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IN THE UNITED STATES D ?TRICL COURT o S
\W . ‘ﬁ"“ . A//
FOR THE NORTHERY DISTRICT OF ILLINOIS _ <~ o
. Pl |
EASTERY DIVISION ¥
~-000~~ Uﬁ
UNITED STATES OF AMERICA, i g Y- Lot & asdesest
SRR , 5 L O
> CONSOLIDATED CASES

Nos. 77C 662, 77C 3324,°77C 164
77C 1526,77C 4219, 77¢C 3210
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Plaintiff, )

: }

vs. )
)

. » (s}
An article of food consisting ')\/
of the following: '

60 cases, more or. less, each LQ},“/[ﬂXA o

) <(l Lt ,MV{D S"""l*t’(’
,@r CW ﬂkw '4’04¢“Vb

all labeled in part~ .o ) &

(bOt le; . *—\"],—Vv,L/b“) . A
"Aangamik 15 Ca'Clum Pangamate ) 7({5~ /uar4 iaﬁﬁgbh;mf ;ﬁ;hpﬂ#wy
(a salt of Pangamic ACLQ)“ ) : ,

by Sy §bdta

befendant. )

‘3 o~ 0. (/’wfb'\. S" (&% Cm&....j}"‘t'}ft/)

DEPOSITION OF:

JERZY W. MEDUSKI

November 7, 1978

ot

REPORTED BY:

ROZERT MORRIS
CSR No. 3318
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Deposition of Jerzy W. Meduski
November 7, 1978

Examination by Mr. Craig

Examination by Mr. Ullman

T2
EXHIBITS
For the Plaintiff:

No. . ' Description

X - Document entitled "Calcium Pangamate,

A Comparative Peport, DaVincid
Laboratorxies™" '

2 Copy of document entitled "United States
Patent Office," No. 3,033,868, -Patented
May 7, 1963 :

3 Document bearing the heading "The
Metabolism of Dimethyglycine by Liver
Mitochondria," Vol. 232, 1958

4 e lG-pége document from The American

Journal of Clinical Nutrition, entitled
"Biosynthesis of Choline and Betaine"

~
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BE IT REMEMBERED that, pursuant to Notice of
Taking.Deposition, and on Tuesday, November ?, 1978,
commencing at the hour of 10:15 a.m. thereof; at Morgan Hall,
Room 238, University of éalifornia, Berkeley, Berkeley,
California, befére me, ROBEFT MORRIS, a Notary Public in

and for the County of Alameda, State of California,

personally appeared

JERZY W. MEDUSKI,
“called as a witness herein, who, having been first duly
sworn, was examined and festified as hereinafter set forth.

JAMES T. HYNES, ESQ., Assistant United States.
Attorney, Northern District of Illinois, 219'South Dearbéﬁn
Street, Room lSOO,AChicago, Iilinois 60604; and RONALD L.
CRAIG, ESQ., Trial Attorney, Food and Drug Administration;
Office of the General Counéel, GCF-1, 5600 ‘Fishers Lane,
Rockvilie, Maryland 20857, appeared as counsel on behalf of
Plaiﬁtiff United States of America.

BASS, ULLMAN & LUSTIGMAN,byAROBERT ULLMAN, ESQ,.,
747 Thirq.AGenue, New York, New York 10017, appeafed as
counsel‘on behalf of Claimant Food Sc¢iences Laboratcries,
Incorporated. N

ALSO PRESENT: ROGER V. KENDALL,

SCHILLER & COMBS, INC.
COURT AND DEPOSITION REPCRTERS ~
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It is stipulated and agreed by counsel for the

respective parties that the deposition be taken pursuant to

the Federal Rules of Civil Procedure. IA -

It is ferther stipulated and agreed by counsel for .
the respective parties that all objections, excepf as to the
form, would b= reeerved uﬁﬁil the time of trial ané that

_ sald objectlons would have the same force and effect as if
1nterposed at the time of the taking of the dep051t10n.

— It is further stipulated and agreed by and between
counsel for the respective parties and the 'witness that the
readfng and signing of»thefdeposition is expressly reserved,
and that the sigeing of the deposition will be obtained wfthin
-36 days after delivery by the-reporter to counsel. .

It is further stipulated and agreed by and beeween
counsel for the respective parties that the dEDOSlthD erJ
be-deemed signed and filed with the clerk'ef.the~respect1ve
court after the 30—dey period. | |

It is further stipulated and agreed by and betweeén
counsel for the respecfive parties that in the event additional

time is required by use of the mails the 30-day period will

be extended accordingly.

Pl

A}
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COURT AND DEPOSITION REPORTERS
478 POILK, SUITE 308
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record.

A.

Q.
address?

- A.

90019.

1411 Eastleake Avenue, Los Angeles 90033.

Q. -

AO
Q.

A.

A,

Q.

A.

‘0.

A.

z

EXAMINATION BY MR. CRAIG

MR. CRAIG: Q. Please state your name for the

Jerzy W. Meduski, Ph.D.

Would you give us your home address and your business

Home address, 1066 South Genessee Avenue, LOs Angeles

- 'And the business address is S.C., School of Medicine,

<

Dr. Meduski, have you ever been deposed before?
‘No. .
Have you ever testified before?

No.

By whom are you employed, Dr. Meduski?
USsC, Schqol of Medicine. ’ |

\Any particular department?

Neurology.

Department.ovaéurology?

.Neurology. .

Are you‘working there full time ;~
Yeah. - .

. == in the Department of Neurology?

Yeah.

Are yoﬁ affiliated with any other particular.

.

SCHILLER & COMBS, INC.
COURT AND DEPOSITION REPORTERS
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department?

A, Yes, I am teaching outside of the daywork in the

Depariment of Biological Sciences.
Q. Okay. .Now, the Department of Neurology is under the

'School of Medicine; is that correct?

A. Yes. : B -
Q. But the Department of Biological Sciences, that's
separate?
B A. It's.preparing pre-med, pre-dent and pre-pharmacy

students and any other biology majors, all the people taking

biclogy classes.

Q. - How long have YOu erked with the Department of

-

of Neurology'and also

Sciences in charge of

Neurolbgy?

A. - Since -- i think it'ﬁas aboﬁt four years or fivé
years ~- four years.

Q.. Who is your supefviséy?

A.” Dr. Van der Meulen, who is Chairman of the Department

Vice-President of USC for Health

medicine, dentistry and pharmacy.

Who is your

Q. supervisor at the Department of

Biological Sciences?

-

A. ".I don't have a,supervisor in the Department of .

Biological Sciences. I teach three classes without any super-

“ .
g

vision as an independent scientist.

0. How long have you been with the Dgﬁartment'of

\
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Biological Science?
A. - I -- I never was a member of the Departmen£ of
Biological Science, never. |
Q. How lonéthave you been teaching those three classes?
A. About four years, more or less, or five years;
I was teaching_—- if this is interesting to you, I
was teaching Principles of Biochemistry, which is four‘credit

class. I'm teaching Introduction to Biochemistry and Cellular

--_Physiology, a credit class, and I teach also the class which

I introduced at 1SC, Nutritional Biochemistry, Advanced
Biochemistry class with lab for credit point 438LX.
-Q. What is the nature of your;work with the Department
Aof'Neurolbgy? |
A. I am doing research dealing with_interaction of
molecular oxygen with living organisms under influence of
nutfients; active biological substances or the conditions of
the living organism:. I am studying on the cellular level and
organic level and subcellular level the events.

0. What other departments under the School of Medicine
have you worked with at USC? :

A. .I was in the Department of Pharmacology, because
I am boﬁth.D. and Ph.D.,.Biochemistry; and I am specially

trained in pharmacology. I worked in the Department of

Pharmacology.

0. Who was your supervisor'in the Department of

t e

SCHILLER & COMBS, INC. ' .
COURT AND DEPOSITION REPORTERS
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Pharmacology?

A. The Chairman of the Departmént of Pharmacology is
Dr. Samuel Bessman. .

Q; And how iong did you work with Dr. Bessman?' 

A. I think one year or one -- not more than one cr one
and a half years. | ‘

Q. What was the nature of your work with Dr..Bessmaq?"

A. - I didn't work with him directly. I was studying the
problem, my nine-year-old studieg.on the‘meghanism of activity
;% certain bacterial toxins. ‘I.was Studying the hemolysis -
caused by certain bacterial toxins. And as a result of-thosé

studies I.prepared and defended new explanation of activity-

of certain gangrene-producing microorganisms. .

-

g. The naturc cf this wcrk, was it laboratory research
or was it 1ibrary_research?

A. Pﬁre laboratory research and endea with publiqation
in Switzerland in Experientia as a scientific journal published

in Switzerland. And this work, by the way} was later on

discussed. And if you would like to have the opinion of other

people about this work, you should read one of ﬁhe issues of

©

Bacteriological-ReView where this work is discussed.

Q.. Why did you leéye_the Department of Pharmacology?

.A. 'Beéause I suggeéted to the Department of Pharmacology
that they should be interéstéa in nutrition besides pharma-

cology. L.

