregation, EDTA inhibits
Thrombin induced aggregation of the blood's platelet.

The next slide, please. This slide here
represents Epinephrine. Epinephrine is stress, it is a
biphasic response, the reaction time is zero to three
minutes.

We are using what are essentially physiclogic
concentrations to induce the stimulation; we are not using
excessive amounts. So, here you have a stress reaction.

Now, within the blood platelet you have storage
granules. If, as we have claimed, the EDTA has an effect on
the platelet and the platelet membrane, it must effect the
release resaction.

Next slide, pleasa. This example here is where
EDTA has had an effect on the Epinephrine response. Now, it
did neot have a profound effect on the ADP response, but it
did reduce the release of Epinephrine from the storage
granules.

Similarly, I have found that in many of the
cases that I have locked at, that pre-treatment the ADP

response and the Epinephrine response may be elevated such
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as is shown here, but that post-treatment it is suppressed,

the platelet seem, and I use that in parenthesis, to ke

calmed dcown.

New, that's interesting because I den't knew of
anyone who can sit with an IV in their arm and say that they
are not under stress. So, this is definitely having an

affact,

The next slide, please. Now, I mentioned the
use of aspirin, and what you will actually see here =-- what
you see here 1s the use of aspirin in inhibiting the
Epinephrine induced aggregation response. Aspirin has a

beneficial effect,

What you will see in a lect of patients is that
aspirin has absolutely no effect on this response, but EDTA
can have an effect,

Next slide, please. And, again, to re-
emphasize, pre-chelation, post-chelaticn.

Next one, please. Now, what is going on?

Well, if it is having an effect in the membrane, what it has
to do is cause an alteration in the membrane f£fluidity. It
must affect the destablilization of that cell membrane, and
by deing that, you are going to effect the release reaction.

Now, in a chelation mix, one uses the substance

magnesium, and I weuld like to at this peint draw the

Board's attention to an article which appeared in

ALCR.
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Atherosclerosis and Thrombosis, September, October of 1991,

on the use of magnesium and its important role in preventing
cardiovascular disease.

MR. SEELEY: Excuse me, Doctor, may we mark
that as Exhibit No. 32, please?

{WHEREUPCON, the document referred to
was marked as Exhibkit No. 32 for
purposes of identification and was
received inte evidence.)

THE WITNESS: Now, similarly, in one of the
major British Jjournals last week, something happened. It
was announced that magnesium had a very profound effect con
reducing myocardial infarction in patients admitted to the
amergency room.

Magnesium is important, magnesium used in
concert with EDTA has a significant role in the prevention
of coronary artery disease and cell death.

Very briefly, Professor Rubin mentioned Vitanmin
E and diet modification, fatty acids. While they are
pertinent, they are not relevant to this particular
discussion, but I wish to have certain articles included for
the record.

HEARING EXAMINER MANGUS: May I ask at this
time.

THE WITNESS: Yes, sir.

ALR.
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HEARING EXAMINER MANGUS: All of these articles
have the reference, the scurce, the date and the source
article so that we can track it?

MR. SEELEY: They do.

THE WITNESS: They do, and they have the
author'!s address.

HEARING EXAMINER MANGUS: Very good.

THE WITNESS: The next slide, please. And,
again, this 1s bringing home the point of free radical
rathelogy.

The next one. 0Okay, turn the projector off,
please.

Now, what we have seen is the use of EDTA
having a direct effect on the ability of the blood platelet
to form a clot. We have seen the effects of EDTA on the
release reaction and on the cell membrane.

What I have shown categerically in all of the
cases that I have locked at, EDTA had absolutely neo effect
in the inhikition of Collagen induced aggregation.

Now, this is vital to the use of EDTA as a
physiclegic agent because if it inhibits Collagen induced
aggregation as stated, it will accelerate blood loss.

In many cases because of its antioxidant

effect, EDTA in concert with Vitamin ¢ or magnesium promoted

the c¢ross linking of Collagen.
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I would like teo turn my attention for a few
minutes teo the intrinsic pathway of coagulaticn, and I would
likxe this article here included as an exhibit,

MR. SEELEY: May we mark this then as Exhibit
No. 33.

(WHEREUFON, the document referred to
was marked as Exhibit No. 33 for
purpcses of identification.)

THE WITNESS: And this article i1s the
"Influence of Ethylene Diamine Tetraacetic Acid on Activated
Partial Thrombeoplastin Time and Prothrombin Time in Human
Plasma", by George Kindness, Ph.D., James Frackelton, M.D.,
and Susan Wenger, M,T.

What the article describes is some 20 patients,
and we looked at the Prothrombin Time and the activated
partial Thromboplastin Time of thcose patients. We lockad at
them pre- and-pest infusion, over the 1lst, the 1Cth, the
20th and 26th treatment.

What we were trying to do was to establish
whether or net there was both a sheort-term and long«term
effect on the clotting mechanism. What the article shows is
that there is an effect on the activatsd partial
Thromboplastin Time of plasma, but there is no effect on the
Prothrombin Time of plasma.

Now, this can have significance because ycu can

ALCER
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use this to then regulate the amount of EDTA that ycu are
going teo administer, that is the stripe in the article.

Similarly, it makes reference to the effects of
Ethylene Diamine Tetraacetic Acid on platelet aggregation in
human blood, and that is duly marked in the exhibit.

What we see here is a substance which has an
effect on various stages of a clotting mechanism. What I
believe it does is it effects an interaction between
rhospholipid micelles and calcium.

In our measurements of calcium pre-~ and post~-
infusion, we have ncted in many subjects a depletion of the
calcium post~infusion, but we have not observed a
deleterious effect on the Prothrombin Time which one would
expect.

We have observed an elevation of parathyroid
hormeone. We have cbserved effects on soliplasm and
transferrin as well as ferritin, we have similarly measured
by ion coupled plasma emission spectroscopy every element
imaginable in the human body.

We have found that the EDTA administered will
selectively bind into calcium; similarly it will bind to
zinc; it will bind to some magnesium; it will bind to iron;
it will bind to lead, mercury, arsenie, mainly the divalent
catiocns, that binding is dependent on the cause of the

binding coefficient of the particular element in guestion.
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So, physicians routinely moniter pre- and post-
treatment, those elements and those elements that are
beneficial are cbvicusly supplemented because you can't take
something ocut and leave it out.

We have also locked, as many of you are aware,
at cholesterol, the triglycerides, the HDL, the LDL and,
more importantly, the apel life of proteins, apel life of
protein B is 98 percent LDL cholesterol.

Cholestercl is a risk factor in coronary artery
diseases, 56 percent specific, it is not very good, and,
alsc, the methods of assay a degree of unreliability.

We have chosen apel life of proteins as an
indicator of corocnary risk assessment. That is done similar
to the Cleveland Clinie and the Mayvo Cliniec.

We find that over a pericd of time that as the
vascular flow improves, cbvicusly, the patient is off of the
diet, the patient has exercised, that there are changes in
the lipid concentrations within the blood, and we have
documentation to support that.

The oxidaticn of fats and free radicals causing
membrane damage which I showed you from The Journal of the

American Medical Assgciation, anything that is geing to bind

cut the calcium in excess, anything that is geing teo kind
out iron generated free radicals, is going to have a

protective effect.
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EDTA has that effect. We have the means +o

monitor the therapy effectively, and we can scientifically
document what the treatment is doing.
Thank you.
MR. SEELEY: Thank you, Dr. Xindness.
BY MR. SEELEY:
Q Just one other question. Are you here as a
paid expert?
A No. I am receiving no remuneration for this.
Q Thank vou. Have vou had a chance teo review the
rule as it exists in West Virginia?
A I have been told of the rules that exist in
West Virginia; I have not reviewed it perscnally.
Q I assume that you are here because you disagree
with its existence?
A Cne hundred percent.
MR. SEELEY: Thank you, Dr. Kindness. Dector,
do you have any questions of Dr. Kindness?
HEARING EXAMINER MANGUS: VYes,
EXAMINATION
BY EEARING EXAMINER MANGUS:
Q Dr. Xindness, in your presentation and
particularly with the effect on the calcium metabolism and
the platelet adhesiveness as it is commonly referred tc, you

mentioned that aspirin has an effect on platelet
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adhesiveness, too?

A That 1s correct.

Q Do these work through the same enzyme system?

A No, the aspirin is a psycho-oxygenassa
inhikitor.

Q Right.

A And that effect in the release of the

prostaglandins which I indicated can trigger an aggregation
regspense, is the main mechanism of aspirin action.

Q So, EDTA does neot tie up that enzyme in a
guantitative way?

A No, nc. We have locked at prostaglandin
levels, we have alsc locked at calcium channels through the
actions of calmedulin, and EZDTA, per sa, does not have that
effect on the prostaglandin pathway.

Q And one final question, are you proposing this
rlatelet activity has a preventative or a "therapeutich
effect?

A I would say that the use of EDTA and its
effects on platelet 1s both preventive and therapveutic.

New, as I indicated, the life span of the
platelet 1s seven to eleven days, and I am certainly not
advecating that every eleven days you ge and get an

intravenous infuslion of EDTA, I am not advecating that at

all.
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But what EDTA will do is by having its effect
on the platelet membrane, it immediately improves the
rheclogical properties of the blood. If you couple that out
with the effects on the parathyroid and vasodilation and the
effects on the intrinsic pathway ¢of coagulatioen, feor that
pericd of time, courled with the removal of soft tissue
calcium, then you are going to enhance the peripheral

circulation.

Will it werk in a2ll cases? No, I do net
kelieve sc, but cne thing that I would add that I didn't
menticn is that when you have those effects on the
coagulaticn cascade, you similarly have an effect by virtue
of the interplay o¢f pathways, an effect on the RKalleikinan
pathways, which is one of the pathways of inflammation, you
have a direct effect on the compliment pathway, you have a
direct effect on the fibrinoliytic pathway, sc, all -~ as Dr.
Rubin again referred to it, it is a very cocmplex picturse
that cne is dealing with., It is not just simply the
administration of EDTA.

Q And I guess maybe that is what led to the
question exactly where in the ccagulation process then deoes
EDTA act other than the calcium reole, is there any other
level of actien?

A . Well, what I am proposing is the interaction

between calcium EDTA and the phospholipid at these stages of

T g et
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the coagulation cascade, what the EDTA is primarily doing is
causing a change in the crientaticn between the kridging of
the calcium and the phesphelipid.

As you are aware, for the clotting mechanism to
take place and proceed, one regquirss a template on which
desimegens can act, so, what the EDTA is probably deing is
interfering with the calcium which stoprs the formation of
the tertiary phospholipid structures forming to allow that
part to proceed.

What is very interesting and why I chose
phospholipid is that at the final stages of the cletting
cascade, there is ne interference in terms of Prothrcombin,
Thrombin conversion in Factor XIII, so, it has to be -- and
Factor XIII, as you know, is dependent on calcium to
interact with it as a stakilizing factor.

| So, were it a simple depletion of circulating
and available calcium, then, one would expect to see a
prolongation of the Prothrombin Time, wheresas you see this
alteration in the activated partial Thromboplastin Time.

HEARING EXAMINER MANGUS: Okay, thank you.

MR. SEELEY: Thank you, Dr. Kindness.

(Witness excused)

MR. SEELEY: At this time, we weould like to

call Dr. James Carter.

(Witness sworn)
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THEREUPON came,

JAMES CARTEHR, M. D.,
called as a witness in oppesition to the rule, who, having
been first duly sworn according to law, testified as
follows:

DIRECT EXAMINATION

BY MR, SEELEY:

Q Dr. Carter, I have a Curriculum Vitae on -- for

you, and I would like to have that marked as Exhibit No. 34.
(WHEREUPQN, the document referred to
was marked as Exhibit No. 34 for
purposes of identification.)

BY MR. SEELEY:

o] And I would like you to tell me, if you will,
what particular areas of that CV are relevant tc the issues
that are before us today.

A - Ckay, my colleague, Dr. Miranda, gave me a note
that said, "Clarify at the ocutset that you are not the
former president of the United States.m

I first became invelved with EDTA in 1%83. I
met a physician, Dr. Roy Montombano, who was suffering from
unstable angina, who had a cholesterocl of 200, who had had
several heart attacks and who had to close down his practice
in Mandaville, Leouisiana, which is on the other side of the

lake from New Orleans, and he had a very large family
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practice there,

And I watched Dr. =-- at that time, the surgeons
were not doing tripe quadruple bypasses, and they, after
doing several angiograms, they decided that his disease was
so extensive that they refused to operate on him.

And I watched this dector whe had had teo clese
down his office, and he was just working a few hours a day
in the morning in the emergency room of a local hospital. I
watched him go off to Alabama where he spent three weeks
undergeoing chelation treatments with disodium magnesium
EDTA, I believe with Dr. Ray Evers.

And then I saw him come back almost cqmpletely
rehabilitated, free of chest pain, and he recpened his
coffice, and he incorporated chelation therapy in his
practice.

And I just felt it was an insult to his
intelligence to tell him that this was a placebo effect, it
wasg all in his mind, and being an academic clinician as well
as a c¢linical nutritionist as well as a clinical professcr
of pediatrics, I had had scme experience in using scientific
metheds to evaluate various types of treatments.

Se, I -- you know, fools rush in where wise men
fear to tread. I said, well, this is easy, we can just
write a research proposal and try and evaluate what is geoing

on here, which is what I did. I wrote a proposal for a

ACR.
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retrospective study of patients who had had heart attacks
and then had certain criteria which indicated a very bad
prognosis beyond two years.

I suggested that we take those patients, we use
those criteria, and we identify one group of patients whe
underwent standard medical therapy for myoccardial infarctien
and then we also identified a second group who underwent
standard medical therapy, but, alse, received a minimum of
at least 20 treatments with disodium magnesium EDTA.

Well, I had difficulty trying to get the
prepesal funded. There wasn't much interest in a
retrospective study, and the one organization that I knew
about at the time, we made a presentation teo them, this is
The American Academy of Medical Preventics; they met in New
Crleans, and we made a presentation of the study to them,
and it was apparent that they were more intereéted in a-ﬁ'
prospective study and not a retrospective study.

Now, at that meeting, I did meet a voung
Israeli cardiclogist who is living and practicing in Brazil,
Dr. Efrain Olszewer, and Dr. Olszewer told me that he had
good records on nearly 3,000 patients that he had treated
with chelation therapy.

So, we decided to work with Dr. Olszewer and
try and classify his patients and try and establish some

criteria that we could use to evaluate whether or not they
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responded to the therapy.

We ended up with a series of 2,870 patients,
and the patients were classified into those that had
ischemic heart disease or coronary artery disease, scme also
had heart atitacks, some also had heart failure.

The second group was patients whe had
peripheral wvascular disease to the lower extremities.

The third group was those -- were patients who
had cerebral vascular disease, they had cerebral vascular
accidents or strokes.

And the fourth group was a group that had == we
called it geriatrie symptomatolegy, most likely of vascular
origin. . - < :

We established definite criteria to evaluate
the patient's functional status before and after treatment,
and the results of that partisular retrospective study of

these 2,870 patients, the results were published in a

Canadian based journal called Medico Hypotheses.

Briefly, the results were in those with
ischemic heart disease, 76 percent had a marked improvement,
and the definition of a marked improvement, one, a patient
whose stress test was previously positive and became
negative, and who was previously symptomatic and becane
asymptomatic while off all drugs after a course of 20 te 30

treatments, that was classified as a marked improvement.

ALK
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Two, a patient who had an improved stress test
with a normal ST segment and who became asymptomatic off all
drugs but who still had evidencsa of arrhythmia cr
hypertensiocn was classified as good improvement.

A patient who had an improved stress test but
whose ST segment remained abnormal but improved who had
hypertension or arrhythmias and who became asymptomatic
without or with drugs was classified as showing a mederate

improvement.

And then we had a category for those that were
unchanged and for any patients who became worse.

We had similar criteria for the cther groups,
for the cerebral vascular disease grcup and for the
peripheral vascular disease group and for the group that had
symptoms of -=- geriatric symptoms referable te the vascular
systen.

The peripheral vascular disease group, 91
percent cf the patients got a marked improvement. The least
responsive group was the patients who had had strokes, only
24 percent of them had marked improvenment.

And the group, geriatric sympteomatology of
vascular crigin, that was the terminclogy that we used, 75
percent of them had marked improvement.

The reason we felt that those whoe had had

strokes, only 24 percent had a marked Improvement, was
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because there was considerable variability between the +ime
the stroke occurred and the time the patient came in for
chelation therapy.

If several weeks had elapsed, then -- or
longer, those patients could be presumed to be less likely
to respond.

After this retrospective study, Dr. Olszewer
and I decided to reach into our own pockets and to try and
de a classical double-blind placebe controlled study, and I

have g ==

MR. SEEILEY: Excuse me, Doctor, this particular
copy of your article or of the study, the Medical

Bvpotheses? . -

THE WITNESS: Yes.
MR. SEELEY: May we submit that for the record,
Please, and we will maxk that as Exhibit No. 35.
(WHEREUPON, the document referred to
was marked as Exhibit No. 35 for
purposes of identification and was
received into evidence.)
HEARING EXAMINER MANGUS: Could I ask the date
cf that article, toco, please?

THE WITNESS: That was published in 1988,

Volume 27, prages 41 to 49.
HEARING EXAMINER MANGUS: Was that article

ALCR.
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submitted to any other journals, do you know?

THE WITNESS: No, we sent it to the Medical
Hypotheses and they accepted it.

HEARING EXAMINER MANGUS: And that was the only
jeournal you submitted it to?

THE WITNESS: Correct.

The «- we deciéed to go ahead and do a double-
blind -- a pilot deouble=-blind study, and we picked patients
with peripheral vascular disease. We picked patients who --
ten patients who -~ to control for the effect of smoking, we
selected -- we were able to get eight out of ten patients
who had given up smeoking prier to being treated with
chelation therapy.

This was a double=klind study, we didn't know
who was getting the sodium magnesium EDTA and whoe was
getting the placebo.

And this study =-- the patients were evaluated
befeore and after in terms of the distance walked, all of
these patients were what they call Class 2 in the lafontaine
Classification, meaning they could walk less than 200
meters, and they had intermittent claudicaticn.

None of them had pain just on rest, and none of
them had gangrene.

