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Introduction

Mammalian colostrum has historically provided man with both
food and medicine. Of course, only the larger mammals -- cows,
goats, etc. -- economically provide sufficient colostrum.

For generations either keen observation or superstition hasled
thedairy farmer to rub infectiousfluids on the outside of the milk sac,
whence the dairy cow (or goat) absorbed microorganisms and pro-
ceeded to prepare antibodiesand complement that invaded themilk to
somesmall degree, thence providing an inefficient source of protec-
tivefluids.

Modern medicine hasfully accepted the paradigm that theinser-
tion of an antigen into the blood stream of any mammal hastensthe
development of protective antibodies.

What modern medicine hasforgotten isthat the chief purpose
for thisvaccination is so that the mammal will produce complement,
avery small, specially designed protein molecule that clonesitself
over and over again, targeting, surrounding and destroying invading
microorganismsand other invasive antigens. To make a rather long,
complex story short, the many major immune defensive mecha-
nisms we’ve inherited usually results in producing a complement
cascade, which, working together with antibodies, overwhelms an
invading organism. (See*“How the Immune System Works,” http://
www.arthritistrust.org.)

Apparently akey survival advantagefound in mammalsisthat,
in nursing one's young, antibodies and complement is passed di-
rectly from the mother to the offspring, thus protecting the newly
born until the newly born’sown protective systems are more fully
developed. It's clear from direct observations of the application of
specially targeted complement, that the demise of microorganismsis
fantastically swift.

When Townsend Letters for Doctors & Patients reported on
former Congressman Berkeley Bedell’ s speech before Congressre-
lating hisapparent miracul ous cure from his otherwiseinstransigent
Lyme Arthritis Disease, The Arthritis Trust of America’s curiosity
was greatly stimulated. The result of that curiosity was reported in
part in Townsend Letters for Doctors & Patients, but more fully in
“Universal Oral Vaccine” Versions 1, 2 and 3 found on our website
( http:/Avww.arthritistrust.org.).

(Of great significanceisthat thru theinfluence of Congressman
Berkely Bedell and lowa Senator Tom Harkin the U.S. Congress
was prompted to establish an Office of Alternative Medicine under
the National Institute of Health. This Office has now been up-
graded to a Center by Senators Tom Harkin and Arlen Specter, and
Representative Peter DeFazio.)

Very briefly, what we uncovered regarding the medical usage of
colostrum during the first investigative period, and following that
period, isthis:

1. Peopleof all racesand times have used colostrum for healing.

2. Numerous activities on-going involve the preparation and
sale of colostrum to “ boost the immune system.” These are usually
productsthat result from traditional vaccination of animals-- cows,

goats, chickens (for the eggs) -- processed by modern technology to
separate out complement/antibodies, and then sold.

Several multi-level marketing firmshave successfully marketed
their products either worldwide or inthe US.

One USscientist fromtimeto time vaccinatesalarge number of
chickens, collectsthe eggs, and sellsthemto thearmy wherethey are
mixed in K-rations, to “ boost soldiers’ immune systems.”

Obviously, therefore, the United States Government is quite
cognizant of the importance of supplying complement/antibodies
directly for disease protection.

3. Somefolks, here and there, have purchased either agoat or a
cow, and, with the help of their local veterinarian, have injected
specific microorganisms directly into the cistern and thence have
collected colostrum for use against aspecific disease.

In onerecent caseaMinnesotaretired dairy farmer did just that
to cure hisdaughter of Epstein-Barr Virus disease.

It'sclear that most marketing of colostrum, including thearmy’s
K-rations, are awild-eyed guess asto which microorganismsto use
for disease protection. One can only includein the animal’svaccina
tion regimen those microorganisms which are most likely to be en-
countered. The disease producing microorganism affecting aparticu-
lar individual may or may not be the one found in the colostrum
provided and, considering thefactors of (&) enormous assortment of
microorganismsin our environment, (b) their ability to mutate, and
(c) oftentheir pleomorphic nature, only aquick chemical appraisal of
the human tissue'sinfectious contentswill sufficefor producing the
near-miracul ous curesdesired.