T

SCHILLER & COMBS, INC.
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I gave the first course in pharmacolbgy in nutrition
in tﬁe Department of Pharmécology. E |
| 1 gave them the outline, that theyishould expand 1in
the area of pharmécology, and they decided to.do fhis work
without my help. And in the same time I got the possibility
to stﬁdy laboratory, new laboratory work in nutrition with a
grant,-governmenfal grant on Vitamin Bl2.'.And I Qas étudying
thié using the grant, goverhméntal grant awarded to Dr. bubinofg.
- He Qas -- he was stﬁdying B12, and he died because of retro-
ocular neoplastic grdwth.
And after checking my credentials,ANIH agreed for me
. to continue until expiration of this grant study. And I was
given the chance to be independent. I was given the complete
lab, and I moved over there, and I started to build up my own
lab. - At the moment I havé_my own independent lab within the
Depértment of Neurolégy. I recently receiyed utilizétién of
new premises. I expanded, sort of, so I'm very happy Qith
this.
Q; Have you worked with any other departments?
A. | Not in the University, no.
Q. "Never worked with the Department of Physiology?f
A. No, never. o
Q. | where did'you work previous to the Depértmenf of
Pharmacology? .

A. T worked at USC, that's how I know.

-

‘e
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Q. Previous to your working with USC, where did you

A. At UCLA.
Q. UCLA?  ‘ -

A. Uh—huh;. I worked in ﬁCLA in the Department of
Medical ﬁicrobiology'and Immunology. The Chairman was Dr.
Rasmussen,_and I worked over there on problems of testing'—-

I was studying synthesis of-tryptophane in certain miéro—
“‘\organisms, and I discovered new péthway ieading to tryptophane
formation. This discovefy haé been recogniied} and in this

’.book\(indicating).they recognize.this discovery. They wrote
the fact that I discovered this while working at UCLA, and
yoﬁ could get this (indiéating). | |
- MR. ULLMAN: Do you‘want‘tovidéntify the bobk;,Doctor
) THE WITNESS: Yes. An Introduction to Metabolic
F:ﬁathways by.Dagley and Nicholsén, published.by John Wiley.
MR; CRAIG: -Cannyou — ’
MR. HYNESé I'd like the date of the publicétion,
- "that's ali. |

THE WITNESS: One moment. This transition was dis-

covered by -me, and you could --
MR. CRAIG: Q.  What page?
-A;. Page 237. -

Q. I think you've answered the question.

A. No. No. No. I will try to answer it completely.

7
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Oh, here it is here, Meduski and'Zamenhof, 1969 studies on

. tryptophane synthesis from various strains of bacillus

subtilis, published in_Britain Journal of Biochemistry,
Volume 112, Page 285. | |
0. The referenée is on Page’317?
A. Page 3i7. ‘
And at this time when I was at UCLA'I worked out a

micromethod which makes possible the discovery because the

—methods in existence were not scientific enough.

©

Q. ACaﬁ you tell me, Dr. Meduski, between what years you
worked at.UCLA? ' . | |

A. ° Between 1965 and 1969, I believe.

Q. Was theré any other depérfmént other than “
Microbiology that you worked at UCLA?

A. Officially employed, I was not. I was-—f yes;’iﬁ
the.very, very beginning I worked in the Department of
Bacteriology. .I worged as a technician fqr_$500 monthly.

I was at this Eime nbt yet a citizen of this country and
none of my credentials were recognized by éeople from UCLA.

Q. Where did you work previous to UCLA?

A. Previous to UCLA I worked at the Scripps Clinic and

Research Foundation in La’ Jolla. This is one of the best
clinical centers in this country.
Q. What state is that in?

A. It is in California. . ' B

9
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Q. California?’
. A.. -In San Diego. It is north of San Diegc. It is

Scripps Clinical and Research Foundation, is the place where

I édﬁia ﬂée% - améng the patients, wi‘e of Goldwater; this
is the place. | | '
‘ 0. What kind of work did yoﬁ.do there?
A.J I was studying -- I was doing two things: One, I was

cooperafing in work where my money came from; and the other

. I was given opportunity to do my original work.

.~

In the work where I cooperated, I, worked on the
polarization ofrflorescence at the heat which makes it possible
vto determine combination of two proteins together or ﬁrotéin

‘or.non—protéin tied togethef. It is highly sophisticated
biophysical technique.which uses instrumentation not available,
so to speak, on the market'but cbnstructed'in the laboratory.

And in the work of which I was doing my own work}

- I was studying the same‘toxin, which i laté; on was étudying
at.USC,”the toxin which is called alpha tokin of gas gangrene .
producing‘microo;ganism,-éhd I discovered the presence in
human serum of fhe protéihs which are active this toxin.

Q. ’Do;tor, you mentioned that you.had a Ph.D. and -M.D.:;
is that correct? o

‘A.  Uh-huh. ‘

‘e

Q. Can you tell us where you received 'your M.D.?
‘A. I received M.D. in the University of Warsaw in
3 " SCHILLER & COMBS, INC

COURT AND DEPOSITION REPORTERS
825 POLK, SUITE J0¢
SAN FRANTICCD, CALIFORNIA S22
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Poland, and all that data connéctea with my M.D,Vyou can find
out in AMA.bécéuée I was checked by,Ameriéan'Meaical -
Association and entered in the Maéter File of Physicians of
this country. And if you'd go to the list of physicians in
california, you will find out my name.

Q. You received tﬁat degree in 1946?

A.. InlNovember 1946. Later on I received practitierr's

certificate after doing necessary internships and residencies.

— I have practitioner's certificate in Poland.

Q. What states in the United States are you licersed to
practice?
A. I am‘theoretiéian, and I ﬁever practiced in Poland,
I don't intend to practice here. |
Q. So. you}re.not licensed inAany state?
_A. I am. There are states where I WOuid be able to
practice -and while practicing passing Federal Board Ekamination
but I am theoretician. ’
Q. I juSt-want to get this: Are you saying that as
of now presently yoﬁ are not licensed to practice in any state?
Mg. ULLMAN: He answered your question, Mr. Craig.
;Do yoﬁ want to hear it back?
Off the record one moment, piease°
'kRecord,reéd.).
MR. CRAIGQ Q. CoJid you tell me then, Doctor, what

states you are licensed to practice?

M
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A, No; no. This is-wrong quéstiqn, which means that
you misunderstood my previous answer.

I said that i have chosen not to follow the life of
the practitioner. I was trainéd many years. Five years after
I received my Medical Degree, I received another degree in‘
Biochemistry; it's called exactly Doctor in Philosophy of .

'Animal-?hysiology, specialty Biochemistry; another ﬁniversity
in October '51. I was trained specially, sent by United
“;Nations to Poiand to the Dutcﬁ State Institute of Hygiehe
to study the way to check correctness of dfugs in a country.
| I receivéd fellowship, and I haQe the‘Xeroxed‘copies
‘to support this. And I organized in Poland Division of |
Pharmacology in Polish Institute of Hygiene. I was respdhsible'
betwéen 1946 and 1952 for quality control,oanll drugs marketed
in Poland. | |
Q. Doctor, I do not have reference tojyour Medical
Degree and not the Ph.D. in Biochemistry. -
| Wait just a second.

I asked first where you were iicensedltg practiée in
any particular stéte, and I think you anéwered that you had
taken the Federal Board --

_MR. ULLMAN: He:did not answer'that; That is an

improper question.’ .

THE WITNESS: You don't ~- I simply -- please write

down. You simply don't understand the problems involved.

>

- SCHILLER & COMBS, INC.
COURT AND DEPOSITION REPORTERS
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You shéuld prepare yourself better for thiS'type'of discussion.

What I wanted to say, that AMA checked my medical
prepafatién, offered ﬁe membership in AMA, and I was informed
and sent folder about this, that there are states in the
qountry whéré foréign trained physicians can start practicing
while preparing for Federal Board. |

Ih other words, if I wanted -- if I wanted to enter
life as a préctitioner, I had door open. But I disliked this

endeavor. I am.theoretician dealing with the theory of

CTTe—

diseases and the féctors which make a person healthy.
MR. CRAIG: Q. Thank you.
A You mentioned;lDoctor; that in Polandvyou were --
you worked with pharmacology? |

A. | No, I didn't work with pharmacolégy._ After thé
Seéond_World War I organized Division of Pharmacology of the
State Institute of Hygiene in Poland because this division
did not exist because of the war'catastropheé; and vaas'in
charge of this division. And I was respopsible fof pharma-
cological evaluations of all drugs marketed in Poland.