They were evaluated by the distance walked

before treatment and after treatment, by the blocd pressure
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index, the ankle systolic blood pressure divided by the
brachial systolic blocod pressure. They were also put on a -
- the step test was used, Harvard Step Test, as well as the
length of time that they could go on a bicycle, plus they
also had the -- in addition teo clinical examination, they
had non-invasive Doppler evaluation of the circulation in
the lower extremities.

After ten treatments with EDTA, diseodiun
magnesium EDTA, it was apparent that -- like Dr. Rubin had
said, in the currently being conducted FDA approved study,

it was apparent that there was one —-- half of them were

[Cat M
~ -

imprcving,'and the éthér half was not.

The code was broken, and the group that:showed
substantial improvement, that could walk twice as far, was

the greoup which had indeedﬂ@een receiving disodium magnesium

-4
At that peint, we crossed over, and the group

which had received the placebo was then given disocdium
magnesium EDTA, plus the group that had originally started
with disocdium magnesium EDTA was continued for another ten

treatments.

Now, the group that had been -~- had received
the placebo then sheowed remarkable improvement after the ten

treatments with EDTA.

The group which had received EDTA from the
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beginning showed scme additional improvement but not as

marked as the improvement they sheowed afier the first ten

treatments.

Now, this study was published in The Journal of
the National Medical Association, which is a peer review
jJournal. The == both studies, the retrospective study and
the pilot double-blind study, were reviewed by independent
investigators in Sweden, statisticians, and the
retrospective study has beeﬁ reproduced in the Swedish
Journal of Bioclogical Medicine.

We felt, and this was confirmed by the =-- that
the == well, here is the opinion of the independent
statistician in Steockhelm. The statistical treatment, he is
talking about the pilot double-bklind study, "The statistical
treatment of the material was totally understandable for our
statisticians. They made a new estimation on the .original
material using a co-variation analysis, and that showed a
significant difference, P Value less than 0.01 on the first
half, which was really double=-blind. The rest of the tast
is very cenvincing but not useful the same way. There is a
significant change in both groups between 10 and 20
treatments, and in the real group, between 0 and 20
treatments, the results are indeed very good and convincing.
A small sample which gives rise to such a good significance

is more convincing because to get such a significance in the
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small sample, the difference must be very big indeed."

BY MR. SEELEY:

Q Doctor, do you have a copy of that pilet
project?

A Yes,.

Q The double=blind?

A Yes.

Q And what you are handing me then is that which

was published in The National Medical Association, and this

was published -- what year was that?
A March, 1990.

MR, SEELEY: ¢Can I have that marked as Exhibit

No. 367
(WHEREUPCN, the document referred to

was marked as Exhibit No. 36 for

v e e—— ~*purposes 5f identification and was”
received inteo evidence.)

BY MR. SEELEY:

Q To clarify, you have been speaking about the
double-blind study which is a particular standard that is
eftentimes used in criticizing the proponents of chelation
therapy, however, can you describe a little bit about
whether or not all of the other prior studies that Dr. Rubin
testified teo, Dr. Kindness testified to, and I am sure the

same studies that you have also reviewed, whether or not

ACKR.
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these support not only the double=blind study of yours but
that the double-blind study supports those other studies,
even though they may not be double-blind?

A Well, the pilot double-blind study supports the
anecdeotal evidence that patients treated with disodium
magnesium EDTA for atherosclerosis and its complications do,
indeed, clinically respond.

Q Okay, the double=-blind study itself, are many
therapies subject to such a rigid test prior to acceptance?
A Well, only about 20 percent of all of the
treatments we use in medicine today have ever been subjected

to any kind of contrel study, 20 percent, and, so, that
means an even smaller percentage have been subjected to a
double-blind contrel study.

The double-blind technique was developed by

~some Canadian agriculturalists, "and they were-looking at, Aif ="~

you put fertilizer on this crop and you don'!t put
fertilizer, or you put a blank placebo type of substance on
this plot, they wanted to control for bias on the part of
the cbservers when it came to estimating the crop vield.

And, so, it was a means of controlling =- the
investigator -- controlling for the investigators' bias and
for the bias on the part of the research assistants.

Now, 1t found its way into clinical medicine

primarily in the conduct of various drug trials to contrel
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for the placebo effect.

The placebo effect is when a patient believes
strongly that this medicine is going to help him or her, and
they tend to get betiter because of that belief itself, that
belief itself influences physiolegy, so they tend to feel
better.

And the copposite of a placebo effect may indeed
be the problem we are dealing with with EDTA, that is called

the t&mato effect.
And the tomateo effect is when a drug works but
the doctor deoesn't think that it works.

Q Right, isn't the tomato effect -- that
particular article on the tomato effect was published in
JaMA, was it not?

A Yes, by a huskand and wife team, Goedwin &
Goodwin. Theare have been many examples for tomato effects.
colchicine for the treatment of gout was for many yvears, the
doctors saild it didn't work, and new it is a standard
treatment.

o] In simply terms, wasn't the tomato effect,
wasn't the medical community convinced that the tomatoes
were poiscnous?

A No, the general population was convinced that

tomatoes were poisoncus because they come from the

nightshade family.
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Q And it wasn't until someone actually ate a
tomato on the courthouse steps that pecple were convinced
that you could eat tomatoes?

A Correct.

Q There was =--= the Hearing Officer made a
reference to your retrospective study belng published in

Medical Hypotheses and asked i1f that was the only journal.

I think that what was being suggested is that
that may or may not -- that particular journal may or may
not be in Index Medicus?

A Well, that joeurnal is in Index Medicus.

Q Now, 1s your double-blind study, has that been

included into the Index Medicus?

A That is alse in the Index Medicus.

Q Is it fair to say, however, that very few of
the world's publications are in the Index Medicus?

A I don't know the answer to that. My guess
would be yes.

Q And what I was really suggesting was that just

because it may not be in the Index Medicus docesn’'t

necessarily mean that it is not of significant value?
A I think that is the case. There are many
articles that are in journals that are not in the Index

which are of value.

We just happened to feel that in both the
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retrospective study and in the pilet double-blind study, we
did not want to send the data to a journal that was not
listed in the Index Medicus.

The chelation therapy for arteriocsclercsis is
internaticnal. We have the therapy being offered in New
Zealand; we have the therapy being offered in Germany, in
Denmark, in the United Kingdom, in the Netherlands, and, of
course, those countries have different economic
circumstances and different kinds of health services, and in
New Zealand, they had, last year, 400 pecple on a waiting
list for coronary artery bypass graft, so, they are now
doing a -- their own double-blind study in peripheral
vascular disease, and 1f that study turns out the wayrour
pilot double-klind study did or the way it locks 1like,
although we can't say for sure because the Walter Reed
study, the code has not been broken.

Q You are referring to the Federal IND?

A The Federal IND, i1f that study turns out -- the
New Zealand study turns ocut pesitive, then, I am sure that
they will ke willing to randomize the patients who are
waiting for bypass surgery while they are waiting, and some
of them be treated with chelation therapy.

This has already happened in Denmark, and at
the last meeting of the American College of Advancement of

Medicine, the Danes presented data, they had 36 pecple who

ACR.
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had been recommended to have coronary artery bypass graft,
all of those 36 received chelation therapy with disodium
magnesium EDTA.

After 30 chelation treatments and sone
additional time elapsed, only three actually ended up going
for coronary artery bypass graft.

They alsoc had a group of patients for
amputation of a portion of the lower extremity having been
recommended, 25, and they were all treatsd with chelation
therapy, and after 30 treatments, only five eventually had
amputation of that toe or ¢of the foot or of the lower
extremity.

Now, these are very preliminary, but it dces
mean that we may be able to save a lot of money by bringing
chelation therapy into the main stream where it belongs.

Q What you are suggesting is that the alternative
to bypass and variocus surgical procedures are vastly nmore
expensive than EDTA chelation therapy?

A There is no doubt about that.

Q Now, as part of your Curriculum Vitae, there is
a reference here to public health, and I assume that that
means that you have had direct experience in publiic health
and would have an expertise regarding certain circumstances

within this country as toc whether or not there is dangers to

the public health?
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A I -- my primary appointment is in the School of
Public Health and Tropical Medicine.

Q And, as a result of that educaticn and
experience and your research with EDTA, is there any
question that the puklic is in danger as a result of this
particular therapy?

A I think quite the opposite. If the ACAM
protocol is followed, the public is in no danger at all from
being harmed by being treated with disodium magnesium EDTA.

On the other hand, as long as chelation therapy
is kept out of the main stream, there probably is a lot of
unnecessary pain and suffering.

We have 800,000 people a year that die from the
complications of atherosclerosis.

Q Do you have any experience or knowledge
concerning the safety of the administration of this
particular therapy versus the safety with reference to
various surgical procadures?

A Oh, I don't think there is any comparisen, and
Dr. Rubin mentiocned that safety was not an issue when it
came down to their discussions with the people in the
Cardiorenal DPivision at the Food and Drug Administraticen,
safety was not an issue, efficacy was the issue, and at what
dosage level.

Q And with your particular experience, is there

ALR.
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any questicn in your mind regarding the efficacy of this

particular therapy?
A I think the efficacy has been established Ffirst

with the many anecdotal case reports, I mean, after all,
there have been some very dramatic case reporits. People
that -- one man in Xansas who was ready for a temporary
assist device until he could have =~ until he could find a
donor for a transplant, and he is almost 1like a Lazarus
case, if you are talking about a Lazarus type case, I mean,
when Jesus raised Lazarus, ncobody asked for a double-~blind
study.

Se, I think with all that anecdetal evidence
and then we have now done a definitive double-blind study
with a placebo and with a cross-over design, which is
convincing te me that this is an efficacious therapy.

Q But if we didn't have yocur double-blind study,
and based upon the research that vou have done, at sonme
point it would seem to me that anecdotal studies are just as
geed as any type of double-blind?

A Well, they ars generally =-- they should nct be
discounted, and I think you have to lock at this in an
historical sense. After the Flexnor Report in the earlier
rart of this century, there was reform in the patient's
medical views, and the role of the drug companies in

conducting drug trials became a source of funds for research
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in elinical pharmacolegy.

To many pharmaceolegists and to many
practitioners, the best method cof evaluating whether or not
a drug works is a deuble=-blind controlled study. Thers is
not much doubt about that, but it is wrong to say that
unless you have the study, your results are invalid. The
double=klind study was nevexr meant te be a substitute for
careful clinical observation and common sense.

And then later on with the development of
melecular biocleogy, it is wvery clear %hat to equate a double-
blind study with science, science is much breader than that,
it is much more fundamental than just giving cone group a
placekbe and ancther on; a pill and seeing who does better.
That is not science.

MR. SEELEY: Docteor, thank yeu, does -- Degtor,
do you have any questions of Dr. Carter?

EXAMINATION
BY HEARTNG EXAMINER MANGUS:

Q No, not except that I think there is scme
question about his feeling on what do you consider, Dr.
Carter, the gold standard for medical research tecday?

A Are you talking about medical research, or are
you talking about research in evaluating the efficacy of a

particular drug, clinical pharmacoleogy research or medical

rasearch?
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Q I think that we would have to broaden that
application across the surgical procedures as well as drug.
Those who receive surgical treatment versus those who
recelive non-surgical treatment, you knew, a variety of
those, I am just wondering what you really think is the best
methedology for scientific research in the medical field,
that is what my question is?

A Well, I den't think there is any one, single
methodology, but I think if you are talking about clinical
drug trials, the double-blind placebo controlled study is
the best metheod,

It is also == but I think it is not realistic
for us. te think that every new promising substance that
comes on the market has to be subjected to this doubie-bklind
contrel trial, because ze don't have the rescurces to do
that, and the cost is alrzady out of control.” TR e

And surgical procedures are never subjected --
bypass surgery has never been subjected to a double~blind
controlled trial. ©Now, they tried it with the internal
mammary artery ligation that was actually =-- there was a
sham operaticn.

Q That's right.

A But so I think thers is a doukle standard here,

that the surgeons get away with not conducting so-called

double~blind contreolled trials.
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Also, I think we are getting inte circumstances
where it 1s -= just like with the recent AIDS AZT trial
where the question of whether or not it was ethical to give
semebody a placebo i1f they have an illness which is going to
be fatal without any kind of -- with or without any kind of
intervention.

So, I think that we need to rethink this whole
area and come up with a more practical strategy, rather than
to say it has got tc be this way and it has got to fit into
this model, or, otherwise, it is untrue.

HEARING EXAMINER MANGUS: Thank you.

MR. SEELEY: Thank you, Dr. Carter.

(Witness excused)
HEARING EXAMINER MANGUS: Does that complete

your pertien?

MR. SEELEY: No, 'we have two more witnesses, I

don't knew if yvou want to --

HEARING EXAMINER MANGUS: Does this go to the
scientific element of your presentation?

MR. SEELEY: The next two witnesses are both
practicing physicians.

HEARING EXAMINER MANGUS: Well, I don't want to
get accused of malnutrition here by anvbody, so, let's go

ahead and break until one o'clock and reconvene here at one

o'clock.

ALK
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(WEEREUPON, lunch reacess was taken,
after which the following proceedings
were had.)

HEARING EXAMINER MANGUS: We will reconvene
the meeting fer the afterncon session, and we still have twe
more scientific presentations, and then we would like for
those of yvou who would like to make some sitataments to do
so.

We have asked that even if vou are not going to
de that, that you pleas% put ycur name on the list, has
everycne done that?

VOICE: Is that the list that is ocutside the
deor?

HEARING EXAMINER MANGUS: Yes, there is a list
cutside the front door which we would appreciate it if you
I would. please put your name on that list. - rr—

VOICE: Do you mean that for both sessions or
just for all day?

HEARTNG EXAMINER MANGUS: Just for all day for
those of you who did it this morning.

VOICE: Is that the one the lady had at the
table, or is there another list?

HEARING EXAMINER MANGUS: Not the one we had
out here, I think that is the one we have to sign to get in.

VOICE: No, there was a lady Just outside this

ACKR.
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place writing a list and everybody signing in. Is that the
same list?

HEARING EXAMINER MANGUS: I thought you all
were going to get the people who were going to =--

MR. SEELEY: There was another pisce of paper
cut there.

VOICE: There were two lists, one for people
who wanted to say something and cone to just sign in.

HEARING EXAMINER MANGUS: Okay, well, I hope
yeu signed cne of them.

Could I get scme idea about how many people who
would like to say something, could I see your hands, please?
Okay, based on that and based on cur first two
presentations, I would like to try tec limit theose, 1f we
could, then, to abcocut scomewhere between seven and eight
minutes, if it is possible. We want to have this sessieon
over by four o'cleock, and that way, we —- at least everyone
will have a chance to say scomething based on that,
otherwise, some of you might get cheated, so we don't want
that to happen. 8o, try to condense what you have to say to
about eight minutes, seven to eight minutes.

VOICE: Docteor, I won't be able to attend the
full meeting, all day, se¢ I just gave the reccrder the
statement that I was going to read.

HEARING EXAMINER MANGUS; You are Mr. Payne?

[ DR
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MR. FAYNE: Yes.
HEARING EXAMINER MANGUS: oOkay, why don't we
Just enter that in as an exhibit, is that all right?
MR. PAYNE: Appreciate it.
HEARING EXAMINER MANGUS: We will gc ahead and
put your full comments in.
(WHEREUPON, the document referred to
was marked as Exhibit No. 37 for
rurpcses cf identificatien and was
received into evidence.)
HEARING EXAMINER MANGUS: Yes, ma'an.
VOICE: My husband and I have written ocut a
statement, c¢ould we just present these, too, and save time?
HEARING EXAMINER MANGUS: Yes, that would be
very heipful, if yvou would.
(WHEREUPON, the documents reaferred to
were marked as Exhibit Nos. 38 and 39
for purpeses of identification and were
received into evidence.)
MR. SEELEY: Ms. Andrick was No. 38 and Mr.
Andrick was Neo. 385.
HEARING EXAMINER MANGUS: Okay, then, if that
is agreeable with everyone, we will start with the afternoon
session, and if Mr. Seglev is preparad.

MR. SEELEY: Yes, we are all set, Docter, I

ALK
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would like to call at this time Dr. Ralph Miranda.
(Witness sworn)
THE WITNESS: My apologies to the Board, I left
Pennsylvania without bringing with me a copy of my CV, and I
tried to put together in handwritten form what I believe is
probably the information that they would most likely need,
so, I would like to submit that at this point.
MR. SEELEY: All right, I would like to have
that marked as Exhibit No. 40.
(WHEREUPON, the document referred to
was marked as Exhibit No. 40 for
purpcses of identification and was
received inteo evidence.)
THEREUFON came,
RALPH MIRANDA, M. D.,
called as a witness in opposition to the rule, who, having
been first duly sworn accerding to law, testified as

follows:

DIRECT EXAMTINATION

BY MR. SEELEY:

Q Doctor, could you point out in this Curriculum
Vitae whether or not there are any particular items of
particular significance to our discussion today concerning

EDTA chelation therapy?

A Yes, the items of significance would be the

ACKR.
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fact that I have been using EDTA chelation therapy intra-
venously in my practice for the last nine vears; that I am a
member of the American College of Advancement of Medicine; I
am certified a Diplomat of the American Board of Chelation
Therapy, I am involved actively with the American College of
Advancement of Medicine in several capacities, previously on
the Board of Directors until November of this year, a vice-
president of that organization as well as program dirsctor
respensible for the Continuing Medical Education activities

of the organization.

I would 1ike to point out that the American
Cellege of Advancement of Medicine is accredited by the
ACCME which is for providing Continuing Medical Educatioen
credits. And the main purpose of the organization is to

handle the educaticnal requirements.

Now, that i1s my bias kbecause I served on the
CMA Committee and also as program chairman until November of
this year.

As of November, I am currently president elect
of the American College of Advancement of Medicine.

I am also educated as a Medical Doctor,
Allopathic Medical Doctor, and trained as a family
practitioner with Beoard Certification in Family Practice and
renewed certificatien in Family Practice as well.

Q For clarification purposes, the type of CME

ALR.
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that 1s obtained by attending these seminars by the ACAM
natienal organization, is that category -- what category is
that?

A That is Category I, it satisfies the
reguirements for required Continuing Medical Education
credits.

Q You also made reference te the fact that you
are a Diplomat for the American Board of Chelatien Therapy.
Can you explain what that group is?

A That group i1s also a teaching arm and is
separate and distinct from the American College of
Advancement of Medicine, and that group is responsible for
teaching the safe application of the technique of
intravenous chelation therapy to physicians who are

interested in learning that technigque.