Q. -Were you performing.toxicity tests?

A. - I was performing toxicity tests, biological activity
tests, biological standaﬁgization tésts,-all tests which'
Dr. Kakoski requires at this ﬁément for anybody who would
apply for any application to:Bo any decent preparaﬁion and

put on the market,_obviously;

A
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Q. What are some of thoseAtests that you just referred
to? | |

A. Buy ‘a boox of tox1cologj and read it. I'don't want
to spend several hours g01ng around all those pages. It's a
waste’of ‘time. Or ask a ponsultant, -

Q. You mentioned‘teéte, tﬁe.normal tests that should
be done on a substance before ie could be marketed. |

MR. ULLMAN: Excuse me —-

T A THE WITNESS: One moment. . I received and I have in

my pocket -- I received a letter from Dr. Charles Kakoski,
‘and he listed on two pages all literatdre which'is required
in.thie country, which list requireshof ﬁhis country to be
fulfilled beforeAanybody-can make any valuable aéplication
. for‘any substance marketed not as a drug,‘for instaﬂce.
MR. CRAIG: Q. Now, when yeu were in Polahd, were
these the samebkinds of tests that wefe —~" o
A. . fou are -—-
Q. Let me'finish.
We;e these'the same kind of tests that.were required
in Poland before a substance could be marketed?
A. ~ Qualitatively they were the same. There weée dif-
ferences in details. But all those tests are basically
following the rulea of Biological Standardization Commission

of the World Health Organization of the United Natlons. And

any country belonglng to the Unlted Nations and the World

tr
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Health Ofganizanion follows the advice with iocal modificatinns.
Q. Okay. When were you first contacted by Foodscienée-
.Laboratoriesé o
A. ‘ They should correct me if I'm wrong, about three-
years ago. Two men arrived to my.laboraﬁory, one of them by
the name Joe DeSilva and the other by the name of Guido
| Orlandi;'and they asked me whether IAam-fhe man who gave
in pharémacology a seminar'discussinQ probléms of so-called
"Bl15. I said, yes, I was the guy who did this because
;narmacolqu Department, USC, didn't know nothing about pro=
blems connected with pangamic acid. I asked then how they
know about this? They said that DeSilva's co-worker has_ an
uncle who was present at the seminar ahd he told them aboun
this. |
0. Were you at that time asked to do work for Foodscienc
Laboratory? |
A. No. ©No, they wanted me to -- firét, we tniked, and
they said that they are interested in knowing somethlng

theoretlcal about the compound which they elther, I don't

~

-

remember, market or intending to market.
- I said that I disliked to do practical work, but I
_héve certain theoretical,problems common with area of

so-called -- why I say "so-called” because this is false

name -- so-called Bl5.

Now, what are the common problems?

]
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I was doing research on B12?
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"to do work for Foodscience Laboratories?

17

0. I think you have answered the queetion.
A. "But I will tell you something for just your benefit.

Do you remember when I 'said about Dubinoff that

Q. Yes.

A. B12 and so-called area of B15 have one thing in
common, one carbon unir'metabolism.

Q. Doctor, I think we're going to ger into.that later
on. | . ‘ -
“A. All right. All right. All right; I just waﬁfed”
ro'expiain to you. . |

Q. ° Right. Now, I d like to kind of pursue th1° line of

guestioning. When were you flrst ~- are you now eontracted

MR. ULLMAN:' I'm going to object to the form<ef.rhe
question. | . | ~.
THE WITNESS: 1I.can defend myself.
MR.-CRAiG: Q. Are you now doing work.for Foodscienc
Laboraﬁory? | |
A. I received a yearly grant, and w1th1ﬁ thls yearly
grant I plan and I design the experiments which I want to do,
which when completed will be published and which they con51der'
imporrant‘for them enough to give me this.grant. -
Q. When did you firs£ receive this grant?

A. Last.year. Last year, '77, I think. Yeah.

* r . .
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I recall '77.

Q; Are you aiso doing Qork for DaVinci Laboratoiies?

A. The gfant was éivén to the ﬁniversity, not'to'me
personally. The Uhiversity established an account for mne,
and I can give yoﬁ the number, if you like. And after the
blessing of the University, afiter the money deposited at USC
for my disposal through the University according to the rules
of the University, I started to_do research. And this is it.

Q. Doctor, my question -- my question was -- my guestion

.Are you doing work for DaVinci Laboratories?
PR Af;? The whole grant was signed and given by DaVinci.
Yeah, it was DaVinci Laboratories research. And in my -- if

- TeYe—— —
you would look at my University activity chart, you will fingd

that cértéin'percent of my time is devoted to research
sponsored by DaVinci Laboratories through the University.

It doesn't go to me. It goes to the University. And I don't

remembé;fthe account number.
| Q.  Okay. Doctor, what kind of work are you doing for
them?,. |

Aa i.?m s£udying -—- very simple, I can show you --

"MR. ULLMAN: Answer the question.

‘e

THE WITNESS: X¥'m studying the metabolic effects of

dimethylglycine in léboratcrx animals.

MR. CRAIG: Q. What do you hope to show by this?

‘A. Scientist doesn't work in order to hope to show

M
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1 something. Scientist works in order to findyout what occurs.
2 Q.. So, Doctor, can you tell me what kind of tests you
3 are runnlng on dlmethylglyc1ne°
4 A. Again, this is very primitive queétion. I'm not
b running tests. I am deéigning.experiments where one of the
6 parameters sometimes is and sometimes is not dimethylglycine.
'7 Q. Can ydu tell me some of the expérimeﬁts? Could you
8 describe them for me?l . |
9 A I take a rabbit, and I put this rabbit after anes-
10. m\zﬁesia on fhe controlledvrespiration. I measure -- I.set —-
11 I'm éetting up the measuring devices fo measure venous
12 blood pressure of this rabblt, arterlal blood pressure of
13 *+ this rabbit, respiration of this labblt. And I am introducing
14 solution of, neutraliized solutipn.oﬁldimethylglypine into |
.15 venoﬁé sys£em of this rabbit, énd I am following the changes
18 of blood pressﬁre, ?or insfance. This is a very simple
';7 example.
18 Q. ° Okay. Are you conducting studies, safety.étudieé
19 on -- tokicity studies on diﬁethylglycine? o
20 ‘A. Before carrying out experiments of ény metabolicA.
21 value on any;substance, the scientist musi know within Qhat
22 range he can safely opergte. I Have'not -- I cannot start
v 23 % any pharmacoloéical studies without' knowing beforehand the
24 % toxicity level of the substaﬂce I am studying. ’Therefore,
25 ; it is obligatory for any work to find out the toxicity range
. -
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of the substanceS’studied.

Q. _boctor, can you tell me what is pangamié acid.——
excuse.me. Whatvis calcium péngaﬁate?

| A. Calcium pangamate, it is a name derived according -

to the rules of chemistry from an acid, pangamic acid, and it
means calcium salt of pangamic acid, in the way as calcium
sulfate meéns calcium salt of sulfuric acid.

Q;. What is pangamic acid? |
A. Pangamic acid‘according to definition accepted by
some scientists is an ester of dimethylglycine and D-gluconic
acid. ’ |
Q. Okay. boctor; you mentioned that this is whéiJsome
scientists in their opinion say pangamic acid is;' )

‘Can you tell me, is it your opinion, théq, that fhere
is no one generally recognized chemical structyre for bangamic
acid or calcium.pangamate?

A. I would say that I did not read ény disseﬁting,work
proving this factor of pangamic acid. I cannot --

Q. So there is,somé'disagreement as to --

A. | I think.that £his is.correct. The structure of
pangamic acid was never scientifically completely proven.

Q. So‘in the opinipn of other scientists do some --
are there'éther scientists that believe that calcium pangamate

or pangamic acid has a different structure other than D-gluconi

acid and dimethylglycine?

5
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1l _A. No, I.think"that when sdmebody sajs'pangamic acid,
e 2 he must understand the ester strﬁcture; but>héw-tﬁis ester
‘g -3 is formed finélly has not béen, according to my opinion,
4 irrévocably establiéhed.
) E b Q. Doctor, are there scme scientists that feel that_'
E 6 pangamic acid is.a mixture or is a -- excuse me ;- is é mixture
% 7 of calcium gluconate, diisopropylamine, dichlqroacetate and
s g glyéineé |
; 8 — A. N§ scientist can put one name -- one compound on
10 othér compound. There are probably some people who are 8
[ il mo£ivated by other -- other points of view than scientific
12 wﬁo would.use this type:of name, but no scientist would put
"3 | -name‘of one'compound and‘s£art calling-somethihg else this
3 . : ' '
lg‘ compound. ~
; 15 0. Is calcium pangamate a mixture of -- can it be a
E - 16 mixture of gluconic acid and dimethyiglycine? ) |
17 'A. If somebody is using scientific nomenclature
] ;8 corfectly, when somebody says "calcium pangamate;" it's a
E 19 compound; it's a salt of pangamic acid; it means calcium salt
20 E Qf pangamic‘acidL It i;.not ~F.scientifically spéaking this
21 i name canriot *be usea for a mixture.
22 Q. Can‘you descrige for me how calcium pangamate, the
23 compound, is made? . |
24 A. I don't know becéuée I'm not intereSted in the making
25 of co&pounds.ﬂ
\ ’ S
| o coun'rsiﬁgteeizs?ﬂgsséggkrens
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22

You shouid ask an organic chemist who is making this.
I'm not. |
Q. Can you expiain for me how the mixture caicium'
pangamate ané diméthylglybine is made?
A. Oh, most likely by putting those two compounds
-together and mixing them. |
Q.~ There is nc chemical reaction?

A. Mixture differs from a compound by the fact that in

-~ the mixture initially there is no chemical reaction, just

mixture.
Q. Doctor, have you ever énalyzed any samples of. the

seized product?

MR. ULLMAN: Objection. I don't know if the witness
understahds what you mean by the "seized product.™ |

Are you referring now to specific lots of the articie
undér.seizdre? Because I don't'thinknthe dchor has any idea
of what the lot numbers are, if there are ibt numbers or |
specific loté.

MR. CRAIG: Q. First of all, have you ever analyzed

. any official samples taken from the specific products that .

have been put under seizure?

MR. ULLMAN: Objection td.“official samples."

I doh't think the doctor would have the slightest idea what

you mean by that.