- There is also a certification program that this
American Becard of Chelation Therapy utilizes in order to
assure that training has been adecuate and that the
technique is being applied appropriately.

Now, there is certification status with writien
examinations with chart auditing and ongoing chart
examinations, with cral examination, as well as
documentation of sufficient administration of the

intravenous chelation therapy infusions to qualify immediate

requirements of the Board.
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I believe that is still at 1,000 infusions are
what that are necessary in order for a candidate to be able
to apply for Diplcomat status.

Q As part of this group's activities, has it been
instrumental in the develcpment of a protocol?

A Absolutely. When I first joined the
organization a little over nine years ago, there was, in
fact, a protccol available, and the protoceol is, or at that
time was the result of the clinical oksexrvation and the
culling ef the scientific data that was performed by the
proponents and users of chelation therapy.

I am not sures if it was clear from the
preceding witnesses, kbut ilntravenous EDTA chelation therapy
had been applied and accepted and used in atherosclerctic
disease in the early 1960's, up until about 1563.

It was discovered almost serendipitously during
treatment for advanced heavy metal intoxication that
patients with peripheral vascular disease and ccronary
artery disease seemed to improve clinically while they were
getting the treatment for the lead and other heavy metal
toxicities,

And there was research initiated cn a clinical
basis in several areas of the country which documented the
effectiveness clinically of the EDTA chelaticn therapy.

Now, this goes back to the late fifties when a

AOR.
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double-blind prospective placebo controlled trial was
essentially unheard of.

We were clinicians in medicine making
ocbservations and trying to find explanations for why we were
seeing what we were seeing. It was then applied, and at
some point in the early sixties was touted as a potential
miracle treatment and that time in the early sixties in an
historical perspective in medicine seemed to coincide with
cur developing ~=- how shall I say this =-- lust for
techneology. It was when techne medicine was gaining a
tremendous momentum, and the simpler -- the therapies some-
times just got lost in that shuffle.

Now, that is just my perspective in trfing to
explain why my teachers in med school had no idea what
chelation therapy was or why it was useful and why I hadn't
been alerted to the existence of this therapy through my
entire training process, though I had been to one of the
most innovative medical schools in the United States, and,
though I had been through a three-year training program in
Family Practice, and I had seen first-hand evidence of the
progression of athercosclerotic and arteriosclerctic disease,
and during this whole process felt quite handcuffed at being
unable to offer much in the way of assistance to my
patisnts.

By way of putting this into some perspective,
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when I went to medical school, this was at Hershey Medical
Center at the Pennsylvania sState University, and at that
time, coronary artery bypass surgery was galining a
tremendous amcunt of mementum in this country.

And, again, by way cof perspective, my rotation
on this surgical rotation consisted of 12 weeks, and of
those 12 weeXs, nine weeks was spent on the cardiovascular
service.

During those nine weeks, I was inveolved in no
fewer than two coronary artery bypass graft surgeries per
day, and during my entire rotation on surgery and a
subsequent elective time on chstetric and gynecclogic
surgery, I had never witnessed hemorrhcid surgexy or gall
bladder surgery, that that would be probakly the most
frecquent kind of surgery I would be a senior recommending
cnce I got into the practice.

And I just tock this as an inherent f£law in the
systenm, and the luck of the draw, but now that I look back,
it is dust the timing of the event that my training occurred
at a time when the coronary artery bypass surgery was
gaining a tremendous amount of mementum and snowballing in
this country.

Does that clarify it?

Q Yes. Now, as part of that, yocu have indicated

that in the last nine years, ycu have had the cppertunity
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to, I assume, study the literature, work with other
physicians in being trained in the use of EDTA chelation
therapy, that vou have examined the protocol that was
develeped, that you have utilized that particular protocol,
and as a result of that training researcﬁ, you have applied
it to your own practice?

A Yes, indeed. To back up a bit, this was a
tremendous decision in my life, early on in =my prcfessiocnal
career, because this therapy was not something that I had
learned in medical scheoel or in the residency training, it
was scmething that I had tec learn on my own after I was inte
practice.

Now, Ehe firxst exposére I had was when I had
given up my teaching position at Forbes Family Practice

Residency where I had been Assistant Director and went into

e TR e A —————

private practice. Strangely encugh, I was renting space for
my office and met a man who, to me, appeared to be in his
early sixties, and he asked me if I had ever heard of
chelatien therapy.

And I thought for a minute, and I thought,
well, isn't that something that has to do with heavy metal
toxicity, and I wasn't gquite sure.

And he said, ne, it is a treatment that they
use fcr hardening of the arteries, and this was a rcbust man

with a hammer at his side who was doing carpentry work in

ALK,
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the building that we were thinking cf renting. He was alive
in every sense of the werd and physically active, and when
he told me that he was 74 years old, I was astounded,

He then told me that he had been receiving
chelation therapy for a number of years in Florida where he

lived part of the year.

It made me curious, and at the same time a bit
doubtfui. I haven't always been conservative and cautious
in my approach, but I have alsoc tried to be honest in my
approcach to my patients and my approach to my learning in
the field c¢f medicine.

At that point, I decided it was worth lecking
into, and on my own time, I looked inte doing some reading,
and meost of what I was abl? te read were anecdotal types of
stories, and they began to acgumulate, and they were not
repetitive, although the pattern seemed to be repetitive Bf
imprecvement after the application of this intravencus EDTA
chelation therapyv.

I became aware that there was such an organiza-
tion at that time called the American Academy of Medical
Preventics, or AAMP, and I contacted this crganization,
again with some trepidation because it seemed to me that if
this were available and it werked, it £lew in the face of
what I had learned, that artericsclercosis and

atherosclerosis was a progressive disease for which we could
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do little but supply palliative drug treatment.

when I ccntacted the crganizatien, I found out
that they did, indeed, cenduct training seminars, that there
was literature available that I could find for nyself or
that I could purchase at nominal fees, just to ke akle to
get myself up to speed, and I did.

And the literature that I read suggestzd to me
that there was a significant ameunt of clinical information,
observaticns by physicians who were taking honest looks at
their patients and seeing results that were indisputable.

Being raised in the generation of the deukle-
blind placebo controlled study, I was not gquite convinced,
and I needed teo find out more.

I managed fto find a docter in the area who was
deoing the chelation therapy, and I talked teo him at length,
and, once again, stories of successes, not 100 percent
success rate, but stories of successes and patlients of his
that I was able to talk te and find cut that, indeed, they
were getting benefit from this treatment.

What was more astounding was these patients
were not getting the trszatment covered by any insurance.
They were all payving out of their own pockets for something
that they believed in. They were all more educated on the
advantages on the existence and ¢n the benefits of this

chelation therapy, that any of the professcrs that I asked
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about it from my own training and my own background.
Evidently, they had done some reading which I

had net previously keen privy to and which my professors

alse had neot seen.

I proceeded even further and f£inally decided to
go to one of the training seminars and a workshop spensored
by the American Beard of Chelation Therapy. I didn't mean
to, but by the time I finished the seminar, I decided that I
was going to incorpcrate this therapy in my practice, if for
no cther reason, to treat the loved ones in my family who
could potentially benefit from it.

I come from a family where coronary artery
disease and arteriosclerotic disease is rampant, and the
first reason was a very selfish reason for wanting to do it.
I had my parents around and wanted them to be around lenger.

Se, I learned the technique, I took the
examination, the written examination, at the end of the
workshop. This was early in =-- at the beginning of my
practice, and it was even a very -- it was a fimancial
constraint for me to even want to go through with taking the
test, and then I went back to my practice, and it was scary,
again, I was not getting any support from the physicians in
the area. There was only one oriental physician who had
heard of the therapy who happened to be a cardiovascular

surgeon who was convinced from the patients that he had seen
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1 in the past from three doctors in the Pittsburgh area who
2 had been administering the chelation therapy, that it had
3 saved legs, and it had saved major chest surgery.
4 That was the only physician that cffered me any
5 supprcert ¢f the cnes in the hospitals where I had privileges,
8 but I intended to proceed, gathered up the materials
t necessary, studied the protocol that was then in a much
8 different form and integrated the chelaticn therapy into my
9 practice very slowly, starting with just a few patients at
10 the beginning with some trepidation and watching the
11 results.

g 12 It must be understood that this is not a quick
13 process, although one of the examples cilted earlier was that
14 of a physician in Alabkbama, Dr. Ray Evers, who routinely

15 administered the intravenocus infusions on an in~patient

™ 1 basis vexry frequently, or whét i quld consider

. 17 which would ke on a daily bagsis, over a period of three to
18 four weeks.

- 19 Most physicians don't administer the chelaticn

20 therapy in that fashion. Dr. Evers had experienca with tens

of thousands of infusicns and thoeusands of patients; that

50 doesn't parallel my experience, I certainly don't have that

23 much to date.

I have treated between 400 and 500 patients

f. o5 || With scomewhere between 6,000 and 8,000 infusions, and I anm
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sorry I didn't take the time te count them all before I came
here, but that is cover a period of nine years.

I have been ceonvinced and impressed that the
protocol is the right way to go, the right technigque to use
for the chelaticon therapy.

I am in agreement with the American College of
Advancement of Medicine that unless there 1s a protocol that
is followed, then there will be numercus peossibilities of
injuring patienEs or getting ineffective therapy deliversd.
So, I am a proponent of using that proteocol.

Again, that protoceol develeped from the
experience of hundreds of clinicians with literally hundreds

t
of thousands of patients and oveF a period of 25 years.

The protocel has bkeen refined and is now

ccntaiqu_in the textbeok of The Journal
Medicine, it is available to any! phvsician who is licensed
and who is willing to learn the protoccol and agree to abide
by it for the safe administration of the chelation
intravenous therapy.

Q Pocteor, is this the reference that you just
made?

A Yes, the reference that I just made is a

special issue of The Jeournal of Advancement in Msdigine.

Now, The Journal of Advancement in Medicine is the

publication of the American College ¢f Advancement in

-
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Medicine.

This special issue was from the Spring and
Sumnmer of 198939, and is titled A Textboock on EDTA Chelation
Therapy, edited by Elmer N. Cranton, M.D., with a forward by
Linus Pauling, Ph.D. In it, theres is a collectiecn of
scientific articles as well as clinical studies which
demeonstrate the effectiveness and the utility of intravenous
EDTA chelation therapy as well as supporting the protocesl in
the sense that mest physicians need to understand why the
cempenents of the protocol are within that protocol.

And new shall we submit this --

Q What I will so i1s that will be a part of the
bErief that we will be submitting tc the Board. It is one of
cur Appendixes tc the brief so that we won't mark it at this
time.

A Okay, the protocol itself is not that complex,
however, it is in the true sense cf the werd holistic, and
by that I mean it is a comprehensive apprecach teo a multi-
factorial problem which incorpeorates as its cornerstone or
its keystone the intravenocus infusions.

Noew, I mentioned earlier that Dr. Evers on an
in-patient basis, while he was able to monitor patients
constantly had given the therapy frequently cover that periocd
cof three to four weeks.

Cur suggestilions for physicians who de this on
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an out-patient basis and this varies with the individual, is
that the treatment not be administered that frequently. The
body needs time to recover from the changes that take place
in physiology. The changes are beneficial, but we need a
time in between for the homeostasis te recur, for the
effects of esprecially the drug part of the therapy to wear
off.

Now, the protocol then advises that the
treatments or the infusiecns be given on a weekly basis or a
twice weekly basis. There are occasions in individual cases
where a situation is urgent, the loss of limb is imminent,
where the physicians very often increase the frequency of
infusions, so that there may be as many as three times in a
week. My persconal praeference is neot to go over three times
a week unless it can be done on an in-patient kasis.

You can see from this that a series of
recommended treatments, about 30 treatments, would last
about 230 weeks, so, this is not a quick procsss or a quick
fix., It is a slew and tedious process. It is combined with
lifestyle changes to include changes in the diet which over
time we have recognized as extremely impertant in giving the
body the ability to ccunteract the effects of progressive
atherosclercsis and arteriosclercotic disease, as well as
most any cther degenerative disease process.

It includes recommendations for cardiovascular
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fitness exercises, aerobic conditioning exercises, it also
includes a regimen of supplementation which in the protocol
cutlines in the minimums, but most physicians will adjust
according to theilr own experience and to the individual
needs of the patient.

The basic underlying philescophy is that it is
possible to accomplish adjustments or improvements in
physioclogic functiecn by nudging or shaping the biochemical
processes underlying them, in other words, by a tentative
biochemistry and enzymatic reaction is that you can drive
the enzymatic reaction by providing the cofactors necessary
for that reaction. And that is applied in the biochemistry
within the body and in achieving a return toward a mecre
normal physiolegy.

The preotocol outlines some precautions because
there is nc agent that can be introduced into the vein or
into the human body without some degree of toxicity.

Now, the propeonents cof Vitamin ¢ might argue
with that, and I even have a quote among my papers saying
that there 1s no known toxicity to Vitamin €. However, in
the case of EDTA, there is a potential for toxicity and that
has to be respected and it has to be respected just like any
other pharmacolegic agent.

The safety of EDTA is quite impressive,

especially when used within the guidelines of the protccol.
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That is to keep the dose administered and the time or the
rate of the infusion in line with the patient's physical
conditien and the patient's renal capacity.

Some of the pracautions have to deo with
hypocalcemia. If ycu are using an agent that can induce a
hypeocalcemia, obviocusly, some pecple are going to be more
sensitive to that agent than others and have a more profound
hypercalcemia than others and, therefore, this potential of
the drug has to be respected, and the physician
administering the therapy has to be aware of the subtle
changes such as neuromuscular irritability that may indicate
that there is an impending hypocalcemic state, and,
consaquently, adjust the rate of the infusion or take
measures to counteract that statement during infusion.

Probably the most well-known or the most touted
of the cautions of potential side effects of nephrotoxicity.
My experience is that in general the patients who are
receiving chelaticn therapy are not deing it
prophylactically. In my practice, fewer than three percent
cf the patients I have done over the years have come tc me
when they were healthy saying that they wanted to use the
intravenous chelation therapy in order to maintain their
health longer.

The vast majority of patients come when the

disease states have already got in, and probably at least 50
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percent are there as a last resort, having expended all

avenues of care.

Therefore, their kidneys are nct in the best of
shape, and we are introducing an agent intoc the vein that
deoes have a potential reported in the literature for
nephrotoxicity.

From my research, my understanding is that
there are twe types of toxicity to the kidneys. Cne is the
idiesyncratic kind that can happen with just about any
agent, because one ¢of the tenants of medicine would be that
anybody could react to anything for any reascn, and I think
that we have all experienced that.

The other is related to the actual adtion of
the EDTA.

New, EDTA or Ethvlene Diamine Tetraacetic Acid,
is similar and handled in a sixilar fashion to amino acids,
its structure is such that it enables the molecule to bind
to and cover or chelate a metal ion,

As we heard earlier teoday, the main metal ieon
that is chelated as far as the volume or total amount is
calcium, but as we also heard, any divalent metal cation
that is available will be chelated by this agent.

Now, there are affinity constants that have
peen pretty well established for physiologic pH's, and, so,

we have a pretty gocecd idea of what the preferences of the
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molecule are within the human bedy.

Now, this is not belief; these are based on
physical chemical properties of molecules. This molecule
has these physical chemical properties; it will bind to
these metals if they are available to be bound.

It may be appropriate at this time to show a
list.

Q That is fine.

A Let me just show you a list of the preferred
molecules. Unfortunately, I tried to take 11 hours of
information and put it inte an hour here, so, I bkeg your
indulgence.

What you see there ara the affinity of EDTA for
various metals and physiologic pH in order of decreasing
stability, meaning the one on tor is the one to which it
binds most avidly, and you will see chromium 2+, iron 3+,
mercury 2+, you can read those, copper, lead, zinc, cadmium,
cobalt, aluminum, iron, manganese calcium, magnesium, and
scme of these are pretty bad actors like lead or mercury,
but scme of these are absolutely essential to our own
bicchemistry, our own physiclogic functioen.

In order -- the role that these elements, these
minerals and metals perform in the body is wvariable.
Magnesium as you see at the bottom is absclutely essential

for well over 400 enzyme systems within the body, absclutely
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essential. What this means is that if you don't have the
magnesium, yvou don't run the chemical reactions.

As human bkeings, we function pretty much at a
very stable pH. Oux acid base deoesn't fluctuate very much,
it stays around 7.4. If it varies much from that, we are
really sick. 7.6 and 7.2 doesn't sound like much cof a
change in the pH, but it is enough to mean the difference
between life and death for somekedy who is ill, and people
become very symptomatic with these kinds of shifts.

So, within this physiclogic pH range, all of
cur chemical reactions happen, and when I think back to my
high school chemistry and to make very simple compounds, I
had to use hundreds of degrees of heat with a Bunsen burner
and very powerful acids to make everything happen, and it is
mind beggling to think that the human bedy stays at about
58.6 degrees and a pE of 7.4, yet we prcduce such an array
cf chemical compounds within the bkody in order to facilitate
all of our complex function that, tc me, it is absclutely
astonishing.

The way that this happens is because we have
constructed enzyme systems, these enzyme systems will make
very minor changes on melecules as necessary, and they do
this in a very orderly fashion as long as we don't gum up
the works by not having encugh of the necessary minerals to

activate the enzyme systems or the minerxals that are
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necegsary to turn on or turn off the systems. This will get
to be more important later.

Let me just put this up so you can see that
there are physioclogic roles for these minerals within the
body, and this is just cut of a textbook that was in the
cffice, and it just shows scome of the function of the
elements that are listed on the left, the zinc, the copper,
the magnesium, the chromium, etc., and what it deesn't list
are some of the more toxic compeounds.

New, the basic pocint here is that the EDTA when
it enters the body will bind %o these metals. The metal
ions perform catalytic and structural reoles in over one-
fourth of all known enzymes. They also £ill regulatery
roles, particular for reactions where ADP iz a substrate.

That is a big statement. That encompasses the
entire realm of the biocchemistry within the bedy, and this
is from a standard text in bicchemistry Rcdwell Harper made

in Harper's Review of Bicchemistry and catalytic reactions

have to be under-stood because catalysis 1s the capacity of

a metal ion with some other mcolecule to zccelerate the rate

of a chemical reactien.

If you have one pcund of substrate and it takes
cne hour to produce one peound of product, there is a certain
rate that that chemical reacticon is proceeding. If you

should throw in a catalyst such as lead or cadmium, and the
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chemists know this, that catalyst will accelerate the rate
of that chemical reaction, scmetimes a million-fold.