MR. CRAIG: Q. Ahy sample at all, Doctor?

* SCHILLER & COMBS, INC. N
COURT AND DEPOSITION REPORTERS .
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Q. Yeah, I Qork out a method to find out whether a given
saﬁple represents an ester of dimethylglycine;-and_l wbrked.
out this method.as a new approach. And when I worked out £his
method, I did somg.analysis, indeed. |

.MR.‘ULLMAN: Off the record.
.ﬁDiscussion off the record.)
~MR. ULLMAN: In the discussion that was jusf-had
off the record, it was clarified}that Dr. Meduski did not
“\\ngé specific sémples of lots of any of the products ﬁhat were

specifically seized in each of the actions that have been

consolidated.

MR. CRAIG: Q. Doctor; have vou ever analyzed
Aanéaﬁik 15 téblets, calcium péngamafe.produced, manufactured
. by, distributed by Foodscience-Laborafories? |

A. Yeah.
Q. What did you find when you made'xour analysis?
A.. I found very small amount of ester in the preparations.

Q. Can you then draw a conclusion that this is a mixture

as opposed to a compound?

A. on the basis of this negative results, lack of
esters, I could not say. For this it was necessary to identify
"the components of the mixture, which I did not do. I just

wanted to know whether it is an ester or not, and I found
. .

there is very little. N

b
PR

0. So you did not determine what the ingredients of

‘o
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. ’
the mixture were?

MR. ULLMAN: He did not say that, Mr. Craig.

MR. CRAIG: Could you read it back? Would you read

back his answer, please?

(Record read.)

THE WITNESS: Very simpie. I was not interested.

MR. CRAIG: Q. Okay. What tests did you use, Doctorp

A. To get =--
Q. To idenﬁify the ester content.

A. The color formation based on the production of hydrox

" amic acid derivative, the color formulation, colormetric test.

Q. Is that infra-red spectroscopy?
A. No, it was visual.
.Q. Doctor, you saidld ‘there was minimal estery content.

Can you tell me how much in percentage?
A, I don't remember, but it was in some preparation

two percent, I remember in one between two and nine, something
like this. | o -
Q. Two and zero?

A, No, two and nine.

Q. - Nine.
A. As far as I remember. In some there was zero.
'l

. Q. . Doctor, is it possible to conduct a study on a

mixture, let's say a mixture of calcium gluconate and

dimethylglycine and draw conclusions as to the safety of a

S~
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compound mede up of calcium gluconate and dimethylglycine?
| MR. ULLMAN: Object to the form of the guestion.
'ﬁﬂ - MR. CRAIG: "I beg your pardon?.
MR. ULLMAN: ebject'to the word "possible."

THE WITNESS: All right. All right.

MR. CRAIG: I was just asking if in his opinion can

that be done?

1’ - PHE WITNESS: It is possible, but it is scientificalll

unsound. It is much better to work with purlfled substances

i |
i “and simplified condltlons.

-

MR. CRAIG: Q. Now, the reverse of that -- is it

p0331b1e to conduct -~ in your opinion, is it possible to

- ’conduct a study on the compound iet's.say a compound of

calczum g1uconate and dimethyl gT'";nc ard to draw conclusions

_as to the safety of a mlxture, dimethylglycine and calcium

" _gluconate?

A. If you know .components of mixture and if yéu know

ey

response of ‘living organism to each of the members of the

mixture, then when you are- wox king in the situation when there

is no interaction within the mixture, you could say certain

- prediction”about toxicity of the mixture.

Did I make it clear?
pi

.Q. . Yes, I think so.

Why is it different conducting a study on the mixture

and drawing conclusions and not be able to draw conclusions

M
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- as to the compound, and yet one can draw conclusions conducting

a study on compounds? i
MR. ULLMAN: Don't answer the guestion. I'm goihg
to object to the form of the gquestion because the doctor did
not say it was not possible.
He said it was ?ossible but scientifically that
another procedure would be p;eferqble.'

If you want that read back, let's go back.'

You asked him whether it was possible to conduct a

——

study on a compound and to draw a conclusion on a mixfure.
His -answer was that it is possible but scientifically somethiﬁg
else is more desirable. .
THE.WITNESS: I wouldn't do it myself. I wouldn't do
inveStigafions where I would spend my time dealing with the
stuff. Very simple. | |
MR. ULLMAN: . There's no quéstion Qending, Doctor.

_ MR. CRAIG: Q. Isn't it true, Doctor, that the
biolbgical activify and toxiéity of a mixture of two ingredient
is not always the same as those same two ingredients-when -
they're formed in a compound? | |

A. This is why I say no decent sciéntist would work with
the mixture when he is ag}e to work witﬁ sebarate ingfedients
because it.is true that there are divisions. It is obvious.

Yeah, it's true. I agree with you. I personally wouldn't

do this type of research.

11
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0. . But you would do the kind of reseefch which'invoived
a study on the compound itself?
A. Oﬁe compoﬁnd.—-
MR. ﬁLLMAN: Object to the question.
- THE WITNESS: One momentf
MR. ULLMAN: Just a moment.
Mr. Craig, I'm geing to.have to ask yoﬁ not to pu£
words into the witness's mouth.
| Now,‘the docfor did not say this.
MR. CRAIG: I didn't characterize it. I'm asking him
would he conduct -- | | |
MR. ULLMAN: Rephrase thehquestioh. The objection,
is the form. All other obJectlons are reserved because i have
a continuing objectlon as to the entire- line of questlonlﬁg
as to the status of a compound. It is totally 1rrelevant.
THE WITNESS: Look —-- M
MR, ULPMAN: There's no question pending.

MR. CRAIG: Q. The question pending is would you

conduct studies on the compound, one compound let's say a

compound of ca101um gluconate and dlmethylglyc1ne and be able
to draw conclusions as to the safety of the ingredients,
particular .ingredients in- the mixture?

:-° - MR. ULLMAN: "I'm sorry. I'm going to object to the

form of the question.

You didn't ask him would he do it, follow that

b
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procedure. You're now asking would he be able to do it if
he did it.
If you want to rephrase the question -- please do.

If yecur Question is would you follow such a procedure

to do so, fine.

If you're asking him if he was able to do so, that is

a different question.
MR. CRAIG: Well —-

MR. ULLMAN: Could you read the question back, please

—~—

Mr. Reporter?
And, Doctor, please, we'do haVe a record ﬁhat has
to be made hére. . |
Mr. Repor£er,'read the question back, please.
(Record'read.) . | | '
MR. ULLMAN: Now, if you will change "able" for

I‘think that's what you're asking for, the

"pufpose:qﬁfﬂf
purposé bfi’

MR. CRAIG: .No, I want to know would he be able to
‘araﬁi££ose conclusions. I don't want to know whether he's
done it in the past. I want to know if he were to conduct it,
the safet& study or studies on the compound itself, calcium
gluconate and dlmethylgly01ne, could he draw conclu51on= as
to the safety of the individual 1ngred1ents in the mlxture

of calcium gluconate and dimethylglycine.

. MR. ULLMAN: Didn't he already answer that question

‘o

SCHILLER & COMBS, INC.
COURT AND DEPOSITION REPORTERS
625 POLK, SUITE 305

s




O A A AL VR L0l
b

A

ATINYP

LTI N

- arBing,

NI B R T o

10
11
2

13

14
15

.18
17
a8 |
19|,

20
21

22
23

25

e—

29

by saying to'y#u that it'cpuld be done but fhat'it'is scién-
tifically un;ound? ] .

MR. CRAIG:  He did not answer the question that he
could. | - i

« . He answered the question that.other scientists cbuldf

I want to know whether he could.

MR. ULLMAN: In the face of him telling you that it's
scientifically unsound, he's already told you that.
| MR. CRAIG: He spbke as to the scientifiéally unsound
nature of taking the mixture and drawing conclﬁsions as to
the compound. I have reversed it now on the compound, drawing
conclusions as to the ingredients in the mixture.

MR. ULLMAN: I object to the form of the question.
If you want to continue -- ‘_

THE WITNESS: I have ﬁhe feeling that the person who
talks to me =- I have forgottén_&our name 5-'will learn some -

thing from the discussion.

\
Y

There are two approacheé to eXperimentation with
drugs. One of them is purely theoretical where we aim at
simplifying conditions so our results will be easy to interpret|

"The other approach is not purely theoretical but

' practical approach, dictated by the practical aims. ' -

. ' In school of pharamacy there's a big area of

investigations which deals with precisely the question you

asked me, whether it is possible khowing components of a

‘o
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mixture to predict its.activity as a whole. !This is a wvery big
field and very difficult because there are very many additional
factérs involved when you can reach the'mixture. "Very often

a tablet or a solution or a serum or something before final
composition of a mixture is established is modified many times
because although components of the mixture are known to the
person who is éompounding, the reéults of mixing bring new
aépeéts of the story. ‘

- | This is why.I say when you must solve this practical
_problem you spend a lot of studies on it and the approach is
the practical, satisfactory solution.

But this is ndt theoretical work; it is ?ractical
work. . I am a theoretician, and I dislike the type of work.
And I disLike dealing with this type of problem. -ﬁhat simple.

(n short recess was taken.) |

MR. CRAIG: Q.. Dr. Meduski, have you ever éeen this
document before? ' ' M

It is entitled "Calcium Pangamate, A.Comparative
Report." Down at the bottﬁm, "DaVinci Laboratofies."

A. I may have in.passiné just looked at it without
paying much attention, but I believe that I looked at it.
| .Q. Could you look at Page 2?2 |

'MR. ULLMAN: Ogay. I'm going to object to any ques-
tionsiabout that document inéofarAas it has not been establishs
to bealabeled for any of the articles Unde; seizure in

\

1

\
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this case.

MR; CRAIG: It doesﬁ't have to be labeling.

MR. ULLMAN: - It has nothing to do with any of the
articles qnderhéeizﬁie iﬁ this caée.‘

‘Mk} CRAIG: We'll see when I ask him a question.
You haven't heard the question yet. |

MR. ULLMAN: Have you heard my objection yet?

MR. CRAIG: You don't have a question to object to.

MR. ULLMAN: Would you read back my objection, pleasé.

- Mr. Reporter?

MR. CRAIG; I heard the objecfion. We don‘f have
“to go through that. |
The reason I've inen_this.to Dr. Meduski is because.
T want him to ke ztle fc tell me vhesther or nct the chemical
structure on Pége,2 is the correct chemical strﬁcture for
calcium pangamate.
" Po yoﬁ objeét to that?
* MR. ULLMAN: _Yes. Go ahead and answer the quesﬁion.
All objections are reserved excebt as to form.
| MR. CRAIG: Fine. Fine.
Q. Dr. Méduski; is the chemical structure oh Page 2 the
correct chemical structure for calcium pangamate, the compdund?

*A. Do ycu remember what I said in the beginning? ‘That

the chemical structure of calcium pangamate has been never

satisfactorily eséablished.

k]
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- Exhibit 1.

’ A

.

How can I say something whether iﬁ'é éorreét or not?
0. But you also said, Doctor, and.correct me if I'm
wrong, that in yqur'opinign -
A. It's an eéter.
.’Q{ An ester of D-gluconic acid and dimethy}glycine?

A. Yes.

Q. Is this the chemical structure for an ester?
A. I don't know because there are several possibilities

.. to make this ester, very frankly.

—

Q. Do you know whether this is the chémical structure*

" not of an ester but of D-gluconic acid and dimethylglycine?’

A. Very'frankly, I don't know. And this way'of writing
makes it ver? difficult to'know exgétiyu For iﬁstanée, this
iz -- this'w;onf chemical notation séems to Dpe a'mixture of -~
not clear mixturevqf,at least two notations; but I cannot say
nothing about the correctﬁeés of soﬁething which I have very
general doubts about existing. | | - ‘

. MR. CRAIG: 1I'd like to introduce fﬁis as an exhibit,
MR. ULLMAN: That is objected to.
- . (Document entitled "Calcium
' Pangamate, A Comparative Report,
DaVinci Laboratories," consisting

of 17 pages, marked Plaintiff's
Exhibit No. 1 for identification.)

" MR. CRAIG: Q. Could you draw- for me the chemical

_ structure of the mixture of calcium pangamate -- I mean the

‘
-
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mixture of calcium gluconate aﬁd.dimethylglyéine?

‘A. - The mixture doesn't have structure. Mixture is

céexistehce of t&o-compounés withou£ interreacting amongst
themselves. |
~ MR. ULLMAN: One moment.
- (Discussion off the recdrd.)
MR. CRAIG: Q. Is calcium pangamate commonly added

to food?

—

"A. No. And for a very simple reason, because I didn't

see practically anybody having it in pure form, and I see no
reason to add it to food.
0. Is calcium gluconate and dimethylglycine commonly

Iadded to food?

-

-

A. Calcium giuconate is not, but D-gluconic acid is a
metabolite of very many foodstuffs of plant origin.

Dimethylglycine is a metabolite of the very many

plant and animal foodstuffs.

»

| Q. But is it commonlytadded to food?
MR. ULLMAN: As distinguished from any fooa
substances? .
MR. CRAIG: I understand what he's saying, it's in

food.

P4

- . THE WITNESS: It's commonly not added.

MR. CRAIG: Q. What food substances have dimethyl-

glycine in them? Can you give me some examples?

\ s SCHILLER & COMBS, INC.
. “  COURY AND DEPOSITION REPORTERS
625 POLK, SUITE 305 )
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TEL: (415) 673-7747




poe Aw

R . N T

) EN R T VI T YO VI R o) .
4 ﬁg N 8 8 & &5 8 &5 65 o L B

'MR. ULLMAN: You mean what fcods contain the food
substance dimethylglycine; is that your guestion? .
MR. CRAIG: Q. What food substances contain

dimethylglycine?

MR. ULLMAN:-

substances.

You mean what foods?

You said -- you're saying what food

MR. CRAIG: -What foods.
MR. ULLMAN: Okay.
m— ' THE WITNESS: Look (indicating). Here we have inter-

relationship of metabolated glycine and derivatives. It
means —- this picture gives us the coexistence of certain
compounds in the tissues. And whenever I can find compound

called betalin and compound called sarcosine, I know that
)

transition. between them involves formulation of dimethylgiycine..

MR. CRAIG: Q. But can you specifically answer my
quegtion of what foods ccntain 4; ' |
A. All foods which are muécles or orgéhs of animals to
start wi£h and very many tissues of'plants. For instance, |
beets, red beets. | .

0. Is it your opinion, Docfor, that the mixture of

calcium gluconate and dimethylglycine is safe for human con-
sumption as a dietary supplement?

. 'MR. ULLMAN: Object to dietary, the characterization

of dietary supplement. )
THE WITNESS: Whether it's safe for human consumption

¢

2 SCHILLER & CCMBS, INC
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D—gluconic acid and its salt,'caicium glucongte?

i MR. CRAIG: I didn't have reference to that.

‘Q. I had asked yoﬁ wgether it's your oéinion that thé:
mixture of calcium gluconate and dlmethylglvc1ne -

A. | Wlthln the do;ages be;ow one gram daily, I th*nk it

is completely safe for an average, grown-up person when given

orally.

‘'Q. . On what do you base that op1n10n7

‘A, I base it on my knowledge of behavior of ca101um

—

gluconate in the human bedy and on my own experiments of
toxicity of dimethylglycine and on my own self—experimentation;
I just'haVe eaten one gram of dimethylglycine and waited to

see what happens. It-didn't, anything.
. .

c. What

£ I were tc ask you this guesction, this sare

— e Ml e wrae

b

question,and have reference to the,compound c;lcium pangamate,
not -the mixture, calcium gluconate and dimethylglycine?
A. Then i would say -- |
" MR. ULLMAN: Object to the form.
THE WITNESS: There is no infofﬁation whatsoever to
answer this question. - |
-MR.’  ULLMAN: Okay. Withdraw the objection;-
MR. CRAIG: Q’, What is an LD-50 test?
.A. It is a test which aetermines conditions at which a

given substance causes death“of 50 percent of the population

of experimental animals.

A

\-. s SCHILLER & COMBS, INC.
i COURT AND DEPOSITION REPORTERS
825 POLK, SUITE 305 . . .
SAN FRANCISCO, CALIFORNIA §4102 . -
TEL: (4)5) 6737747




VO s RO b

BENDLRR Sl

gwww-wwww.pph‘ppuw
W DD ~ O W O =20 L e N =~ O

<5

.conducted on that or should be conducted?

.substance before it can be recognized as safe?

W ® N\ O O B W N e

. and ‘calcium gluconate. ' ' Co s

,added to food.

36

Q. Tell me what kinds of tests other than -- in your
opinion, what kind of tests should be conducted on a particular
substance, for example, a mixture of calcium gluconate and

dimethylglycine, what kinds cf tests ought to have been

ILet me withdraw that question. Let me start over.
I'11 start over. -

In your opinion, what tests should be performed on a
Objection.

MR. ULLMAN: What substance are you

talking about? I object to the form of the question. We're

not here about a substance. ‘We're here about dimethylglycine
MR. CRAIG: I have reference to a substance that is

being added to food. and that has no common history of béing

.MR. ULLMAN: Your question is not directed to calcium

gluéénate and dimethylglycine; is that correct?
MR. CRAIG: 1It's ﬁoreAgeneral than that.
MR._ ULLMAN: Ogject to the guestion.
MR. CRAIG: ‘Objection noted.
THE WITNESS: ¥pu want me to answer very generally?

MR. CRAIG: Q. Yes, generally.

‘s

A. Whenever you deal with a substance which is contin-

uously huring long rénge, long periods of time added to

\ .

SCHILLER & COMBS, INC.
COURT AND DEPOSITION REPORTERS . .
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humaﬂ consumptlon, the tests should be very strlngent and

should stress p0551ble accunwulation of the activities and the

}

long-range effects.
Q. What kinds of tests?
‘A. Very generally, answering, there should be four types
of tests, but I'm answerihg very generally your question. | ]
There shoul@ibe acute, subacute, chronical, ahd tests

delﬁméthx; the embryo—pathié effects on pregnant females, '../

0. Have you conducted those kinds of tests on calcium

pangamate?
A. I'm not working with calcihﬁ pangaﬁate.' I would not
touch daiéium paﬁgamate.
| Q. Have yoh conducted those kinds of tests on'any

tablets labeled Aangamik 15, calcium gluconate and

A. “ I was not carrylng any tesbs on any preparations, no.

Q. - Have you conducted those kinds of tests on dimethyl-

glycine by itself?