¥Now, a millien=-£fold difference in the rate of a
chemical reaction is something that I can't comprehend. I
am still working on trying to figure cut how high a stack of
deollar bills would ke to make a million, but that's a big
change, that is a lot faster.

Now, this kecoemes significant when we think
about it.

Here is an example of just cne of the enzymes
in the body, it is called magnesium ATPase ATP is Adenisone
Triphosphate. This is the currency cf energy in the body,
it is the way we take electrons, it is the way we take free
radicals, it is the way we take substrate and burn it,
oxidize it, in order to c¢reate the energy that is necessary
for us to think, feor us to meove cur muscles, for us to have
our heart pump, all <¢f that is based on this particular
compound, magnesium ATPase.

The reasen I say it is magnesium ATPase is
because that is its formal name, and the magnesium is the
operational part because without the magnesium, a single
metal divalent cation without the magnesium, the system just
deces not run. Without the magnesium, there is no energy

production by this pathway.

Now, there are some alternative pathways within
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the body, but none ¢f them is of the magnitude of the
nmagnesium ATPase systemn.

Now, in essentially all reactions where
magnesium ATPase gets used up or is a substrate, the true
substrate is the magnesium, and this -- I draw your
attention to the second line there where it says, the
synthesis of all proteins, nucleic acids, nucleotides,
lipids and carbochydrates, and the activation of muscle
contracture require magnesium. These reactions have to be
carried out or we don't exist on the planet. We don't take
oexygen out of the atmosphere and give back carbon dicxide if
we do not have this simple process geing on.

Now, I hope that I have given you a quick
understanding of the role of minerals in general, and this
is only one, and this happens to be my favorite one,
magnesium. The role of catalysis, which could be magnesium
catalyzing a reacticn and/or turning on an enzyme system,
and let me digress for a minute teo explain calcium here, as
well.

Earlier, we heard about another divalent cation
called calcium and its role within the body. Calcium is
absolutely essential, and it has some very ubiguitous roles,
but in order to understand why that role is so important, we
need te understand a little bit akout what keeps a cell

alive and what makes it dead.
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1 Now, I told you that energy needs to be

2

produced all the time, and in well over 80 percent of the
3 cells, energy is used for one singular purpose, and that is
4 to maintain membrane function. You are going to hear +that
2 term membrane over and cover again, and it is very
6 significant because to put it very simply, and I used to
7 have a simple term or a simple idea of membranes when I was
8 in cellege, that it was sort of like a Baggie, and all of
9 the internal components of the cell were inside that Baggie,
i0 and ocutside of the Baggle was the rest of the envirenment,
st but it is much more complex than that.
12 There are societies around the world of -
13 scientists who dedicate entire careers to studying membranes
14 and membrane functions,
e I | . When I refer to membranes, I am talking about
16 cellular membranes and sub-cellular membranes, and when I
17 talk about a cell, that is a basic unit of 1l1ife, and it is
18 definitely covered with a membrane, but it is not a Baggie,
19 it is a very complex structure with some very interesting
20 physical properties. It is a fluid, which means it can
21 change shape and move and bend without breaking; it is self-
99 repairing, which means when bullet holes get shot in it or
23 it gets damaged by oxidation or the sparks of life, it
24 repairs itself, again through enzyme functions and enzyme

25 systems, and it is censtantly in a state of producing
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energy.

What this energy is produced for is one basis
purpose and that is to maintain a gradient acress that
membrane. Now, gradients mean that there is more on one
side and less on the cther, and that gradient can be a
number ¢f things. There 1s an electrical gradient across
this membrane; there are gradients of molecules of whatever
kind of mineral we are discussing across this nembrane, and
I weuld like to take your attention to calcium and
magnesium.

Magnesium is predominantly an intra-cellular
molecule, it lives inside the cell, predominantly, mest of
it is inside the cell, all right, cn the inside of the

membranes.

L Calcium, on the othex hand, is predeminantly
extra-cellular. The vast majority of calcium is cutside the
cell. Why is that? Because calcium is a very active
melecule, and in corder for us to contract a muscle, we have
to have a huge influx of calcium inside the cell to activate
all those enzymatic processes necessary for the very simple
act of shortening the muscle filaments to make a
contraction. That happens with every heartbeat, every time
you flick your finger, the calcium is necessary to maks
those interactiocons.

But caleium is so active that it has to be held
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in check, and there is so much of a gradient of calcium,
10,000 times as much cutside the cell as inside the cell,
for most cells. Some cells, 1,000 times as many cells
cutside as inside, and thexe is so much of a gradient that
has to ke maintained that this membrane in essence acts like
a dike, pushing back this highly active, electrically active
molecule, this highly energized -- highly concentrated
melecule, to keep it on the right side of the membrane.

One of the main functions of magnesium inside
the cell is to ride hexrd on the calcium that does make it in
and make sure that it is sent back out to where it is not
activating those processes in order to permit the opposite
reaction or the relaxation of the muscle in the example of
the muscle cell,

Now, the reason I have got this diagram here is
showing -- this is basically what they call the ischemic
cascade which means that when there is not oxygen around to
supply the pumping mechanism to keep this energy flowing
within this cell, there is a function failure, and the
function failure is the function of the membrane that is
failing.

Now, what is this function keeping the calcium
out, right there, the cirecle in the center where it says
"increased calcium influx", that means the calcium is unable

to be ejected, it is rushing into the cell, it is sticking
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to the components cf the interior part of the cell, gumming
up the bicchemical machinery sc that the c<ell becomes
incapable of sustaining the same kind of energy production,
incapable of sustaining the membrane which leads to meore
membrane failure, more calcium influx, and that last word
over there is necrcsis. Necrosis 1s the word for death of a
cell, and by definition, the death of a cell is enough
calcium in the cell that the cell no longer performs the
function of life or pumping energy.

How, I could never understand why when my son
was 12 years ¢ld he wrote a paper for his bioclegy class and
cutlining the mechanisms of cell death, yvet, I had trouble
teaching this to the residents at the time I was teaching
residents in Family Practice, for them to understand that
that was Important to them.

Let me back up and say that in training, what
we are trained is how to memorize information about
diseases, and there is an unwritten law in medicine that
says, once you get through those basic science years, put it
aside, because the real business is trying to remember
disease symptoms and disease treatments and drugs for
diseases, and that is kind of a sad commentary on what our
educaticnal system is like in medicine because we take some
students who show a great deal of promise, and we pound that

promise ocut of them and tell them to =-- or ask them to
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overload themselves with some information that prevents them
from seeing some of the basic, underlying causes of disease.

Now, I call this a kasic, underlyling cause of a
disease because when yvou think abeut it, the difference
between a damaged cell and a dead cell is just a matter of
degree, how damaged is it. Is the damage such that the
repair is unable to be carried ocut?

We have also had much mention of something
called free radical pathology. Free radical patholagy is
again, by volume, one of the biggest ways that in nature
these membranes get damaged.

Now, here is an example from Harry Demopoulcs,
this 1s a very dynamic man who was a pathclogist at New York
University, wheo has deone an enormecus amcunt of research in
the field of free radical pathelogy, and I apolegize for the
age of these transparencies, ycu will see that some =-- most
0of these references are pre-19%84, but the truth of what has
happened here and what he discovered has not changed since
then,

Free radicals have kind cf become a buzz word
within medicine, as we trv and understand more about the
damage that they can do, but it wasn't until the late
seventies that we actually had the technolegy, the egquipment
in laboratories, to be able to demonstrate that these things

exist, that they hurt the cell, and it was Earry Demopculos
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wheo had demonstrated the mechanisms, the chemical and
patheologic mechanisns, by which this cccurs.

Now, it just basically says that if you smash a
cat's spinal cord, you ar=z going to get regional ischemia cor
regional damage to the cell -- or to the cells within the
spinal cord, and we don't do this anymore, by the way, and
there is a consumption of the major central nervous system

and oxidant ascorbkic acid in the ischemic or traumatized

tissue.

Noew, what dces that mean? It means that the
oxidative process, the burning process, because of the
trauma, because of the ischemia, gect accelerated, and Harry
Demepoules even went further, and he found out that the
reasons why these processes get accelerated, it happrens so
fast, and it takes us right back to what we said before
about catalysis, catalytic reacticns.

Ircn and copper released in tissue ars
catalytic; they accelerate the damaging free radical
reactions, the damaging oxidative reacticons, up to a
million=-£fold, by thelr mere presence.

If you contrcl the iron like the bkody tries so
desperately to do, if you ceontrol the coprer as the bedy
deoes, and by the way, this is done with the process of
chelation, a natural process of chelatiocn where the iron and

copper mclecules are essentially guarded or held in check so

ALK




18

19

20

21

22

23

Miranda - Direct (Seeley) Page 137
that they don't create this kind of damage, if you centreol

that, then there is less damage.

The antioxidants are nature's way of protecting
the body; these are the compounds that we either manufacture
or take in in our diets that guench the fires cresated by
this oxidative free radical patholcogy.

Noew, we have had clinical explanaticns of what
that is, but it is no different than rust. It is no
differsnt than the rust on ycur shovel, and that rusting is

a slow, oxidative process.

When we are leocking throuch a microscope, an
electron microscope, at ever smaller areas, what we are
seeing is the rust cr oxidative damage to components of the
cell and especially components of the cell menmbrane.

Now, I just want to show you what a membrane
locks like so yeou get an idea of cross-sections and that
this is not a vague concept to you, and then I will talk
briefly akout membrane components and where the target is
for this oxidative patholecy. .

Now, I need to point here a little bit. sStart
with the circles here in the center, these circles represent
the heads -- these circles here and these circles here
{indicating), represent the heads of the molecules, the
chemical molecules that form membranes, all right, and this

is universal, whether it is a membrane of the mitochondria
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or inside the cell what changes are some of the bells and
whistles of the membrane, but what is a fact is that they
all have polar and neon-polar conmponents, they have lipid
tails, which are these sguiggles, and it is a bi-laver, that
means it is a two-layer sandwich, and there is something
helding these two layers together, and most of that
something happens to be cholestercl. It is the peanut
butter that helds the sandwich together.

These 1lipids ars not just decorative
components, they are structural components cof the cell
membrane, and they compose a wall that is fluid and mobile.

Embedded in that wall ares certain specific
protein structures, transport proteins here schematically
are represented channels, although we are net sure if that
is a structural item or just a concept, but we have had to
learn about calcium channels with relation to the cell
membrane.

These lipid, and lipid means fatty, fatty
compeonents hanging inte the cells, are very specific lipids
with very specific structures with very specific bends at
very specific places in the molecule kecause they will
modify very specific functions on the carrier proteins, on
the transport proteins, and on the membrane itself,

These lipids, where you see the zig-zag bends

alse happen to be the most vulnerabkle component of the cell
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membranes to the oxidative damage.

Now, let me just back up a second, and if you
remember what we said about free radical species, these are
melecules that have an unpaired electron in the outer orbit.

My wife has a description for them, but I don't
think I am going to bring that description up, because
suffice it toc say that that unpaired electron wants to be
paired in the worst way, think back to puberty, and maybe
you will get an idea of how much of a driving force this is
to be paired, and that electron has teo find something to
glom onto, to take hold of, but all of these things are
intricate structures in here that have very specific
purposes, and if you take something that is disruptive like
a free radical and attack cne of those bonds, what you have
done is you have distorted this molecule, you have broken
it. -

Let's take a closer lock at what that lipid
structure looks like. These are called phespholipids
because the head part usually has some phosphorous
containing compound like lecithin but the point is these
have very nice structures, well, there you c¢an see up there
(indicating), but there are certain places where they are
subject to attack, and these little dots or circles with the
negative charge represent the free radicals, when they are

attacked, you end up with broken fragments of molecules.
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This i1s molecular debris, it is not structural anymore, it
is not a functional structural component of the cell
membrane, it is debris, and, of course, we have mechanisms
to correct that.

All of these mechanisms are overwhelmable or
saturable. I said this 1s a self-repalring process or we
could only repair so much damage, and in a sense, the
accunulation of damage that is unrepaired, more damage than
the repair is one of the crueler or crux issues in aging,
the entire aging process, the accumulation of this
unrepaired damage.

What is even worse is these species where
every-thing had been balanced before with paired electrons,

when yvou damage one cf these components, you create ancther

free radical species,fso, there is a preocess that is called....

propagation, it doesn't stop until there is a meolecule
available to sacrifice itself and take up that species.

So, the damage continues until such time as the
fire is put out, as the molecule is quenched, and we have
cuenchers, and as Dr. Martin Rubin pointed ocut, that when we
moved onto the dry land, we had to face the solar radiation
and oxidative processes, and we had to £ind ways to gquench
them where we have a number of enzyme systems that are
specifically designed to control those oxidative processes,

and it 1s probably best that I don't take the time to go
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into those right now.

But we have defense nmechanisms that are such
things as the ascorbates, Vitamin €, carotencid compounds,
the ketacaratines and even to some extent Vitamin A, we have
compounds with sulfur content that seem to ke very goed as
both chelators and also as mopping up of free radicals like
the glutathicne and glutathione cxidase systems, seleniumn,
as itself, stochieochemically, and alsc as a compeonent of
glutethimide peroxidates seems to be very good at mopping up
certain types of species of free radicals, the tocopherol
family of compounds, Vitamin E, and very recently as
published in The American Jourmal of Clinical Metrician, we
found that the level of Vitamin E that we measures in a |
perscen's plasma 1s a much better indicator of the risk of
coronary artery disease than is cholesterecl. -

We are in a time of we where hyper
cholesterclemia has given way tc hypercheclesterol media,
where you saw it published in the press so predominantly
inte hypercholestercl mania. I can't go tc a cocktall party
without hearing people asking or comparing cholestercl
levels.

But the point is that is nct even a very goed
indicator, as Dr. Kindness said, about 52 percent specific,
that is slightly better than a coin £lip. Not that I want

to discourage anybody from knowing what their chelestercl
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levels are and the risks, but we have information availabkle
that alleows us to perform a different profile now of
assessing disease risk as well as health petential.

Now, the reasern this becomes significant is
these membrane components are in every membrane of the bedy,
including the membranes that line the endothelial cells,
that are the interlining of the blood vessels, and in order
to get athercosclerosis, in order to get arteriosclerosis,
vyou have te damage that endethelial cell, and we do it all
the time. We dc it with stress, we do it when we walk, when
we run, life is a series of damages to those cells.

Hewever, we are capabkle c¢f repairing the
damage, and it is only when we are doing more damage than we
are are capable of repairing that we accelerate the disease
process and have it go through that whole series ¢of events,
starting with oxidation of the membrane lipids and then
lipoxigenation coxr release ¢f all these propagations species,
the formatien of foam cells on the surface of the
endothelium and the progression to lipid accumulation within
these cells and then hardening of that lipid accumulation
and forming a hard plagque which grows, and worse yet, you
form that plagque on the surface of that blcod vessel, that
cell is no longer capable of performing its function.

Now, I want to show you just a schematic of

what the blocod cell lccks like on the inside, and you have
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seen the pictures of the platelet function, and we have
talked about the flux or the flow of various lons throughout
the cell, and I think Dr. Zekan is prcbably going to touch
upon this a little kit later, but -- I think in the interest
of saving time, I will Jjust try and explain this the best I
can with werds.

And that is that those lining cells on the
inside of the artery are responsibkle for a task, and that
task is to facilitate the flow of bloed through that cell,
whether it is the tiniest capillary or whether it is the
major blood vessel, it still has that same task, it dees
that in a number of ways, by creating negative charges that
repel the blcod and kKeep it from sticking te the level or to
the cells themselves, because you need a stiff lining on the
inside of those blcod vessels, and when you have a group or
an area of cells that are coverad by plague or which some
consider to be essentially a kenign tumer that build up on
the surface, when you have these cells covered with plaque,
you change the physioleogy there.

Now, the physiclogy is this, the cell secrstes
stuff that keeps the blced vessel from clamping down, most
of these are of the prostaglandin and leukoctrines family,
and the components cf the bloocd are capable of secreting
substances of the same family but different in activity or

opposite in activity that make the blood vessel want o
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clamp down or clot, and there is always a dynamic balance
between free flcw and clotting.

It is not that we want to have either a clot or
not a clot, we want to have the capacity to <¢lot, and yet we
want ko have the capacity neot to cleot. When you have
plagque, two things happen, you irritate the compcnents of
the bleocod that is flowing through and put them inte a state
where they want to clot, like the pictures that you have
seen, with the platelet, among cother components of the
bloed, and at the same time, the cppesing action of the
cells is diminished, so, yor have an area ¢f uncppcesed
constriction or unopposed tendency toward constriction or
gpasm in the bleecd vessels, and at the same time, a tendency

toward unopposed clotting.

That is a dangerpus situvation, especially if ...

you are talking about an artery that is leading tc a section
of the brain or an artery that is leading to a section of
the myocardium or heart muscle that is being fed., If there
is a sudden change because of a change in diet, a change in
stress facters, anything that can precipitate this cascade,
that puts the patient at risk for having an occlusive event,
instead of just chstruction, there is new occlusion, and the
only difference between a heart attack and ischemia is the
difference between obstruction and ccclusicn.

Ischemia is a lack of blood supply; ccclusion
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is a teotal absence of blood supply to the area and the
tissue cannot survive without the oxygen in the blood
supply. Without the oxygen in the blood supply, that same
diagram that I showed you with ischemia, sets into motien
the same chain of events, releasing catalysts or free
radical activity deny the tissue oxygen which is so
essential for controlling that oxidative or free radical
activity, and, instead, you have an immediate progression
toward accelerated damage to the tissue and eventually death
of that tissue, and we call that a myocardial infarction on
a clinical sense.

But at a molecular level, that is what is going
on and at a melecular level that is exactly what we ars

dealing with with the chelatien therapy, both on a

_preventive basis. and on an_ameliorated basis in. that yvou can

diminish -- if you catch somebedy with a heart attack, you
can diminish the area of infarct.

Now, that has been demonstrated, it has been
demonstrated on degs, it has been demonstrated on pigs, it
has been demconstrated repeatedly.

What is even better is that even by doing some
very simple things like getting encugh magnesium into the
area to be able to ride herd like a sheep dog on the sheep
of calcium, 1f you get encugh magnesium intec that area, you

will spare myocardium, that is the study that the doctor was
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referring to earlier, that if you just give people magnesiunm
when they come into the -~ five dollars worth of magnesium
when they come inte the emergency room, the odds are better
that you are going to survive that heart attack, and that
has been shown, and it has even been shown to be better than
some of our current twe te three thousand dollar therapies
to break up the clot buster kinds of therapies.