A. I would like to conduct such a test if I would be

properly éfanted.

Q. In your oplnlou can one rely on an LD-=50 test alone

to determlne whether a substance is sare for human consumpuloﬁ’

A. In certain cases the results -of LD-50 test plus

'backgféund knowledge would form a general opinion about the’

4

1
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_cases, no.

“exceeding one gram per grown-up adult, I think it is safe

38

substance, in certain cases, very generally. In very many
. | i _

Q. Concernigg the'substanceldimethylglypine, would ypu
in your opinion think that an LD-50 test and the background
knowledge of dimethylglycine is sufficient to show or establish
that it is safe fér human cohsumption?

.A. _ In the condition 1 referred to earliér, in.méans*“

in the amounts I just said orally and in the amounts not"

within this -- within those limitations.

0. Okay.  ; understand that you think that it's safe
within those limitations. But do you think that it is safe
to conduct én LD-50 -- the conclusions from aﬁ LD-50 test and
background knowledge of dimethylglycine, is that sufficient
for you to make the determinatﬁon that there is -- that this
is éafe, beiow one gram daily, when taken bglow one gram aaily?

., MR. ULLMAN: I'm going to ask the reporter to read

the answer back because he just §§ecifically answered that .
direct question by telling you yes. I don}t know why you

have to reask it.

. MR. CRAIG: Go ahead and read it back.
(Record read.)

T MR. CRAIG: Okay. He thinks it's safe, but he did -

not say that those tests themselves are sufficient to establish
\

that it is safe. That's my question.

i
\

\

!
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" the way as I answered very simply.

. MR. ULLMAN: What tests? .

MR. CRAIG: The tests that.i asked.him aboﬁt, the
VLD—SO, an LD-50 and the.backgrcund knowledge}ithat‘s what I
asked him. . | |

THE WITNESS: There's an easy ansﬁer, ~When you ask
a specialist of an obinioh, you are getting biased opinion
formed by the background of the specialist. |

I have certain scientific background. I am deepiy

. —-rooted, so to speak, in certain scientific ways of thinking.

And for me when I héve those premises, I am -not afraid to
reach certain conélﬁsions. Somebody else maybe reaches other
. conclusion. But for me personally, it is enough to answer in
MRfACRAIG: 0. Doctor, that stiil doesnit‘-—
. A. Very simple answer. | |
.Q. My questioﬁ is Ehis: Eased on -—
‘Aﬂ ~.My - |
Q. —- your background knowledge of dimethylglycine and
conclusions from an LD-50 test -- | '
A. Based on my background knowledge, I pefsbnally -
the answef'is yes to this question. I don't know how somebody
"~ else would answer it. . -
- Q. Thank you. All right. -.

: Now, I want to explore your background knowledge of

dimethylglycine.
|

\

\

-t
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such a list that he used and subimit it to us?

What does that consist of?

A. What?

Q. You were referring to ydﬁr backéround knowledge of
dimethylglycine. | |

A. It consists of knowing practically all written pépers

about dimethylglycine ir six languages in original without
translétions ana performing about one year experiments on this
pure compound obtained from a Swiss producer named Pflueger.
Q.- Cah you go into some of the scientific studies?
A. I can send you a list of references, and'you can-do
that yourself. | o
Q. . ﬁow -
»MR; HYNES: Is-it-égreed tﬁat-the doctor will compile
MR. ULLMAN: We'd be very happy to do that.
MR. CRAIG: A list of studies in foreign laﬁguages
or whatever? '. .
» THE WITNESS: Whatever._
| MR. HYNES: We can always get it translated.
MR. ULLMAN: If Qe have some in the English language,
we'll throw those in too.

MR. HYNES: Just for laughs.

"MR. ULLMAN Not for 1aughé,.just for common

,
>

knowledge.

MR. CRAIG: Q. Now, I want to talk about -- ask you

SCHILLER & COMBS, INC.
o COURT AND DEPOSITIOM REPORTERS
€25 POLK, SUITE 308 .
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a question about your personal experimentation with the

compound.
MR. ULLMAN: What qompound?
MR. CRAIG: With the compound of calcium pangamate --
. THE WITNESS; I didn't do any experiments with .

calcium pangamate.

MR. CRAIG: Q. When you refer to compound, then, are
- you conetlnes referrlng to d*nethjlcly01ne as a compound?

A. I am using the chemical nomenblature as any educafed
English speaking person is using. When I say "compound," I

mean chemlcal entlty

Q. - Okay. Are you referrlng to. dlmethylglyc1ne then when

\
+

. you ‘say "compound"?
‘A.  Of course.

Q. Can you tell me about your own personal experimen—'

tatlon with dimethylglycine?

' A. I just -- before we had the break, I told you about

~

one of those experiments.

0. Yes. I want to know some of the other studies that

you've conducted.

A. I didn't finish any other studies. Any interpre-
tation would be premature. I would hate to give you results
which in my opinion may be not of final formulation.

0. Have you conducted ahy~sub-chronic feeding studies

on dimethylglycine?

el

2 SCHILLER & COMBS, INC.
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. Answers of Interrogatories, you have a table taken from such

diad do ‘sub-chronic feeding studies on?

—_— .
It exists on the market, all chemicals exist in :
ments the very high degree of purity is required. The purity

like that.

4

A. Yeah, I did. Aand I think you have in one of your

of my studies. There was, if I am correct -- maybe not. Noc.

No.
No, I don't think I did such experiments with pure

dimethylglycine. No, I didn't.
Q. You say "pure dimethylglycine."

Is there any other kind of dimethylglycine that you

A.

different degrees of purity. -And in certain types of expéri~

-

achieved, for instance, by repeated crystallization, -something

Q. But my question is: Did you conduct the sub-chronic

.feeding study on any other kind of dimethylglycine other than

that?

A. No. No. No.

Q. Okay. Have you conducted any. lifetime feeding

studies in rodents?

A. No.

Q.-~ Have you conducted any short-term feeding studies

of non-rodents involving dimethylglycine?
A. Non-rodents? No, I didn't. No.

Have you conducted any multi-generation reproduction

3

Q.

NS

? SCHILLER & COMBS, INC.
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“experiments when I wanted to design and experiment, and I

feeding étudies?
A, No. No.
'Q.  Any teratology studies? f
. A. Also ﬁot, I told you, all thoée stLdiesAare possible
but I didn't do it. R |
May‘I add now -- one moment. I was, as I said in
the beginning, following ﬁy own scientific interests and not

doing studies up to now for anybody else.

I was doing the things‘which.I needed for my oﬁn

wanted to be sure that I ﬁm withip‘the right dose from toxicity
point of view, and I looked into toxicity. But I was not
coﬁdgcting ény general toxicological studies. That siﬁple.
- Q. 'Fine; Are YOu presently in the process of cdnddcﬁing
any of these types of studies that I've mentioned?
‘;A. No. No. |
Q.. Have you conducted an LD-50 test onmdimethyiglycine?
A. * Yeah, I did. |
0. Can you give me the results?

MR. ULLMAN: Just a momept, Mr. Craig. - In the
supplementﬁl'Answers to your first set of interrogétories --
I don't know -- I think I furnished you with a copy this
morning, I think you havé two of £hem there.

MR. HYNES: This one (indicating)?

1

. MR. ULLMAN: That is correct. Off the record.

N~
\ B SCHILLER & COMBS, INC. B
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(Discussion off the recoxrd.)

MR; CRAIG: Q. Doctor, other than the two LD-50
tests that are submitted in the supplemental Answefs to
Interrogatory -- | .

A. Three.
Q. This oné that yéu just gave us. Have you conducted
,any.other LD-50 tests-on dimethylgljcine?' B | .

A. I did, I-think. I don't remember at this moment.

_Maybe four or five additional tests because I was not sure at

which range of the dosages the response will be. In'order to
do LD-50 tegts, you must find a range where the lowest doée
does not kill any animal, the highest dose kills all animals
and the.dosageé between kills differént animals. . fou have*'
thosé two extreme points, and the calculations are very |

difficult. So before I reach the right points, it was

_necessary to do some --

Q. Would you take a look at this document?
It's entitled "United States Patent Office, ",
No. 3,033,868, Patented May 7, 1963.

A. Okay. As far as I remember --—

0. First of all, have you ever seen this before, this
" document? ‘ .
"A. This document as i is, I did not. But chemical

abstract, abstract published in Chemical Abstracts have this

document. And the fact that you are looking at this is

3 SCHILLER & COMBS, INC.
COURT AND DEPOSITION REPORTERS .
625 POLK, SUITE 305 . i -
SAK FRANCISCO, CALIFURNIA 24102 .
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because I found it.

Q. HOQ does.this -; could you continue looking:over if?

A. Read it to'yourself. I'm not.testeé in my ability
of reading. Do what you want.

Q. Doctor, I'm trying to find out how this patent
evidences the séfety of calcium pangamate.

AL I'm not taiking about calcium pangamate; how many
'times I'm repeating fhis{ I don't care about calcium |
fpangamaté at all. Very simple.

'How,many times should I repeat this?

Q. Could I get an'answer; then?

A.‘ Answer about what?