This is dealing with the molecular events
because we have keen forced to recognize what the molecular
events are. I think of the 1980's as the time when doctors
were forced to lock at meolecules in medicine because we came
cut with a series of drugs that are called calciunm
antagonists; we also call them calcium channel blockers, and
I showed ycu the membrane, and I told you that this channel
is kind of a contrivance that we have made up ‘toexplain-the
fact that the calcium flews in and out of certain
compartments of the cell.

However, the fact is that calcium is active and
it can be antagonized, antagonized by magnesium, antagenized
by EDTA, and antagonized by a host of drugs that we have
come up with in the 1980's called the calcium antagonists or
calcium channel blockers.

What it has forced us to do it understand the
rele cof calcium in spasm of the arteries, in the role of

calcium in death of the <cell, and it has forced us =-- well,
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it hasn't forced us, but it has caused us to manufacture a
lot of drugs that cost a lot of money in order to prevent

some of these processes.

We are even at the point with the calcium
antagonists that are sold throughout this country and
prescribed very readily, and I am not knocking them, I think
they are very cften excellent forms of therapy, but we are
even at the point of discovering that people survive better
compared to not using the calcium antagonists when they
already have scme cardiovascular dissase.

The same process is going on with EDTA
chelation therapy, it is getting to more places, it is
getting in in higher concentrations, and it is quenching
some of the damaging reactions. It is kind of like giving
the cells. a breather and allowing them to cateh up. It is
remcoving some of the metals that act as the catalysts, and,
again, this has been shown over and over in scientific
studies that if you take the catalyst out of the picture,
you pull the fuse on the process of accelerated eoxidative
patholeogy, and instead of having extensive damage, you have
limited damage and that is another role of the chelation
therapy, that is another reason why we see scome of the
¢clinical bkenefit, and if for no other reason, for removing
the catalytic processes that would justify use of it,

especially considering the safety record, but also for
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dilating the bleced vessels for those pecple whe have keen in
pain because of renauds and discover that they don't have to
be in pain anymore because this process has been turned
arcund, it can be like a Ged send for them.

Q What we need to do is leave some areas for Dr.
Zekan tc comment upen as well.

A Okay.

Q And if I could, Dr. Miranda, let me ask you I
suppeose the crowning question and that is is the use of
chelation therapy dishcnorakle, unethical or unprofessional
conduct of a character likely %o deceive, defraud or harm
the puklic cor any member therecf?

A . . Absoclutely not, I woculd think the opposite. I
would think that the elimination of this therapy as an
optien for patients is both dishoncrakle and unprofessional.

MR. SEELEY: Thank veu.
Do you have any questions of Dr. Miranda?
HEARING EXAMINER MANGUS: No, I think not.
(Witness excused)
MR. SEEZLEY: At this point, we call Dr. Zekan.
(Witness sworn)
THEREUPON cane,
STEVEN 2 EK AN, M. D.,
called as a witness in cpposition to the rule, who, having

been first duly sworn according to law, testified as
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follows:

DIRECT EXAMTINATTION
BY MR. SEELEY:

Q Deoctor, could you state your name and address

for the record?

A Steve Zekan, 1208 Kanawha Boulevard, East,

Charleston, West Virginia.

2 Could yecu briefly give us your educaticnal
background?
A I went to Wheeling Jesuit College and then with

a B. S. in Biclogy, then went to medical scheoel at WVU in
Morgantown, followed by a surgical residency here in
Charleston, and then was an instructor in surgery for two

vears at CAMC and subsequently then a member of ACAM as well

requires Bcard Certification, and have been in practice here
in Charleston since then.

Q Have you been able to hear all of the testimony
today that has been presented?

A I have.

o] With refersnce to the support for EDTA
chelaticn therapy, have you utilized this particular therapy
in your own practice?

A I became interested in chelation in 1984 and

185 after several patients had asked me akout it and had an
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interest in surgically and trace mineral metabolism for a
number of years, since as a general surgecon we deal with
gastric and small intestine surgery and developed an
interest in trace mineral metabolism and became interested
in chelates.

I also had an interest in parathyroid disease,
and when I heard about chelation therapy, it immediately
struck me that this was a process that was being vastly
influenced ky parathyrcid metabolism.

Q And as a result of being introduced to this
particular therapy, I assume you then bkegan deing some

research of your ocwn?

p-§ Right. I inquired -- I heard about the ACAM
group and acguired some information from them and was
invited to-attend one of their meetings.--I was extremely T
reluctant at first to do this because I had heard of the
negative connotation about chelation in the past and went %o
the meeting and was astounded by the character of the
presenters and the physicians.

I would say that the peocple that presented
today are characteristic of the members as well as the
participants lecturing at the ACAM meetings, and I lcoked
forward to going to those meetings yearly. The meetings are
twice a year, and I try to go at least once a year and

listen to the tapes that they provide on the other meeting
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that I can't get to.
Q Up until the time that the Stats passed the

rule prohibiting the use of chelation for vascular disease,
did you have the occasion to actually prescribe such

therapy? -

A I started in 1985, and several of the perseons I
first chelated were physicians here in Charleston, the first
patient actually in the Ranawha Valley was Dr. Renny
McDeonald, I had talked to him before his death, and he said
that any ~-- he weould be a guinea pig, as far as he was
concerned, I could use his case history in any way. He was
the first patient who was diabetic and had had a coronary
bypass and was extremely debilitated as far as his legs were
concerned with walking, and he was having angina, post-chest
discomfort after his bypass. _

And I treated him, he was my first patient, and
after three treatments, his leg pains paresthesia was
completely gone, then he recerded what he felf thrsughout
the process of the chelaticn.

Q Let me ask the question, you have in front of
you there is a notebook that is called the ACAM Compilation
of EDTA Abstracts and Refersnces. Could you tell us what
that is?

A That 1s a veluminous amount of data on EDTA and

its multiple roles in medicine. It's very inter=-related,
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the different functions that the EDTA carries out. It was
compiled, I believe, by Martin Rubin; i1t was computer
generated, and I am sure part of it is computer generated,
but it is, I believe, how many thousand, I den't know, but
it is three thousand and some odd references regarding EDTA,
and it has got to be one of the most studied pharmacolegical
agents in the history of the world.
MR. SEELEY: I would like to have that marked

as Exhibit No. 41.

(WHEREUPON, the document referred to

was marked as Exhibit No. 41 for

purposes of identificaticn and . was

received into evidence.)

BY MR. SEELEY:

Q " In additzon, Doctor, you have another notebook
in front of you. Could yeou identify what that 1s?

A This is a compilation of a review of the story
of chelation therapy in West Virginia and the literature to
support it. This is a series of articles that I have
collected over the last seven yvears; it alsc contains
history, results of socme of my patients, and it has a study
that examined approximately a hundred and ten =- it is the
results of a guestionnaire that I sent cut teo all of my

patients, and it summates that, and if you would like, I

would like to go through some of the aspects of this.
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o Please, Doctor.
A I will give you this and then I will go to the

projector because I want to go through --

MR. SEELEY: If we may, we will have this
marked as Exhibit No. 42.

(WHEREUPON, the document referred to
was marked as Exhibit No. 42 for
purposes cof identification and was
received into evidence.)

THE WITNESS: This is the notebook on the
questionnaires of the data that was obtained in the summary
there was achieved, and I would like to give you the
questionnaires because it alsc contains a tremendous amount
of information about the pafient responses towards theilr
improvemgnts and the.degrees of improvements and conditions.

e

MR. SEELEY: And we will have this marked as
Exhibit No. 43.
(WHEREUFPON, the document referred to
was marked as Exhibit No. 43 for
purpeoses of identificaticn and was
received into evidence.)
THE WITNESS: The basic centents of this
includes correspondence, FDA requlations, EDTA users other
than hypercalcemia and toxic metals, other chelates banned,

EDTA demonstrated calecium and iron chelation, calcium
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overload as an initiation of free radicals -- as an
initiateor, a free radical initiator, calcium antagonisms,
talking about the types of calcium antagonisms, calcium
chelators as a group, non-EDTA, and their effects, EDTA as
an ireon chelator, decreasing free radicals, induced
parathyreid benefits from EDTA, EDTA removal == all the
processes that support EDTA and finally some conclusieons.

I am going to try =-- I am geing to try
extremely hard to nect be repetitive, and I Xncw that the
time is of essence here.

BY MR. SEELEY:
Q Let me just say, was there anything said by Dr.
Rubin cor Dr. Carter or Dr. Kindness or Dr. Miranda which you

oppese or are in opposition of any of their testimony?

p-\ Apsolutely not, - e -

Q Would you support the substance of their
tastimony?

A Cne hundred percent.

This is from the PDR, and it says that, "The
FDA has also anncunced that the FD&C ACT does not, however,
limit the manner in which a physician may use an approved
drug. Once a product has been approved for marketing, a
physician may prescribe it for uses or in treatment regimens
or patient populations that are not included in approved

labeling", blah, blah, blah. It is a goced definition in the

ACR.
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PDR.
From the FDA Bulletin in 1882, "The FD&C Act

does not, however, limit the manner in which a physician may
use an approved drug. Once a produce has been approved for
marketing, a physician may prescribe it for uses or in
treatment regimens or patient populaticns that are net
included in approved labeling. Such "unappreoved!" or, more
precisely, "unlabeled" uses may be appropriate and rational
in certain circumstances, and may, in fact, reflect
approaches to drug therapy that have been extensively

reported in medical literature."

Q Doctor, the first overhead, that was the
Forward out of the Physicians'! Desk Reference?

A 1991,

Q. . Ckay. and doesn't that =-=- basically, that sane

forward appears and has appeared in every PDR for every
edition, reassuring the fact that the doctor has the right
to practice medicine, that the indications so enumerated are
fer manufacturers tc limit what areas they can advertise the
use of the drug?

A To the best of my knowledge, that is true.

This is the letter that triggered the Board's

looking into the medicine, and it says, "I am enclesing a
copy of a memorandum of the Va. State Board condemning, or

at least discouraging chelation therapy.

ACR.
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"I understand that this therapy is being used

in W. Va. and I feel that our Board of Medicine should take

a similar stand. Would you at least consider it." Dr.
Wilson.

Q Doctor, that has already been introduced as an
exhibit.

Do yocu have knewledge of whether or not the
State of Virginia has banned chelatien?

A I have the document from the Board of Virginia,
this is the Code of Virginila, Section blah, blah, blah, and
do you need the section number?

Q Well, I think the Key =-- this has already been
intreduced as an exhibit, Doctor, I think the key element
that you want to mention is that this is a resoluticn, not a

rule,

A Right, this is a resolution and it says that
some cbjective evidence of its benefit will allow it to be
used if there was =- until eclinical efficacy is established
by formal contreclled trials or by some cbjective evidence of
its benefits.

Q Would you say teday that there have been
¢linical controlled studies or scme ohjective evidence?

A We have heard innumerable studies presented

here today.
Q And would you suggest that the exhibits we have
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just introduced, that vou have ldentified and introduced,
would provide that objective evidence?

A It would centribute to that, abksolutely.

This is the meeting note from the Board, and
this is recording where there is discussion of this issue at
our Beoard meeting, and 1t states "that chelation therapy
should not ke used cutside of a research center under
controlled study guidelines. The Legislative Commitiee
reéommended to the Board that ne regulation be specifically
adopted that chelation therapy should be reserved for and
restricted to research centers only because of the
likelihood that under the Board's current Medical Practice
Act and Requlations a person using chelatieon therapy cutside
of a research center under controlled study guidelines would
be in viclation of the Practice Act, to be established by
expert testimony in a hearing." And it was moved and
seconded, and this was passed.

Q Doctor, when it says used appropriately, would
you suggest that adhering to the ACAM protocol would in fact
be using chelation therapy appreopriately?

A I entirely endorse, I have had no complications
from this from its proper use based on their protocol, and
that is the cone I endorse and I endorse fully.

It is interesting that frem this discussicn and

in the final law that was passed, that it appears to me, the

AOR.
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interpretaticon is that even as a researcher, 1f I was in
West Virginia, that I would be cutlawed from using EDTA
chelaticn even in a research setting.

T mean, that is what is discussed, and they
even said you can't research it, and this has ramifications
that are astounding to me, but that is the intent of the
discussion.

Here is the actual law, and I will just read it
briefly, and it just says, "The use of chelaticn therapy for
diseases and conditions other than acute hypercalcemia, lead
poiscning, and intoxications caused by scme other heavy
metals is considered dishonorable, unethical cor
unprofessional.”

The first thing then is other =-- the banning of
EDTA as a chelator and what are some cther uses other than
hypercalcemia and lead toxicity, and this is a review
article by Dr. Kitchell, and he states, if you will look
here, "There have been recent reports tec indicate a
pctential usefulness of chelation", and we are talking abkout
EDTA here, toec, if you will lock at the top, in Wilson's, in
sclercderma, in heavy metal intoxications, and these are all
raferences on it, sarcoidesis, iron storage, porphvyrias,
metastatic calcinosis, myositis ossificans, coronary artery
disease, calcarszous valwvular disease, cerebral and

peripheral arteriosclercsis, as well as the treatment of
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digitalis toxicity and other cardiac arrhythmias.

And this is a series of references that I think
that are important other than the heavy metal indicatien.

Here is an example of patients treated with
rheumateid arthritis, 32 patients with rheumatoid arthritis:
27 of those 32 had significant marked improvement of
rheumatecid arthritis.

Qf the 32, 27 respended perfectly to EDTA
treatment, and at least 23, it was possible to maintain an
improvement when necessary by additional EDTA infusion over
the time the patient was studied.

This is from The Standard TextBéok ¢f

Pharmaceleay, talking about EDTA used topically or in the
treatment of corneal calcifications and for the eves, so,
thiat is essentially outlined in this point.

Here is a Textbook of Ophthalmelogyv which shows
for the emergency treatment of zinc chloride injury after
flushing with water, the eye may be lrrigated with a 1.7
percent solution for 15 minutes. It shcoculd ke noted that
EDTA is a potent zinc chelator and that is why it is
akscolutely mandatory that people being chelated need to be
en a zinc supplement.

Here is a very recent article, the "Combined
Treatment of Medullary Sponge Kidney by EDTA Potassium

Citrate and Extracorporsal Shock Wave Lithotripsy." It
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shows the effect, and I am not geing to summarize that
because of the time, that article is present.

Other chelates that are banned because they are
net chelating heavy metals are Deferoxamine which is the
iron chelateor, is used in the management of chronic iren
overleoad, and this is from The Standard Textbook of
Pharmacology, and it says on the bottom there —-

Q What do you mean by outlawed?
A It is effectively outlawed because a physician

who would use it would jeopardize his license.

Q You mean by this rule?
a By this rule.
Q Because the definition of chelation therapy is

very broad, and it is not clear as to what chelating agent
is included?

A That was not specified in there.

Q Right, even though what you are showing us are
not outlawed treatments, these are accepted?

A These are well accepted, this is a classic
indication, for example, of dimercaprol in the treatment of
Wilson's disease and chromium dermatitis, those are
essentially when a physician could be challenged by the laws
of the state.

Q By the current rule?

A By the current rule.
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I am going to just go over these quickly, not
to belabor the point, but penicillamine is banned from use,
and the main use of penicillamine is copper.

"Penicillamine is useful in the treatment of
lead poisoning, however, this use is not included in the
labeling approved by the USF&D. Penicillamine may be
particularly useful as follow~up therapy after lead
peisoning has keen initially treated with edetate calcium
disedium and/cr dimercaprol. Many investigators consider
penicillamine to be the drug of choice for mederate
asymptomatic lead intoxication", but the FDA here hasn't
approved it.

Yet, this is what the standard is.

Q The accepted treatment among the medical
community? ' - ~
A Yes, This has bearing., YThe Long-term

fficacy of Deferoxamine Iron Chelation Therapy in Adults
with Acquired Transfusional Iron Overload", we conclude that
leng=-term Deferoxamine iron chelaticn is effective not only
in retarding, but, in some cases, actually reversing organ
damage caused by transfusional iron overload."
I am going to present scme data showing that

the EDTA is an extremely potent iron chelator. This gces
aleng with previous testimeny regarding iron, and it is one

of the major effects that EDTA chelaticn has
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physioleogically.

But Deferoxamine here for iron overload is
banned, too.

In this case, you would say, well, why neot
phlebctomize the people and get rid of the iron lecad, and
phlebotomy therapy is precluded in patients with
transfusional ircn overload and ircn chelation is presently
the enly effective therapeutic crtion for those patients,
so, this =-- what kind of dilemma this type of a law, really,
if you are conscientious, gives you an ulcer.

Our studies strongly suggest that leong=-term
Deferoxamine iron chelation is effective not only in
retarding but reversing organ damage, and that is the end of

that article.

This is a landmark article here, and that-is =~ -==
that "Deferoxamine Therapy in High-Ferritin Diabetes", this
was the leading article on diabetes in Qctobher «f !'89, It
is one of the reasons why chelation with EDTA I1s also very
effective with people with diakbetes, because it is remcving
this ircn.

What Dr. Cutler did was treat people with
ferritin levels that were elevated, being above 300, and he
found out that there was a marked improvement of their
glucose telerance when their iren levels and their ferritin

levels, which is the iron storage protein, was decreased so
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that people's ircn decreased in the amount of generated free
radicals from that iron was markedly -- that markedly

decreased.

He found, and it is on the bettom part here,
data sheowing that ferritin correlataed well with the diabetes
contrel, improved fasting glucese, triglycerides,
hemoglobin, EbA,., in patients iIn high ferritins. If pecple
had nermal ferritins, it didn't affect the diabetes of
gignificance.

Next, I want to demonstrate some of the effects
cf EDTA and demcnstrated it as an iron and calcium chelate;
this is the article from The Journal of Advancement in .
Medicine, "Urinary Trace and Toxic Elements and Minerals in
Untimed Urine Specimens Relative to Urine Creatinine, Part
IT: Provoked Increase in Excretion Fellowing Intravenocus - - —
EDTA", so, we have got a EDTA chelation, what comes out, and
this was addressed earlier, and it is important with regard
to some minerals what I want to specifically address.