Q. Whethér or not this documenﬁ evidences the safé§y bf
calcium pangamate.. |

"A. Send.me this document; I will study twb weeks, énd
1 wiil givé you answér. I hate giving unprepgred answer out

of which better trained person can have bad conclusions, for

P

:the record.
" Q. Let the record show that --

Are you saying -- are you saying that you're not

- .

familiar enough with the document to be able to give me an
answer? ‘ e oo \

- MR. ULLMAN: He didn't say that at all.

THE WITNESS: I said precisely what I said.

MR. CRAIG: Q. - Doctor, can you tell me whether or ,f

SCHILLER & COMBS, INC.
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not this document evidéncgs the safety of dimeﬁhylglycine?
A. 'I mﬁst lébk again, tﬁen I will be able to say
because I don't remember. |
| MR. ULLMAN: Take all the time you want, Doctor.
Where in these Interrogatories is that patent
fefefred to? Do you have a note? |
MR. CRRIG: Answer to Interrogatory No. 12.
MR. ULLMAN: Okay.

THE WITNESS: This patent numbered 3,033,868, from

K

May 7th, '63, mentions dimethylglycine on Page No. 3. 2nd
it says that this compound could be used to --
MR. CRAIG: Q.' Are you reading?

A. Look. This is the paragraph where there are premises

-

and this is where they mention dimethylglycine.
0. -Ohi This particular paragraph right here (indicating

- does mention dimethylglycine. But how does this evidence

that dimethylglycine — how was this evidenced that dimethyl-

~glycine is safe?

4

A. I assume, and you probably will be able to correct

.me, that before they granted this patent they were chécking

on which basis this statement is made. Otherwise, they

probably'should not gran{, the patent.

- Q. Other than that assumption, is there anything else

3,
>

that --

Ao YOU -

‘v’ 1

SCHILLER & COMBS, tNC.
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Q. Wait a minute.
Other than that assumption, is there anything else

in this patent that would éstablish or evidence the safety of

~

dimethYlglycine? o
A. If this'patént does not indicate that-NN—dimethyl—
glycine is reiativeiy sége, then I musf presume that Patent
Office did bad job granting this patent.
| Q. But, Dr. Meauski, could you answer my specific

question?

—

Other than that assumpticn that you made, is there
‘anything else in this patent that. evidences the safety of
dimethylglycine?

. A. This patent gives us the results of something,

‘which ‘T think are some tests. It doesn't give any way to
know how those results were obtained. I don't know. Very

frankly, I don't know.

MR. ULLMAN: I believe you also pointed our attention
to some reference on the first page having to do with

non-toxic --

THE WITNESS: I marked this (indicating).

. (biscussion off the record.)

(Copy of document entitled .
‘. "United States Patent. Office,"’
No. 3,033,868, Patented May 7,
. 1963, marked Plaintiff's Exhibit
"No. 2 for identification.):

. SCHILLER & COMBS, INC.
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MR. CﬁAIG: Q. Doctof, dé you know what nitrosamipes
are? |

A. Yeah, I teach about this. If,You would take my
lecture notes that students read, you would know what.

Q. Are nitrosamines considered by the.scientific
community to be known carcinogens? -

A. Look, this question is stupid because you knoﬁ it's
considered cércinogéns. I consider this question personally
‘Skfending; you know, pérsopally offending.

0. I don't mean to oifend. -

A.‘ I feel offended. And,Aplease, pu£ this on the record
I will have -~ |

'MR. ULIMAN: ZILet's go --
MR. CRAIG: ILet's go off the;recqrd for a secénd.
.(biscﬁssioﬁ off the record.)'
MR. CRAIG: Q. Do you know what ﬁitrososarcosine is,
Doctor? A
MR. ULLMAN: I'm going to object to that. That is
so far beyond the scopé of this examination -~
THE WITNESS: I have -- | .
MR. ULLMAN: Doctor, I'm objeéting. Please;
 MR. CRAIG: Objection noted. '
MR. ULLMAN: I'm going to direct him not.to a;swer
that unless you want to point_out to me the péssible connection

to anything in this case. =

A

'SCHILLER & COMBS, INC.
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MR. HYNES:

'

43

I don't think you can direct him not to

answer any question unless it involves a personal privilege or

attorney-client privilege or work product pri&ilege.

. MR. ULLMAN:
question simply by exercising my powers

Now, I'll let him answer this

I can direct him not to answer any

of speech.

question, but we're

e THE WITNESS: No,.I remember.

'g01ng very far afleld.

Do you want the questlon read back, Doctor?

—_ I know this questlon

<

"and I know -- what you want to know about this?

MR. CRAIG: Q. Is nitrososarcosine a nitrosamine?

A. - Of course. BAnd it's nitroso group,'just a little of
organic chemistry.

Q. Do you know of any scientists quallfled by sc1eﬁt1f1c

training and experlence to evaluate the safety of d¢metnyl--

. glycine who are of the cpinion that dimethylglycine has been

shown through scientific studies to be safe, for human con-

sumption’ other than yourself?

A. I think nobody.was interested in this problem, but
some pebple approached véry clése to this problem,iand.I know
about toxiéological-studies on laboratory animals which are
cl&sely related to the toxicity of dimethylglycine.

Q. 'ﬁé.v I asked do you know of any scientists,

.
‘>

scientists other than yourself?
A.. When I'm talking toxicological studies, I can,

SCHILLER & COMEBS, INC.
COURT AND DEPOSITION REFORTERS
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obviously, name the scientists.
Q. Would you name those scientists for me?
A. I will get it from my briefcase. The names of the

scientists who did.toxicity studies, including the group of
compounds very-ciosely rélated to.dimethylglycihevare Professoxr
Strack -- |

Q. Doctor, what did he do his study on, toxicity.study
on? | | ‘ |

—._. A. He did the.toxicity studies on the whole family;of
betaines, carnitines and their derivatives. The studies were
published iﬁ German in the joﬁrnal which is called Acta bioi.
med. germ., Volume 3, Pages 28 to 36, 1959.

| Q.- Okay. Déctorl can you tell me what other-scientists~
can you name some other scientists other than Dr. Strack?

A. Doing toxicity studies? '

'Q. Who are of the opinion éhat dimethylglycine.has been
shown to be. safe for human consumption?

A.. No one ever approached dimethylglycine from the
point of view of adding to foods because this compound was
scientifically very neglected. Nobody was ——

Q. Are you then saying, Doctor, that you don't know of

any other. scientists who,are of the opinion that dimethyl-

élycine has been shown to be safe?

A. No, I want to answer this question differently.

I don't think any other scientist posed to himself

SCHILLER & COMBS, INC.
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the question of toxicity of dimethylglycine to humans.
Q. Doctor, do you know of any scientists who are of
the opinion that dlmethylgly01ne has not been shown to be safe?
A. For humans? . |
Q. For human consumptlon.
"A. I didn’ t talk with any 501entlats about the subject,
“and I didn't read any paper dealing Wlth evaluetlon of -
dimethylglycine from this point of view. |

0. Do you know Thomas Jukes?

—— : )
" A. I don't know him personally. He phoned me once, and

I talked by phone with him.
Q. Do you know whether Dr. Jukes is recognized in the
) scientific communlty as an expert in this field? |
MR. CULIMAN: What fiecld is that?
MR. CRAIG: The field of --
THE WITNESS: Which field?
MR. CRAIG: The field of vitamins,'nhtriente.
”THE‘WITNESS: I know that Dr. Jukes, ;s far as I
know,.neverAdealt with dimethylglycine in his scientific
career. '
'MR.iCRAIG: Q. Do you'knew a.George Briggs?
A. _ I know of him,}hut I-don't know him.
. Q. Do you know whether George Briggs is recognized in

the scientific community as an expert in this field?

A. In which field?
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Q. In the field I mentioned earlier.

A. Nutrition?

Q. Yes.

A. Yeah. I know that neither Dr. Jukes nor Dr. Briggs
are physicians; this I know. Seéond, I know that both Dr. |
Jukes and Dr. Briggs in their opin;on, which I read, did not
mention once dimethylglycine. They were dealing with B15 and ;
pangamic acid. |

In their opinion, I did not read one word about

——

dimethylglycine. And, please, correcﬁ me if I'ﬁ wrong.
MR. ULLMAN: Do yoﬁ wish to correct the doctor; Mr.
Craig? - | |
MR. CRAIG: I'm moving on.
MR. ULLMAN: Surely. Please do.
MR. CRAIG: I don't want ta get into an argument.
I don't agree with him, but .I dén“t want to éet inﬁo an

argument.

“

MR. ULLMAN: If you don't agree, would you like to

show it?

MR. CRAIG: 0. Isn't it true, Doctor, that there's

‘no consensus in the scientific community that dimethylglycine

is safe for human consumption?

" A. - Very frankly, I don t know about any publlc dis-

cussion about adaptabllluy of dimethylgl yﬂlne for human

K4

consumption except for today, now we're making, very frankly.

‘
P

'
B
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Q. When I say dimethylglfcine for human conéumpﬁion;
what I'm talking about is dimethylglycine being put in tablet
form to be taken several times a ééy. i | u

A. I answered about dimethylglfcine. When you put
dlmethylglyc1ne in a big bottle and drlnk everything, you will
be dead for sure, espec1a11y 500 grams, you would be takﬂng..