This is urine calcium before chelation is 117,
that is in nmicrecgrams per milligram cf urine creatinine.
After the chelatlions, and they weres checked, it was 443 and
900 percent. If you had greater than 14 chelations, your
calcium came out to be 1,633 times higher.

Leck what iren does, iron goes frem 20 to 517.

a 7,281 percent incresase of excretion of this iron. So,
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this really demonstrates that it is removing ireon and
calcium.

What are the things that it is taking out most?
Well, lock at manganese, manganese it is the central
nutrient, and its percent increase is 12,600 percent, sc, if
vou chronically give somebedy EDTA and they are losing the
essential trace mineral manganese, you may not be deoing them
goed, so, it makes it mandatory for us to consider other
trace minerals in these patients, and that is why any
studies that den't give proper trace minerals or den't look
at patients' trace minerals intermittently has the potential
of deing the patient harm and requires some degree of
expertise in the administration, safe administraticen of
EDTA.

Q Doaes the ACAM protocol call for these trace
minerals to be supplemented?

A Absclutely, abselutely, that is why they have a
course and that 1s why -- you knew, that course of therapy--
that course of learning is highly recommended.

Iren is increased, calcium ls increased,
copper, noctice only has a 38 percent increase, so, this is
going to be important later when we look at the amount of
zinc excreted compared to copper, it is really dumping zinc
with a little amecunt of copper.

It is removing other stuff, toc, lock at the
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nickel, the 377 percent, some of these others are just
increasing small amounts, but lead excretion, 665 percent.’

A majer benefit of EDTA results from the
removal of irons as a potent free radical catalyst, that is
in that same article.

Now, I want to talk about calcium overload, and
it was first theught that excessive calcium was a final --
was a final event and that there was noct a pregression of
calcium overload in tissue, but after these free radicals
occurred, after cells became senescent, then they finally
calcified, their tissue finally calcified, and I want to
present the data showing that there is a progressive
accumulation of calcium and that calcium is an initiator of
preoblems in the cell, as Dr. Miranda talked about. I want
te give scme literature and verificaticon of that.

Here is "Effects of Agents Altering Vascular
Calcium in Experimental Atherosclercsis", "It appears from
the foregoing discussion that both normal aortic tissue and
rlagues are subject teoc diffuse calcification, and the
development of the atherosclerctic process may begin as
diffuse calcium deposition. Even though the change in
aortic calcium which we observed in rabbits is small in
relaticon to the magnitude of change which occurs
spontaneously in human vessels, it appears that once the

calcium content of the vessel has increased above a normal

ALK,
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value then the development of the early athercsclerotic
plagque takes place in several stages."

So, it is geing to be an additicnal thing is
that the tissue calcifies.

This is from Germany, this is Fleckenstein,
Symposium in 1982, "Vascular calcium overlocad -- a
pathogenic factor in artericsclercsis and its neutralization
by calcium antagonists®,

"The highly deleterious influence of
cytoplasmic and miteochondrial calecium overload on cellular
function and structure was first elucidated by werk done in
cur labeoratory on heart muscle. Suitable calcium
antagonists, by preventing calcium overlcad in these studies
proved to be capabkle of protecting the myoccardial tissue
against a multitude of cardiotexic noxae."

"This research report gives a survey of our
pertinent observations and of the resulting therapeutic
prospects.”

What does it show? On the bottom thing here,
we see a progressive, the calcium i1s the dotted stuff, the
open one 1is magnesium, as a person ages up to the age of 90,
you can see that the amount of magnesium in aortic -- in
arterial tissue maintains the same, whereas, the calcium has
a progressive increase.

You also see that there is a progressive
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increase of cholesterol in tissue that parallels the
calcium.

"our results suggest that the steady rise in
arterial calcium content during the entire lifetime is not
only a most characteristic criterion of age but also
represents the decisive, inherent risk facter which
predisposes senescent arteries to arteriosclercotic
degeneration. Apart from augmentation of wall cholesterol,
progressive calcium overload appears to be the most
important latent precursor of cvert arteriosclerosis cf
aging arteries."

S0, that is potent, that is a pretty potent
sentence, two sentences there, in my opinion.

Here we can't see it, this is the dogs that had
to be sacrificed to lock at the mesenteric artery, as their
age lncreases, that increases there. "Beyond the age of 60
years, calcium overload is speeded up dramatically in the
mesenteric and acrtic walls, and above 80 yvears, it reaches,
in ‘these arteries, the deletericus range, which is well-
Xnown frem cur animal experiments with dihydrotachystersol
(DET), or Vitamin D." "Only in the coronary arteries dees
pregressive calcium uptake seem to be slcwed down beyond the
age of 60 years. However, this mysterious phenomencn is
probably due to a statistical selection effect of coronary

calcinosis in the population beyond 60 years. It seems that
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the coronary 'high~calcium carriers! are skimmed away from
the advanced age groups by precipitous coronary death.™

"The incidence of sclerotic lesicns of the
coronary stem arteries, among unselected autopsies, reached
$2% at an average age of 65 years. A number of speradic
observations at ocur laboratery indicate that the natural
process of age-dependent arterial calcinosis proceeds faster
than normal in heavy cigarette smckers and diaketics. We
think this is the cause rather than the c¢onsequence of
premature arteriosclerotic vascular danmage.”

"In the light ¢f our present knowledge of
calcium overlcad as a causative factor in cellular
disintegration, it was reasonable to assume that, also in
experimental Monckeberg's sclerosis, histological damage
ensues frem abundant calcium engulfment. It was, in fact,
not difficult to show that the backgrcﬁﬁd of éx?eriﬁéﬁ&gii B
Mconckeberg's sclerosis is an enormous intensification of
calecium uptake inteo the arterial walls."

In an opinion of these authors, the
uncontrolled intake of Vitamin D in men might even
constitute one of the mest important pathogenic factors in
human arteriosclercsis. This, evidently, raises the fact
that putting excessive Vitamin D in our milk, 1if you are
drinking a large amocunt of milk, you could actually be

increasing calcium because cf excessive Vitamin D. That was

o
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just an interesting okbservaticn.

Okay, I am not gecing to dwell further on this
article because of the time.

HEARING EXAMINER MANGUS: ExXcuse me, Dr. Zekan,
I think you have established the role of calcium in
arteriosclerctic disease, and in the interest ¢f some of the
other testimeny that we would like to see, if you have some
additiconal information that has not been filed with us,
ceculd you please call that to our attention and advise us of
that? _

& would like to leave this last hour, if we
could, for some comments.

BY MR. SEELEY:

Q Excuse me, Doctor, the materials that you are
geing. thrsugh right now, are those {he materials that have-
been submitted as a part of the exhibits?

A Yes.

Q So that everything is here. Any particular
things that haven't bkeen brought up that would be the first
impressicn for the Hearing Officer?

A There is just one thing. I would like to
present the data on my patients that I have treated, if I
could just present that data.

Q Could I ask you, in gecing kack in your

testimeny, West Virginia is the -- is it the only state that

ALKR.
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you are aware of that has taken this particular step in
prohibiting the use of chelation?

A To my knowledge. I know that there was a
debate in Arizona that was not -- did not make it inte law
because of the -=- as the Beoard was made aware of the
existing literature cocncerning EDTA chelaticn.

Q So, the answer is you have no knowledge of any
state that has prchibited this?

A That is right.

Q Let me ask you cne cther guestion, since yecu
were responsible for obtaining all of these witnesses, did
yveu pay them for their testimony?

A Absclutely net. I agreed to pay for their

transportation here, but as far as them speaking, that was

&ll donme on a voluntary hasis, their testimony, and, . -

incidentally, I would like to thank all of them for their
efforts and everyone was a voluntary basis.
Q Okay, would you like to then present your

evidence on your patients?

VOICE: We would have taken up a cellection to
help him pay.

THE WITNESS: I have treated about 150 patients
and sent cut a questionnaire, and kbased on that, I got a
respconse rate of 95 patients brought back =-- returned their

gquestionnaire, and this ~-- at this time, we see the number
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of chelation therapies, the number of therapies that they
received and then the number of patients. The majerity is
26 to 50 treatments. This looks at marked improvement, and
this was subjective impreovement, what the patients felt
themselves, marked, good, partial, ne improvement or worse.

We can see the pecple who got more treatments
had generally a higher improvement rate, overall, the 95
patients, 58 of these or 61 percent had marked improvement;
22 had geod improvement; 1l partial improvement; 3 no
improvement, and one stated that he was worse and he was
with arthritis, and he saild he didn't notice that his
arthritis was better.

Overall, of 95.6 percent of the patients that I

have treated have responded =-- have demconstrated some degree

of improvement.

I was ceoncerned abkcout the créétinine ;learance
in the patients, and I went through the files and locked at
the creatinine clearance based upon the number of treatments
to date that they have had. I could cnly get the data on 62
patients because scme -=- in later years, I have been looking
a lot at just the creatinine without looking at the
creatinine clearance.

The net effect, when you look at the greater
than 10C patients, was the average pre-chelation creatinine

clearance was 110 and then it improved to 122 afier their =--
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that is their most creatinine should be -- creatinine
clearance.

It should be ncted that that second creatinine
clearance 1s while they are actively being chelated, and,
so, one would even expect that the c¢reatinine c¢learance
would then improve as they got further away from their
bolus. I was doing creatinine clearance to make sure that
there was no actual decline in creatinine clearance.

The raw net effect on the 62 patients that I
could gather data on was an 87 percent increase in
creatinine clearance.

I an going to present just some basic patients.
Here we see a pre-chelation ekg on a patient with marked sT-

T changes in the lateral leads and the interprstation of ST-

T abnormalities.were_marked suppression, suggesting ischemi@ -

repolarizaticn changes. You see Lead 1 and 2, this is after
a course of chelation therapy, here is the official reading,
it says T waves were scmewhat £lat throughcut, and there is
no mention of any ischemia, it obviously, to anybedy with
expertise, locks much better, and there is a lot of == there
is some movement, artifact, where the STE's are definitely
visible.
Here is a leg Deppler on a patient.

BY MR. SEELEY:

Q Is it possible, Doctor, that you might ke able

ALCR.
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to at least summarize this rather than --

A In summary, wWith the patient documentation that
is present, I demonstrate a cardiac catheterization that
shows 1mprovement. I demonstrate ankle, arm index
imprevements. I demonstrate =- those are the only *things I
demonstrated improvement, and this is not unusual in the

patient populaticn.

I have not done a lot of extra lab work in
patients, primarily because of the cost. Cardiac
catheterization, when pecrle are feeling kettesr, ycu cannct
get them to have another repeat catheterization; it is not
medically indicated, and it is not cost effective, and when
they are feeling goed, it is hard to get patients to do
these invasive studies.

My cenclusions ~- I would like to also mention
that there is a chronclegy of the use of EDTA chelation that
is presented here, and there is an addendum to it, and it
demonstrates the fact that in 1990 and '91, the New Zealand
Department of Health Ministers has endorsed the appropriate
-- appropriation of the EDTA chelation for -- the
appropriateness of using EDTA chelation for atherosclercsis
and their socialized system is paying for it.

In 19%1, Ayerst Pharmecutical Company has
allotted 6.3 million dollars to do a parallel Magnesium EDT2

study tec the Walter-Reed and Letterman Army Hospital Studies
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that we are aware of.

Concluding remarks, for a treatment to be

unethical, unprofessional and dishonecrabkle, there has to be

strong evidence of it being ineffective with ne scientifie
base or theory supporting it.

Asking opinions from individuals who are not
familiar with chelaticn therapy can be very one-sided,
conservative and prejudicial. How often has one heard, "if
you are not up on something, then you'll be down on 1t"?

Laws already exist regarding informed censent,
drug centrel, classification from the FDA, physician
liability, patients' rights, patients' cemplaints. Does the
state Begard have the means and expertise to be the regulater
of controlled research studies? Was this the constitutional
intention?

Existing evidence is encugh for New Zealand to
endorse and pay for EDTA chelaticn. Some insurance
companies ars paving for it in the United States. Mcre
physicians are learning of it and understand its rationale.

Chelation should be viewed as an adjunctive
therapy and net as the total answer. I see it as an
additicnal teoeol aleng with surgery, calcium channel
blockers, ancgioplasty, beta klecckers, etc. -- select keta
bleckers, I should say.

We are witnhessing explosions in medical
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knewledge, information transfer and applied advances in
therapies, including the explesien ¢f calcium klockers in
the late 1980's, and in fact the first oral calcium channel
blocker was introduced in 1$85. Having seen the dramatic
results surgical procedures can offer patients, I have also
enjoyed seeing the dramatic effect chelation can make.

We are all taught to ke clinically cbservant in
medical scheol with a large emphasis on histoery:; when
patients' preklems are seen to resolve and they relate
clinical improvements, we need to add this to our knowledge
base. All knowledge is not basaed cn centrolled deuble klind
studies.

Qur ccuntxy needs to look at ways of preventing
degenerative disease and treating existing diseases more
cost effectively. Calcium triggers and-free radicals dre ™ ~
important aspects of this vision.

EDTA administration at $75.00 per trsatment
equate to $1,500.00 for twenty (20) treatments. This is
slightly more than one day's hospital stay. A Chronic
administration at twenty (20) treatments per year in
additien tc the initial series of thirtvy (30) treatments,
could be paid by the interest from the money saved from one
corcnary artery bypass case. Insurance companies and
legislatures should lock very clesely at the chelation

issue.

(.4“'
)




r %;%15«,

Zekan - Direct (Seeley) Page 176

I want to thank all the contributors to this
hearing for taking their time and effort to be heard.

I weould like to thank the Board of Medicine for
reviewing this issue.

Finally, I would like to thank the physicians
who have been challenged by their okservaticns, peer
pressure, lawmakers, boards and pharmaceutical interests to
study the nature of chelators, gocvernment policies and
financing and have kept the interests of their patients and
their patients' problems as the number one priority.

! (Witness excused)

MR. SEELEY: .Doctor, that basically concludes -
our presentation.

Let me say, I would like to submit the brief
that .I menticned before.~ This is the work of-Andy-Fusco, —-
our local counsel, Pat McIntire from ocur office, and nyself.

Attached to that are varicus additional materials, including

the Textbock on EDTA Chelation Therapy, as previocusly

referanced,

HEARING EXAMINER MANGUS: You are going te put
these in as an appendix, do you say?

MR. SEELEY: Yes, they are with the brief, they
are referred to in the brief, those particular matters.

¥What we would hope is that you will have the

eppertunity to be able tec present certain recommendations to

AR




186
17
18

19

24

25

Page 177
the Beard, I den't Xnew if that is possible by the January
12th meeting or not.

EEARING EXAMINER MANGUS: My understanding is
that once we get the information back from the Court
Reporier and this kind of thing, then I have asked them, I
need a little time to go through it, toe, so I =- but I can
assure you, even if she would mail it to me tomorreow, by the
12th of January, I couldn't make that. There is teco much
information here te go through, and I haven't had an
cppertunity teo review.

But we certainly =- I think there is scmething
in here about hearings, that we shculd respend within 45
days, and I am not sure -- yes, so, we shall try to do that.

MR. SEELEY: I understand, teco, that you have
the coption to regquest certain, maybe, recsmméiided fiidismgs
as well from the parties if you so desire.

HEARING EXAMINER MANGUS: Well, ny
understanding is that once we have the transcript, and this
will be distributed to all the interested parties, then, you
all will have ancother opportunity to send back some
additicnal information, if I am understanding the process
correctly.

MR, SEELEY: OXkay.

HEARING EXAMINER MANGUS: So, conce this is

accumulated and put together, you will have a chance to
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review it and to make a summary or file another brief aleng
with that.

Am I correct cn that, Ms. Rodecker?

MS. RODECKER: Yes, I think if they wish to
present preoposed findings and conclusicns, they will do that
after they receive the transcript, under cur rules, 1f you
wish tec do that.

MR. SEELEY: Well, we will ke notified then?

MS. RODECKER: Well, if you get a copy of the
transcript, it will arrive at your office.

MR. SEELEY: Well, I am assuming that the Board
will receive a copy of the transcript.

MS. RODECKER: Yes, we will, but if you want

your own, you have to make your arrangements with the Court

Reperter and you would get it the same™time that we w&GId
recaive 1it.

MS. SEELEY: We will be nctified when the
transcript is prepared first, I assume?

MS. RODECXER: It will ccme to you at the same
time it comes to the Beoard, provided you make the
arrangement to get it. I den't know how to answer this any

better.

MR, SEELEY: Neo, I Xnow how that works, I
weuld, in the interest of trying tc save scme meoney on the

transcript, we probably won't order it until we know that it
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exists, then, we have an option tc lock at the Beard's copy,
I assume?

MS. RODECKER: You can come down to cur cffice
and review it, yes, sure.

MR. FUSCO: So, what we are asking is that the
reporter give us notice that she has issued a transcript to
the Board.

MR. SEELEY: That's right.

MS. RCDECKER: Most pecple get their own, so, I
thought yeocu wanted your own, so, I didn't understand, I'm
sorry. o

MR. SEELEY: At this point, then, I would like
to thank the Hearing Officer for the patience you have shown

us, and we appreciate it, and at least Pat McIntire and

myself, -.we are going to try to get back on the road before™ |-

the snow flies.

HEEARING EXAMINER MANGUS: I understand.

MR. SEELEY: Seo¢, I appreciate it, and I
understand that John Hedges will be assisting in the
testimeny for the patient testimeony at this peint.

MR. HEDGES: That is correct, and just to get
things underway, if Mr. Seeley is finished, I don't mean to
interrupt then, I would like to just cut my remarks short
and get to the patients! testimony, and by way of procedure

and to save time, I would ask permission from the Hearing
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Examiner to have the Court Reporter swear in all the pecple
that wish to testify at conce rather than as they come
forward, I think it would save some time.

HEARING EXAMINER MANGUS: Well, I certainly
have no okjecticn to that, so, let's do that because I would
like to have the opportunity teo hear from as many of yocu as
possible, and in that same vein, if you can, and maybe I am
geing to have to say even dewn to five minutes now, tell us
what you think is mest important and that is the message I
will try to translate in my recommendations.

MR. HEDGES: If all of you whe wish to testify
could just raise your right hand, and she will swear you in,
(Witnesses sworn)

EEARING IZXAMINER MANGUS: Dc yvou have a list,
M», Hedges, of the witnesses?

MR. HEDGES: VYes, and if it abpears that we are
running short of time, I would ask that I may call some of
these people out of turn in order that some of those that
are out of town could be assured that they will have an
cprportunity tcday, and then if necessary, mayvbke we could =--

HEARING EXAMINER MANGUS: If I could have that
list back when we are finished. This is an additiornal list
of peorle who are here, and I presume you have the list of
those wheo would like to say scmething?

MR. EEDGES: Yes, sir, after hearing from =--
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VOICE: O©Of the pecple whe are attending here.
MR. EEDGES: After hearing from the medical and
scientific community this morning, the one aspect or
perspective that we wanted to add was the perspective of the
patients of Dr. Zekan, and what we intend to present right
now is a cross-section of those patients, and certainly not
all of them, although there has been a strong cutpouring of
information and support in favor of changing this rule from
these patients, and, tcday, just as a summary, we weuld like
toc present a few of those people to indicate the broad
support for a change in the rule and just tc demeonstrate the
disenfranchisement that these people have felt by this ban ~
of their right teo choose the type of treatment that they can
obtain from the physician ¢f their choice.
i -o-  And with that,~TI would like to ¢all Mr. CGeorge

Haddad.

(Witness previocusly sworn)

THEREUPON came,
GEORGE EADDAD,

called as a public witness in opposition to the rule, who,

having been first duly sworn accerding to law, taestified as

follows:

DIRECT EXAMINATION

BY MR. HEDGES:
Q Could you please, Mr., Haddad, state your full
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name and where you live?

A My name i1s George A. Haddad, I reside at 5409
1/2 Venable Avenue, Charleston, West Virginia.

Q All right, and have you been or are you now a
patient of D». Zekan?

a I have been a patient, but I recently movad
away, and, ves, I am still a patient.

Q Can you just give us a brief summary of the
histeory of yocur medical problems that led you to ses Dr.
Zekan?

A I had had three back operations, and I have
diabetes neuritis, my family doctor was Dr. Norman Bsharah
in Charleston, West Virginia, here since 1865, and he had

recommended me to Cleveland Clinic and several other places,

~and I had tried just everything to stop the deterioratish of ™~

diabetes in my bedy, and I had a sympathectomy, and after I
had the sympathectomy tc -- 1t was explained to me to free
the bleced flow up in ny legs, I had an undue amocunt of pain
in both of my legs, and, anyway, I got to the polint where I
didn't have much use of either one of my legs. I had foot
drops in both ef them, and my left one now is numb up to
right kelow the calf.

My fingers are almeost numb, and my right leg, I
have since this started, just this deterioraticn, I have had

my right leg amputated up to below the knee, and I had foot
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drops in both of them and was using braces to walk.

Anyway, to make it as short as I can, I went to
Cleveland Clinic, and they did a spinal stencsis operation
on my back, thinking that it would have sonme bearing; they
ran a lot of tests, but the guy =-- the doctor that did the
cperation on my back told me that he didn't know how much
relief it was geing to give me, and it gave me some ralief
for mayke a week to ten days, and then the pain started
back, very severe pain in my legs, and I spent a month there
in Cleveland Clinic.

The docter that treated me and my docter, that
was Dr. Cheryl Winestine, who is the head of the Internal
Medicine Department of Cleveland Clinic.

I then came heme, taking a let of pain nmedicine
and stuff, and after laying in the bed every day and like ==
well, like most of you all don't knew me, I was into sports
and baseball and football, and I was -- I usually could
stand a lot of pain, but it got to the point where I was --
the pain was so bad that I was laving in the bed 24 hcours a
day and very depressed and crying a lot.

S50, I got on the pheone and called her and told
her that I was coming back and I wasn't leaving until they--
there had to be something that they coculd de for the pain.

So, I went back to Cleveland Clinic, and I

spent three months, and when I left Cleveland Clinic, I was
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taking 12 grams of Methadone four times a day, and I came
back to -- right before Christmas, I came back to Charleston
in worse shape than I had when I went up theres, and I use--
Dr. Bsharah is a very perscnal friend ¢f mine along with
being my family physician, and the Methadone was making me
so sick that I went to him and teld him that I wanted to
stop taking the Methadone because it was worse than the
pain.

So, he said I had to go in the hospital =- he
said I couldn't stop taking it, and I said, well, I am going
to step taking it because I can't -- it is unbearable, so,
he said, well, you will have to go in the hospital. I
didn't know he was going to put me in a care unit, but T
went to the Charleston General, and they put me in a care
unit, in a drug rehar unit, ke said,=you have toc be watched
because if you just stop taking it all of a sudden, it could
have scme effects on your hea or something.

Anyway, I was in there for sixteen days, and
during the process time that I was in there, I kept
complaining to the doctor, and the doctor who was head of
the unit was Dr. Terhune, I don't know if she is still there
or not, but she -- I XkXept complaining that I needed some
medical help, more than I needed help because I have always
been pretty streong willed, and I -- when I went in, she cut

the dosage from 12 grams at a time to 8 grams right off the
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bat, and then in a periocd of 16 days, I was completely off
of it for three days, and 1t was Jjust not a good experisnce.
I didn't like it, I told her I had tc leave.

So, about three or four days before I was to
leave, they sent me to a Dr. Lilly who was the head of the
x-ray =-- anesthesiolecgists or X~-ray Department in the
General, to see if there was scomething he coculd do, and they
-~ I had acupuncture tried and I had saddle blocks done and
other things done that would completely numb my legs and
take away the pain, but then I couldn't walk kecause I
couldn't feel my legs.

So, he told me there was nothing he could do
for me, the only thing he could do for me was, as a last
resert, he knew a guy that he would send to me to talk teo
me, he. . didn’'t even tell me Dr. Zekan'’s name, apparently, ¥ou ™™
can't deo much talking about this in the hospital, and you
are not allowed to get the treatments in the hespital or
anything else.

Sc, one time Dr. Zekan called on me at the cars
unit; it was a Wednesday or Thursday because I Xnow we
discussed it, and he gave me some vitamins, four or five,
six bettles of vitamins, of which I started taking, and I
goct cut of the hospital on Friday, and ny wife drove me to
his cffice, and one of the nurses works there, Diane, I

don't know her last name, and my wife and Dr. Zekan, carried
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me in, I was unable to walk or to function, and tocok me in,
and they put me in a chair, and I had a treatment on Friday.

And, o©f ccurse, he went through this and gave
me this gallon jug for a creatinine clearance and examined
me, and we talked at length, and then this happened on
Friday, and then on Tuesday, I went back for my second
treatment, and thne next -- and I found that it kind of rung
me out a little bit, made me overly tired, but I didn't have
much strength anyway at the time. I had spent -- I had been
ill for like three yvears, and I had been deteriorating and
getting worse.

And I went back the next Friday, and I felt a
little improvement after the first one and then mere
improvement after the second cne, but afier I took the third
treatment, it was like.a =- I mean, it was like a.light that
hit me cor something, because I, 75, 80 percent of my pain
was gone, and I was at least able to think and to functien
mentally in every pericd. I have had almost 50 -- 89
treatments, I think I have had, and I started at two a wesk,
and I continually got bhetter and got better to where I was
feeling very goocd until about the last year, I haven't had
any treatments, and to be very honest with you, I am =-- my
physical being is detericrating at a very much more
accelerated pace now than it was before.

I have lost my leg, in the meantime, I have
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lost most of the feeling in my hands, and I just was
exanined again, anéd I need, according to another docter,
another stencsis operation on my neck, and then, of course,
I have all the problems that diabketics have and -- but my
sugar was much better when I was taking the chelation; I
would say that my sugar eontrol was nuch, much better, and
then he changed my =-- the way I would take my insulin, I was
taking just NPH insulin ence in the morning, and then he
changed it to where I was taking it =-- taking Humalin R and
Humalin H in the morning, and then in the afternoon, too,
and he kept increasing the dosage, and there was a marked --

a great marked improvement.

Q Okay.
A And my quality of life was much better.
R All right, -and other-than the dramatic decrease

in your pain and the improvement in yeour sugar, ycur blced
sugar levels, were there any other effects that you noticed
from that chelation therapy?

a Well, it seemed to me that my mental -- well,
my mental aspect and my mental well being got to ke a lect
better, too, because the more cf the treatments that I teook,
I began to feel mentally, I had faith in Steve, Dr. Zekan,
and the staff, I liked all the girls and stuff, the nurses
over there, and I met several people there, I mean, nice

people, and just my general well being was better.
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Q Ckay, so, after the many menths at Cleveland
Clinic, you did find some relief from the pain through the
chelation therapy?

A Yes, sir.

Q Well, I don't want to cut you shert, but we
have %o give scme of these other folks time, sc, is there
any concluding remark you would like teo say te Dr. Mangus
and to the Board on this?

A Well, I would very much like to see, and I
don't know heow to put this any way but to be very blunt,
most of my life I have been pretty blunt, and I think it
would bervery unfair, and I think it is very unfair, for you
all teo take this treatment away. I mean, I can't speak for

the other pecple, and I can't speak for their diseases, all

.I can speak for is me,.and what.it has done for me, and the

help it has been for me, and it has been just a great, great
improvement in my physical health and my mental health.

HEARTING EXAMINER MANGUS: Thank ycu, Mr.
Haddad.

MR. HEDGES: Thank you very much.

THE WITNESS: I appreciate it, thank you very
much.

(Witness excused)

(Witness previocusly sworn)

THEREUPON came,
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BEN BOSTTIOC,
called as a public witness in cpposition tc the rule, whe,
having been first duly sworn according te law, testified as
follows:
DIRECT EXAMINATION
BY MR. HEDGES:
Q Mr. Bestic, could you state your name and whers
you are from?
A Ben Bostic, and I am from here in the city.
Q All right, and could you give us just a brief
history of your health problems prior teo seeing Dr. Zekan?
A In 1987, I was admitted toc CAMC with severe

chest pains and arm pain. They tock me in and did a

catheterizaticn and determined that I needed emergency

. bypass. They took me from the catheterization room to the

cperating roem and did six bypasses.

After I got out, I recuperated, did a stress
tast, and passed it and went back to work.

After about -- that was in November of '87, I
did pretty well until the summer of '89, one Saturday, while
I was working in the yard, I had a sudden attack ¢f chest
pains and arm pains, similar to what I had had before the
kypass.

So, I went to see my docteor, and he said, we

had better put you in, de a thallium stress test and find
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cut what is wrong.

He did that, and he said, we must do ancther
catheterization because I think you have get a prcblem.

We wanted =~— he put me back in CAMC and
discovered that five of the six had closed off completely,
and I only had one main artery supplying my heart.

He said, I have got three options, he said,
option number 1 is to do a bypass again, the only problem
with this, he said, you will probably die on the table
because we will destroy the cne goed artery, and I am nct
sure we can do anything about the cthers, and I said, well,
that's not a real gocd option; s¢, let's go to number two.

de said, number two is to do the ballooen
surgery, he said, the only prcklem there is if the kallocn
shonld rupturs, and that happens, -then you will die on the
table, because the cperation won't help, and I said, that is
not a good option, what is the third.

He said, we will treat it with drugs until the

pain beccmes so unbearable that we have to do scmething

else.

Well, we decided to do the drugs. I went along
with the pain and the frustraticn untll one day a lady in my

office told me abcut chelation.

Now, I am a research specialist. After I heard

about it, I began tc research, I dug up information, I read
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up on it, and I said, this is something I can look into.
I called Dr. Zekan, made an appointment, went

down and talked to him, and as a consequence, I started

chelation therapy.
I talked toc a lot of his patients, a number of

whom are here that sat in the room with me, taking
treatment, and they said, you should begin to feel a
difference, five, ten, fifteen treatments.

That didn't happen. I waited and I waited and
I waited, but you have to remember, I am a very acute case.

After abocut 30 treatments, though, I began to
notice a lessening of the sympteoms, I began to be able to
walk, before I hadn't been able to walk over 15, 20, 30
yards without chest pains and severe pain here (indicating).

That all went away. I got to where I could
work again, do physical activities, and do the things T
normally had done after the bypass.

I kept getting better and better, I got up to
75 treatments, and I was then on maintemance. I started
twice a week, I got up to cnce a week, I was getting ready
to go once a meonth, then, I walked in cne Friday to take my
treatment, and they told me, this was -- this was this past
June, that Dr. Zekan no longer would deo that, and they
explained why.

The problem now i1s this. Since June I haven't
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had any treatment. I have been using the drugs I get from
the heart specialist, and in the interim, by the way, I had
a stroke which has affected my speech.

After I stopped taking the treatment, I am now
regressing back to where I was. Now, when I walk 15, 30
yards, I begin to have chest pains and arm pains. I can't
do anything physical. I have difficulty breathing, which is
why I have difficulty talking, and I attribute that directly
to the lack of chelation therapy. I think that has set me
back.

Q Okay. That was a very good summary, and you
have handed me a paper, a two-page paper I believe yocu have
written more elaboration on your opinion on this.

A Yes,
Q Would you like to .gsubmit this teo the Board for
their consideration?

A Yes, definitely.

MR, HEDGES: ©Qkay, this will be subnitted as
Exhibit 44.
(WHEREUPON, the document referred to
was marked as Exhibit No. 44 for
purpoeses of identification and was
received intoc evidence.)
BY MR. HEDGES:

Q And is there any concluding statement you would
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like to make for the benefit of the Beard?

A Yes, all the time I sat in Dr. Zekan's office,
five hours a day, two days a week, I talked to all of +the
patients, I have yet =-- I probably talked to at least 50, I
have yet to find one who would say this isn't doing any
geod. I am wasting my money.

So, what I would like to say to the Board is
this, I don't have a lot of time to wait for them to make a
decision, 1f they are going to take a year or two. By the
time they restart his ability te do the chelation, I will
probably die, so, I would like to see them, if at all
possible, do something to enable Dr. Zekan and other dectors
to give us this in the interim, you know, it is for my
benefit, and I should be able to say whether or not I should
have it, not a doctor. T T e

HEARING EXAMINER MANGUS: Thank you, Mr.
Bostic. We will take your request to heart.

(Witness excused)

HEARING EXAMINER MANGUS: Next?

MR. HEDGES: Bertram Payne?

HEARING EXAMINER MANGUS: Mr. Payne filed his
testimony.

MR. HEDGES: Bill Brown?

MR. BROWN: If someone else needs te leave

early, I will relinquish my time to them now because I am
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here in the city.
MR. HEDGES: Are there any folks from ocut of
town who would really like to get on right now?
VOICE: Yes, I would, I have got 165 miles to
go.
(Witness previocusly sworn)
THEREUPON came,
CLYDE RIDENGOTUR,
called as a public witness in cpposition to the rule, who,
having been first duly sworn according to law, testified as
follows:
DIRECT EXAMINATTON : S

BY MR. HEDGES:

Q Okay, Mr. Ridenour, please state your full name
and where yvou are. from? — - S it -
A My name is Clyde Ridenocur, and I am from

Tunnelton, West Virginia, which is up in Preston County.

Q All right, can you give us just a brief summary
of your health problems and what led you to see Dr. Zekan?

A Well, I would like to give you the reason we
come to see Dr. Zekan. My wife had two angioplasties within
six weeks, which cost 232,000, ¢f which I paid about
$18,000, and my son is a minister here in Charleston --
Scuth Charleston, he called up cone evening and said nhe would

like to -- for us to take chelation, and, of course, like
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everybedy else, I didn't know what chelation was, and she
didn't either.

Se, a friend of his in the church said he would
come down and talk to him, and we came down and talked to
him, and he got us an appointment with Dr. Zekan on Monday,
and we came in and at that time, I had this hand in a brace
(indicating), and he said, what is wrong with your hand, and
I told him that I lost control of it, and that I had had two
cperations for cancer and a heart attack previously, and he
said, well, you are a perfect candidate, and I said, we
didn't come down for me, we came down for my wife.

And I said, why should I be, and he said, well,

we have had good success with cancer and so on.

So, I said, what have I got to do te take
chelation, and he teold us, and he set us up for the bloocd
work, and another -- and a treatment, and we started taking
treatments January of 1890, and ny hand came back within six
menths. It is not completely well, but the doctors say it
never will be well, I have got a rare disease, brachial
plexitis, and we took treatments until June when Dr. Zekan
sent us a letter.

At that time, my wife was doing very well, she
had no problem walking up hills or whatnot, and I am sure we
would have spent ancther $32,000 by now had we not have tock

chelation. We was more fortunate than a couple of the
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gentlemen that has been here, we are now taking chelation in
Pennsylvania, we started in September, we have had three
treatments, and as far as I am concerned, as long as I can
get it and I have got the dellars to do it, I am going to
take chelaticn.

Q Have you ever -- you or your wife ever
experienced any ill effects from the chelation therapy?

A Nene whatscever.

Q Is there anything else you would like to add or
conclude to the Board?

A The only thing I would like to say is I deon't
know how they checked, but I checked with my legislatcrs and
asked them why they banned chelation, and the first thingtl
they said is, what is chelation, and I said, you mean you
banned something that you kgow nothing about? And he said,
I don't know nothing about chelatiocn, he was man enough to
tell me, he said, I will check on it, and he came back, and
he said, I am guilty, I voted tc ban chelation in the State
cf West Virginia, and I proceeded to tell him about what it
had done for us and how many theusand dollars, which was
about $12,000 we spent in the last two years of our own
meney, and I am not in the habkit of throwing my money away,
so, if it wasn't deing any good, I wouldn't be throwing that
money away, as I told him, and I said, I wish vou fellows

would either do one of the two things, go back to Charleston
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and rescind the work that you have done and make it legal
for the people that wish to take chelation, and I think we
would all be a lot better off if you pecple read what you
did before you did it and deone things of this nature.
MR. HEDGES: Thank you very much.
HEARING EXAMINER MANGUS: Thank you, Mr.
Ridencur.
(Witness excused)
(Witness previously sworn)
THEREUPCN came,
PAUL HAWEKINS,
called as a public witness in opposition to the rule, who,
having been first duly sworn according te law, testified as

follows:

DIRECT EXAMINATION

BY MR. HEDGES:
Q Would you state your full name and yecur
residence, please?
A I am Paul Hawkins from Vienna, West Virginia.
Q Ckay, and could you give us ycur background as

far as your health preoblems?

A OCkay, I am a little different from most of the
reople in that I didn't have severe health precblems before I
got into chelation. I started chelation in '88, but abeocut

20 years before that, more than 20 years before that, T had
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cold feet and cold hands.

I also noticed in about the late seventies scme
intermittent claudication. I read articles, and I read
quite a lot and these kinds of things.