Q. Doctor, is your answer then the same whether or not
dimefhylglycine is mixed with any éther substances, such as

calcium gluconate or whatever?

e—— .

MR. ULLMAN: You mean at the 500-gram level; is that
your- question?

"MR. CRAIG: Q. At the 500-gram level -- where did

. YOu get the figure 500?

MR. ULLMAN: Because that was his last answer, 500
grams.

MR. CRAIG: Q. Now --—-

MR. ULLMAN: Do you want to hear it back?
MR. CRAIG: I have reference to -- just one second.
Q. I want to go back to a guestion. I'm not talking

about the 500-gram level, no.

MR. ULLMAN: Because the doctor was.
MR. CRAIG: Q. I'm not talking about the 500-gram
.
level. I'm talking.about taking dimethylglycine, mixing it with

calcium gluconate, whatever, taking it —-

\

]

MR. ULLMAN: Excuse me. Object to the form of the
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| by:-the attention to nonexisting vitamin B15 and nonexisting

guestion.
Now, 1is yoﬁr question mixing dimetﬁylglycine and
calcium gluchate, or is it dimethylglycine and whatever?
MR. CRAIG: Mixing calcium gluconate and
"dimethylglycine.
Q. Are you-still of the opinion that there is no ~--
- A. " I can answer in the follow1ng way: When I would
take a tablet containing 20 milligrams of dlmethylglyc1ne and

_about 30 milligrams of calcium gluconate mixed in the dry state

«

I could take in this tablet without any negative results.

0. Okay. My question --

“A. My persona] oplnlon.

0. My question, though, went to the consensus in the
’501ent1f1c community as to the safety of dlmethy1gly01ne -

i
/ A. My answer is that sc1ent1f1c community was so bllnd

/
pangamic acid and nonexisting calcium pangamate that it was
never virtually interested in explbripg biological properties
of dimethylglycine.

Q. Does‘the human.body pfoduce dimethylglycine?

A. Yeah, constantly.

Q. ~ Can you tell mg, where, in any particular organ?
-A. In all organs which contaiﬁ bofh sarcosine and

betalin. ; .
Q. Is it prodpced in the liver?

ESCHILLER & COMBS, INC.
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- metabolic link between those organs.:

A. Oh, yeah.
Q.  Is it produced in the stomach?

A. . I don't know whether I have data suﬁporting this ;

14

because I gave you and you'probably have somewhere the list of

compounds based on an American publication in the early '20’%,
list of organs based on the American publication from the- f
éérly '20's, which contain both sarcosine and betalin. A1l i
thosé organs contain also dimethylglycine because it.is a ?

0. Does the fact that a substance may be found naturally
in food mean that it is safe for Human consumption when added
to the diet? ‘ .

~ MR. ULLMAN: I'm sorry. May I hear that question
back, please? - .

(Recoxrd read.)

THE WITNESS: The answer hust put ﬁany restrictioné'
in order to be positive, many restrictibns-be;ause any Ccom-
poﬁent of foods when given'oﬁt of proportion or Qith ihteréctin
‘with other substances may have negative effects. A '

MR. pRAIG: Q. Does the fact that diméthylglycine.
is found néturally in food necessarily mean that it is'safé 
for human consumption when added to the diet? |

-A. The'énswer is p;ecisely the same; within limitations |
because out of proportion ang in the negatively synergisticailf

active situation it could have negative effects..

\ 2
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Is aimethylglycine a vitamin?
No, not at'all.
Is calcium pangamate a vitamin?.
Absolutely not.
Is pangamic acid a vitaminé

" Absolutely not. I told you several times about this.

Would the mixture of calcium gluconate and

dimethylglycine be a vitamin?

—

A. No. No, absolutely not.
Q. Is dimethylglycine needed in the diet?
A. No, it's not needed. A
‘ Q. Is calcivm gluconate needed?
A. | No, it's not needed. ‘Tﬁere is nothing needed inlkhe
diet. | |
' Q. Do you have éﬁ opinion as to the level ofAdimethyl—
Aglycine that should be in the nbrmai diet? M
jMR. ULLMAN: Should be for what purpose?
THE WITNESS: Should be?
MR. CRAIG: Yes.
MR.’ULLMAN: Object to the form of the guestion,
"should be." ‘ S o ’

THE WITNESS: ZI!m sorry.
" MR. ULLMAN: There's an objection to form, Doctor.

THE WITNESS: Excuse me.

MR. CRAIG: Q. "Should be" meaning-for a normal,

SCHILLER & COMBS, INC.
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healthy body;

A. You're rephraSLng the questlon, which I already
answered negatively, which means that either you are unable'
to catch up the difference.between your questions or that
you are considering the fellow you're talking to also on your
level. . |

Q.' .Doctor, are you familiar with the American inétitute
of ﬁutrition? ' . |
- A, Yes.

Q.  Are you a member?

A. I was invited by Dr. Ro;lyn Alfin-Slater and Dr.
Steven Zémgnhof to become member;.théy wanted to sponsor me.

I was .too busy to go to them. - -

0. So you;re not presently a member?

-A. I aﬁ member of so many socieiies and I péy so much
membership fees that with my salary I must thlnk twice. I am
member of the oldest biochemical soc1ety in the world, of the_
British Biochemical Society, starting 1949, and I pay too
much for it. - |

Q. - That answers the~question.

A. Oh, good.

Q. Is it your opimion that the Ameripan Instituté'cf'

Nutrition is an experf body in the field of nutrition?

MR. ULLMAN: Object to the form of that guestion.

4

THE WITNESS: Why not? Of course.

.

‘
r
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MR. CRAIG: Q. Are you aware that the American

Institute of Nutrition Committee on Nomenclature has reviewed
the nutrieﬁt Stgtus of pangamic acid, so-called vitamin BlSé

A. I repeated many times that i won't use the name of
pangamic acid in a aecent sogiety, in a decent talk. Why you
come back to it?

Q. Doctof, let me show you a copy of these two articles.

A. Yeah, I_know’them; "I also would say you héve them
Q. In the Answers, in the’claimant's Answers to
Interrogatories, they cite these two articles as allegedly
demonstrating the,biologicél role of dimethylglycine in
transmetﬁylation.

A. That's true. This is also quoted in this, and those

. two papers are referred to in this book (indicating).

MR. ULLMAN: Let the record show that the doctor
was just referring to An Introduction to Metaboliq'Pathways.
' MR. CRAIG: . Q. My question, Doctor, is whether

either of these articles address the safety of dimethylglycine.

A. Those articles were not from general point of view
of impact of ‘the compound on animal metabolism; they were not

thinking about any non—agimal’application. A
(Document entitled "The Metabolism
qf Dimethylglycine by Liver
Mitochondria," Vol. 232, 1958,
marked Plaintiff's Exhibit No. 3

\ o for identification.)
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(Document entitled "Biosynthesis
of Choline and Betaine," from The
American Journal of Ciinical
Nutrition, marked Plaintiff's
Exhibit No. 4 for identification.)
MR. CRAIG: Q. Doctor, you mentioned earlier that
the University, correct me if I'm wrong, was given a grant by
the DaVinci Laboratories for you to conduct certain studies?
A. Yeah, that's true.
Q. - Was the University also given'a grant by Foodscience
‘Laboratories for you to conduct certain studies?
A. As far as I remember, in the University files the-

donor of the grant‘is Davinci.

Q. - Do yéu happen to know the relationship between

A. No. No.
MR. CRAIG: No further questions.

‘
L g -~ — ’

+ EXAMINATION BY MR. ULLMAN

MR. ULLMAN: One or two questions.
Q. Dr; Meduski, is there a chemical inferactioﬁ in a
‘miktufe of.diﬁéfhyiélycine and calcium gluconate?
A. "When theybare in the dry state, the interaction is
minimized. s .
Q. Would a dry ﬁixturg of dimethylglyciﬁe and calcium

gluconate require in your opinion any separate test for safety

of that mixture?
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A. If only those two components are takén, I don't think
personally that'any’extra precautions should be necessary.
MR. ULLMAN: f%Thank you, Doctor.

I don't have any further questions. '

JERZY W. MEDUSKI

Pad

.
9"

e
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STATE OF CALIFOPNIA
SS

e et at

County of Alameda

I, ROBERT MORRIS » & Notary Public in and

for the State of California, hereby certify:
That the witness in the foregoiné deposition, named

Jerzy W. Meduski ' . was by me duly sworn to tell

the truth, the whole truth and nothing but the truth in the
within entitled cause.

- That said deposition was taken down in shorthand by

-~

‘me, a Certified Shorthand Reporter and a disinterested

person, at the time and place therein stated, and that the
testimony of the said witness was thereafter reduced to
,typewriting under my direction and superbision;'

That if the deposition has not been signéd by the

-

time of trial, a reasonable oppmortunity having been given

the witness to do so, signature has been waived in accordance
Qith stipulation.beﬁween counsel. .J

I.further certify that I am not of céunsel‘or
attornéy for either or any of the parties to the said
deposition, nor in any way interested in‘the event of this
cause, and that I am not related to any of the partiesA
thereto.

(AN

IN WITNESS WHEREOF, I have hereunto set my hand and

.

affixed my seal this ___ day 6f . 19

i . © Notary Public

4

ROBERT T. COIDGE
" CERTIFIED SHORTHAND REPORTER