My wife also is very health conscious, and I
have got a son that has got a natural food store, and we
read in that area, and I was interested in preventing the
things that we have been hearing abkout, and, so, therefore,I
started looking inte chelation, I read a kook by Dr. Morton
that explained chelation and what it was about, and I was
interested in it, but I was sc busy, I was in the National
Guard, and I was alsc a -—~ I am a Professor at West Virginia
University at Parkersburyg, and, so, I just didn't have time
to find a place to go to get chelated.

So, in '88, I resigned from the National Guard,
and in fact, I retired from the National Guard, and we
started chelation, but before that, in about '84, I think it
was, or '82 or '84, my coptometrist tcld me that I had
hardening of the arteries, he was the first one that ever
told me I had hardening of the arteries, he said he could
see it in my eyes, and, so, therefore, I tock that to heart
and then the Army put me on a bklood pressure medication, and
I was taking Tencrmin to just Xeep my blocd pressure at a
low enough range that I could stay in until I could retire,

and I wanted to get that ocut of the way because I don't like
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to take medicine for any mere than about 30 to 6C days, if
it is not doing something in that length of time, I don't
like to take it any longer, so, I decided to try the

chelaticn.

My wife called a California number that was in
the back ¢f the book, Dr. Merton's bock, and they gave her
Dr. Zekan's name and address and telephone number in
Charleston, and since I live 1n the Parkersburg area, the
distance, I had to be careful how far I could go, and since
I had the summer without having any commitments, I started

taking the chelation treatment, that was in '83.

I tock them up until last July, I toock first
11, 22 == 22 treatments thrcugh the summer and tock cne a
menth. I have been taking one a menth as a maintenance.

The important thing about it is that I am the--
in approximately Neovember after starting chelation in May,
approximately in November, my bloed pressure had begun to
reduce to the point where I started cutting back on the
Tenormin, and I finally ceased taking it the first cf
December, and I haven't taken any blood pressure medicine
since.

The ~- also, my optometrist in '90, in my
regular examination, 1990, he uses fundus photography, and
in the fundus photography, he could see a difference between

1984 and 199C that was significant, and it is very difficult
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to measure that because I couldn't make pictures of it. I
tried te make pictures of that and everything, it was a very
significant difference, you see, in the arterial condition
of the eyves.

Q It was gertainly an improvement?

A It was an improvement, so, therefore, I feel
that I have bkbeen able to do what I wanted to de, but when
the chelation stepped in July, the first of July, since the
first of July, I have had no chelation, and, of course,
since I wasn't in a serious cendition, it deoesn't show up
vet, but I feel, and as scen as pessible, I would like to
continue the treatments, since I work five days a week at
teaching college, I cannoct get away to go out of state to

get these treatments, and I would like Dr. Zekan, because of

his emphasis is en vitamins and the other aspects of e

treatment, and, therefore, I would like to see as scon as
possible this restored.

MR. HEDGES: Thank you very nuch.

HEARING EXAMINER MANGUS: Thank you, Mr.
Hawkins.

(Witness excused)

MR. HEPGES: 1Is there anyone else from cut of

town that would like to speak ncw?

(Witness previously sworn)

THEREUPON came,
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HOWARD PITZSIMMONS,
called as a public witness in oppesition to the rule, who,

having been previcusly sworn according to law, testified as

follows:

DIRECT EXAMINATICON

BY MR. HEDGES:

Q Would you please state your full name andéd where

you are from?

A Howard Fitzsimmons.,

Q and where are yeocu from, Mr. Fitzsimmons?

A Parkersburg, West Virginia.

Q What is your background as far as your health

is concerned?

A Well, in 1987, the year prior to that, we had a
family doctor who said I had an ulcer in the upper back part -
of my stomach. I doctored for a year with him and finally
one day I was coming up the street in my automobile, and the
lady deoctor there, I had toc rush in there right fast, and I
said, this thing is going to come cut, and when she got
through x-raying me, found ocut we had an aneurism, she said,
it is supposed to be this size, but it was this size
(indicating), and she said, where do you want to go, and I
said, I ain't said I am geoing anywhere vet.

So, firnally, I said, well, it must be serious,

I would go tec the Cleveland Clinic, and she said, that is a
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fine cheice.

Okay, I went to the Cleveland Cliniec, and they
would not take care of the aneurism because they an 80
percent blockage in my heart, and they would have to do that
first because it made too much pressure here, see.

I did that in August of '87, I believe it was,
and it was done by Dr. Stewart who was the heart transfer
man there, he seen me one time, okay, in the meantime, I
come home and in COctober =-- well, I am getting ahead of the
story, I had to go into the heospital at home in Parkersburg,
and I had about three gquarts of £luid taken out of my lungs,
ckay, and in October, I went back for this aneurism, and I
was on the operating table for about eight and a half hours,
and, of course, I didn't know anything about it, they had
evarything out on the table, you knew, and pretity well
froze, but, anyway, come '89 or '90, I believe, the fellow
who just talked here, Mr. Hawkins, I seen him up at David
Weiss in Parkersburyg, and my wife said, well, where are vyou
geing to the doctor, and he says, Charleston. Well, why?
Because this is a holistic doctor, okay?

She had been locking for cne, so, we came down
to see Dr. Zekan. Aand, of course, the first thing he does,
he examines you and whatever the cost is, and I don't know
what it is now, but, anyway, it is pretty good, you know,

so, we were examined, and I tock 30 -- pert near 40




10

11

12

13

T 14

15

16

ST

18

12

Fitzsimmons - Direct (Hedges) Page 203
treatments, started out once a week and then went to I think

twice a week or every two weeks and then I am on maintenance

now about every month.

OCkay, in June, I believe i1t was, when Dr. Zekan
quit, then I had ne treatments, okay. We started here two

times age, two treatments ago, going ocut of state.

Q Whers do you go?

A To Columbus.

Q Okay

A Which is a pretty good drive, veou know, it is

120 miles from Parkersburg.

Okay, this seems to have =-- my wife, she had
pain up her arm, and she had high blcod pressurs, and that
is all gone.

Q As far as the benefits to you, what --

A Okay, my benefits is when I came home from the
Cleveland Clinic, I could not keep my feet warm, I would
wrap them in a moist heat pad all night long, turned high,
never would get them warm, and after I took several of these
treatments here, you know where I sleep with them now? Most
of the time, ocut from under the covers. That's right, and
that is how it has affected me.

Another thing that I do notice is the fact that
I am just a little -~ when I take one of these treatments,

it kind of makes you a little weak, a little bit, vou know,
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but other than that, I have no quarrel with it at all, it
does me geood.

Q And what is your opinion, then, of the rule

that bans chelation therapy in West Virginia?

A Well, first of all, is it a rule or a law?

Q It is the rule with the effect of law, sc, it
is a law.

A A law?

Q Yes,

A Ckay, it is a pcor law as far as I am concerned

because you really == noboedy should be able o tell anyvbody
how they are going to take care of their own health, when
they are geing to do it. ~Nebody should ~- that is Nazism,
or whatever you want teo call it, it is neot right, it should
net be done.

MR. HEDGES: Well, thank you very much.

HEARING EXAMINER MANGUS: Thank you, sir.

(Witness excused)

HEARING EXAMINER MANGUS: We have about eight
more minutes.

MR. HEDGES: COkay, as far as getting in the
rest of these folks' testimony, what would be your position
on trying to get in the rest of these cut-of-towners cr at
least a couple of more, and some time within the next week

to ten days, briefly reconvening to conclude this public
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comment? These folks have put in a leng day, I know, as
well as you have, and they are very interested in getting
their opinions on the record for the benefit of you and the
Board and would bhe very interested in it.

HEARING EXAMINER MANGUS: I think we have maybe
twe options here, and one is to take any additional written
commentary that anycne would like to offer who has been here
today and take it as a =-- as testimony.

About convening another cne, I don't have any
real problem with that, provided that we can work something
out with you.

You knew, to ask pecple to come back again, I
know is a real inconvenience. I would 1like to encourage

them, these have been, you know, such graphic stories of

~what has happened to you, and, you know, we are not going to

put these in the Encyclopedia Britannica, but they are going
to go to some people who will read them with interest to see
what you have to say about how it has been beneficial to vou
and what you would like to see done about it.

Yes, ma'am.

VOICE: Could we mail these in, possibly?

HEARING EXAMINER MANGUS: Yes, indeed, I don't
see anything wrong with that, and I will tell vou if we
can't do that, so, if we can't do that, I will assure vou we

will come right back down here and sit right back down
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together again.

VOICE: People can go to the Medical Beard
meeting and give testimony?

HEARING EXAMINER MANGUS: Now, that I den't
knew. Beard meetings, I don't think that is part of the
process.

VOICE: It is behind closed doors and you can't
talk te the Board members?

HEARING EXAMINER MANGUS: Well, you Know, the
Board members are public, I mean, you Know, we can send you
a copy of them, they are right here in the boock, all the
people, and you are free to talk to these pecple any tine,
you know, ring their bell and tell them what you think about
it.

There is nothing that says you can't do that. -
This is just a formal process that is provided for in the
law that gives every physician and every individual the
opportunity to question what rules and regulaticns and law
until they are changed that yeu are living undexr and that is
the purpose of this.

Now, I have been asked to listen and take your
testimony and the evidence and sc forth and make a
recommendation to the Beard. That deesn't mean they will
have to listen to what I say at all, but I will try to

incorpecrate all of the information that we have had
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presented here today, and in addition to that, any that you
want to send and send to the Becard of Medicine, you can send
it in care of myself, that is J. L. Mangus, M-a-n-g-u-s, cr
you can send it Hearing for Chelation, any way you want to
address it so that we can make sure yocu get it there.

VOICE: Why de we have to quit at feur o'cleck?
HEARING EXAMINER MANGUS: Excuse me, sir?
VOICE: Why do we have to quit at four eo'cloeck?
HEARING EXAMINER MANGUS: Because I have an
obligation that is very demanding and compelling, and it was

done befcre this was set up.

VOICE: Dr. Mangus, I wonder if I could -- I
have kesn very moved by some ¢f these stories today, as I
suspect other peorle have. I wender if there is any way the
Beard could allow pecple temporarily to re-institute their
treatments until it could make a decision? In scme cases, I
personally, and I am a physician, and I would feel very
uncomfertable if I knew that one of these people who came
here today was scmehow harmed by not being able to get a
treatment that had been beneficial befcre.

Is there some way we cculd regquest that the
Beard suspend enforcement of this law at least until they
could make a decision about it, for those people who have
already gotten treatment?

HEARING EXAMTINER MANGUS: I don't see that
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there is anything wrong with that. I am not sure that T can
do it because the process that I am forced to go through,
through the judicial procass as outlined in the law, but
there is nothing to stop each and every one of yvou from
contacting any and all members of the Board of Medicine and
telling them directly heow you feel about your denial of
proper care and that's perfectly =-- that is the
respensibility of anybody who represents the government.
You have the right to that.

VOICE: Dr. Mangus, I wrote to each one of the
individuals, and I didn't get an answer from any of them.

HEARING EXAMINER MANGUS: You mean they didn't
even recognize you?

VOICE: We did, too.

VOICE: They didn't even call you on the phone.

VQICE: It is absolutely a waste of time to
write those people.

HEARING EXAMINER MANGUS: Well, that is
interesting, ncne of that has come out that anybody has
written to the Becard.

MR. JONES: When you get intec the hands of
politics, it is ruined, and I don't know how much the
medical profession has paid the Legislature to pass a law
like this, that is having people to die because they can't

get a treatment from an honest, reliable source.
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VOICE: And we are paying for it ourself.

MR. JOWES: If there is anything dishonorable,
unethical or unprofessional conduct, to deprive or harm the
public or any member therecf, it is being done by the
Medical Board of West Virginia.

HEARING EXAMINER MANGUS: Those comments will
be carried into the record.

MR. JONES: My name is Andrew T. Jones, and if
you would like to put it in the record, I would like o have
it put in there.

HEARING EXAMINER MANGUS: It will be in the
record because I want to continue this meeting for at least
three more minutes, but I would like to, during that time,
te try to arrive at something that is satisfactory with all
of you akout what our next ster would be.

I think certainly one of these is any written
testimony from anyone wheo has been here would certainly be
given recognition.

MS. BURGESS: I would like to give to you
written testimony from Mary Louise Somerville, she has sent
a picture of an ulcer on her feoot, it has gone from cne
centimeter to three since she has been denied the *reatment,
She was planning to come today, but she has gotten so bad
that she can't.

HEARING EXAMINER MANGUS: I understand that.
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MS. BURGESS: Here is a statement from Naomi
Persinger, 93 years old, had ten treatments, she is walking
now without dragging her right leg, and it was even helping
the pain in her hands.

And my statement, and in the last part of ny
statement 1s that since I am being denied this and since
other things that had gotten ketter with me are now going
downhill, if I have a severe stroke or a heart attack, I am
asking my nephew to sue the Board of Medicine, and I am also
giving you the article that one of the professcors talked
about, and then this is one of the articles that is in the
book that was given to you, and this is about how we are
affected by the slight trace deficiencies in various parts
of things we are supposed to get in our food and we don't
get today, and, so, that article means a lot to me because I
think that we are all being abused by cur fced industry and
it shows up in this way.

Thank yvou.

HEARING EXAMINER MANGUS: All right, thank yeou,
Ms. Burgess, and we will enter these in as exhibits.

(WHEREUPON, the documents referred

to were marked as Exhibit Nos. 45,
46, 47 and 48 for purposes of
identification and were received inte

evidence.)
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MR. HEDGES: Dr. Mangus, just to get a feel, I
understand you are willing to reconvene, if we could ask
these people here now just by a show of hands if there is a
genuine interest in having a brief reconvening of this
hearing some morning, possibly -- we are getting clese to
Christmas, but some morning in the near future, and can I
see a show of hands, and that is as far as the interest in
continuing this testimony until ancther day?

HEEARING EXAMINER MANGUS: I am convinced but
that still deesn't mean that we can't accept your written
testimeony. I think that is a very effective way because
what we will have is a chance to go to the Board because
they will have to listen to what we have to say.

VOICE: Sir, will you accept a --

HEARING EXAMINER MANCUS: No, I'don't believe
we can do that because she has to have this as a hard --
something that is written, or at least that is my
understanding.

VOICE: sSir, you are the only one here =--

VOICE: How long 1s it going to be before we
know what to do?

HEARING EXAMINER MANGUS: Well, as I have said,
I have been told the process will run about 45 days because
of the transcriptions, it is just -- I know the lawyers know

more about that than I deo, but that is just the way the
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wheels grind, but I might suggest to you again, if you can't
get the Board to listen, the Legislature is geing to convene
here within one menth, and they did this, and they can
change 1t.

VOICE: We wrote them a letter, too.

HEARING EXAMINER MANGUS: Well, I cant't sgselve
the problem, but I can only suggest.

VOICE: Just remember one thing, boys, they are
coming up for electien.

MR. HEDGES: Well, Dr. Mangus, Mary Jcochnson is
here from out of town, and I realize we are ocut of time, but
she says hers is very short. If we could just indulge your
patience a couple of minutes.

HEARING EXAMINER MANGUS: All right. We've got
20 seceonds, go right ahead. We can stretch that just as
long as you need to,.

(Witness previously sworn)
THEREUPCN came,

MARY JOHNS ON,
called as a public witness in oppositiecn to the rule, who,
having been first duly sworn according to law, testified as
follows:

DIRECT EXAMTNATION

BY MR. HEDGES:

Q Please state your name and where you are from?
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A My name is Mary Johnson, and I live in Mineral
Wells, West Virginia, just south of Parkersburg.

Q If you would just like to briefly state your
health background and why you went toc see Dr. Zekan and the
results?

A Ckay, I am one of the very fortunate cnes. I
have a brother-in-law that was in chelation therapy when I
started experiencing heart pains and high blocod pressure. He
said, I have checked into chelation, it works, he saidg,I
think you ought to go and take socme chelation treatments.

So, he gave me a bypass -- BYPASSING BYPASS
book to read -- but I am getting ahead of my story a little
bit.

Anyhow, we came down to Dr. Zekan, made the
appointment,; went through all the.examinations for the . heart:
catheterization, found out I had five blockages, they
recommended bypass surgery, without exception, ne balloon
surgery, just the bypass surgery.

Well, that scared me nearly to death because I
had never been sick in my life, so, I was ready to go have
the surgery right now, I wanted teo get it over with so I
could get on with my life.

So, I cried all the way hcme, I read the book
on bypassing bypass surgery, and my brother-in-law said, you

read the book and then you make up your own mind.
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I read the book, I went back to Dr. Zekan, and
I said, I want the chelation treatments, I do not care to
put my body through bypass surgery. That is not the answer.
That is a solution at the time, but it is not a permanent
answer.

My brother has been through two bypass
surgeries in six vears, he is in worse condition now than he
ever was before he had the surgery done.

So, anvhow, I started taking the chelation
therapy, I could net walk 100 vards to my mailbox without
ceming back and falling in a chair to sit down and get my
breath. After taking 20 or 25 chelation treatments, I
started walking in the city park, and I walked, started out
with a mile and gradually increased it teo walking three
miles, which I had never done in my life.

I am 62 years of age necw, and since the
chelation treatments have bkeen stopped, I have started
gradually going down, not only because of my physical health
but because of the depressicn, knowing that I -~ the right
was taken away from me to choose the kind of treatment that
I wanted to take, and I feel like if I can get back in
chelation therapy again and feollow his instructions like he
gave us, I know that I can come cut of this again.

So, I firmly request that the Board reconsider

this because I don't think you have the right to play Ged
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with our lives. This ought to be our decision to make, the
kind of treatment that we want to have.

Thank you.

HEARING EXAMINER MANGUS: Thank ycu very much.

(Witness excused)

HEARING EXAMINER MANGUS: I weould like to thank
all of you again for taking the time to come down and help
us with this problem.

Please mark this as Board Exhibit No. 1.

(WHEREUPON, the decument referred to
was marked as Board Exhibit Ne. 1 for
purposes of identificati&n and was
received into evidence.)

HEARING EXAMINER MANGUS: And mark these as
Exhibits 49, 50, 51 and 52.

(WHEREUPCN, the documents raferred to
were marked as Exhibit Nos. 4%, E0,
51, and 52 for purpocses of
identification and were received

inte evidence.)

(WHEREUPON, the hearing in the
above-styled case was continued to

January 7, 19g1, at 9:00 a.n.)

ALR.
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