Onedoesn’t need animmenselaboratory to determinethe many
possibleinfectious organismsthat might be contributing to aspecific
disease as the mammal’s cistern provides the quick chemical ap-
praisal. Without further laboratory determinations, human blood will
often provide the antigens necessary to produce the specific comple-
mentsrequired for that human at that particular time.

Thisisnot to arguethat arange of well-known microorganisms
should not also be used to prepare special complement/antibodies.
Indeed, one company, Impro Products, Inc., of Waukon, lowa, pre-
pares awholetray of such complement, using many different anti-
gens, each 3.7 fluid ounce bottle marked accordingly -- gram nega-
tive, Aerobacter aerogenes, staphyloccous, streptococcus, etc.

It wastruly miracul ous, to watch the disappearance before our
eyesof Psoriasisblotches when using Staphylococcus complement/
antibodies on one sufferer. Thiswasdemonstrated by Herb Saunders,
deceased dairy farmer.

The product he illegally (at that time) used was Impro’s spe-
cially prepared product that isto be sold only to dairy farmersfor use
on animals. Impro, of course, did not know of the use of their prod-
uct on a human or they would have objected violently, such isthe
nature of the fear inculcated by the FDA and U.S. Department of
Agriculture.

To conclude, although there are many ways of preparing and
using colostrum, only two methods have rapid, definitive effects:

1. Injection of patient’sblood into themammal’scistern, collec-
tion of subsequent colostrum, and applying sameto suffering patient
topically, sub-lingually and orally, asrequired.

2. Preparation of specially prepared colostrum by means of
known antigens-- Borrelia burgdorfia, Staphyloccous, Epstein Barr
Virus, etc. -- and applying sametopically, sub-lingually, and orally,
asrequired.

As reported in Townsend Letters for Doctors & Patients, but
morefully in“Universal Oral Vaccine” Versions 1, 2 and 3 found on
our website ( http://www.arthritistrust.org.), the FDA investigated
dairy farmer Herb Saunder’s use of colostrum on sick people. They
turned their investigation over to local authorities, and Saunderswas



twice prosecuted, resulting in ahung jury in each instance.

Attorney Calvin Johnson, Mankato, Minnesota, together with
attorney DianeM. Miller of St. Paul, Minnesota, provided asuccess-
ful defense for Saunders.

Of great importance was their follow-on work, together with
alternative/complementary medicine proponents, successfully encour-
aging the Minnesota government to change laws so that the use of
colostrum in the manner performed by dairy farmer Herb Saunders
would belegal.

Because of these changed laws, thisfoundation sought defini-
tivelegal eva uation aimed at the possibility of establishingaclinicin
Minnesota that would be free to use colostrum on the sick.

The following analysis was performed by Diane M. Miller at
therequest of TheArthritis Trust of America.

Perry A. Chapdelaine, Sr., Ex. Dir./Sec.
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Thismemorandum has been compl eted in responseto arequest
to research the laws regarding the provision of colostrum therapy
health care servicesin the state of Minnesota. Theresearch doesnot
include research on corporate or clinic structure or laws relating to
the setting-up of ahealth carefacility in general but rather focuseson
theissues surrounding the use of colostrum therapy itself.

The proposed project (hereinafter referred to as The Project)
would involve the set-up of a center where persons seeking health
would cometo the center and the center would guide them through a
process as follows: each person would provide a small amount of
whole blood which would then beinjected into the udder of apreg-
nant cow exclusively earmarked for that individual, and the process
would be repeated at specific intervals during the cows pregnancy,
and upon the cow birthing, portions of the col ostrum would be given
to the person who had provided the whole blood to that particular
cow so that the person could ingest the customized colostrum for
their own healing. In addition, the project would include using
specific antigens such as the spirochete Borrelia burgdorfia (Lyme
Arthritisdisease antigen) to produce col ostrum for some patients.

Introduction

This project, although involving a seemingly straightforward
plan, encompasses a large number of areas of law, the interplay of
which are extremely complex. The memorandum spells out legal
conceptsthat are relevant to the proposed project and their interrela-
tionship with each other. The memorandum concludeswith asum-
mary and risk assessment for The Project.

Begin

Lawsmost directly impacting this project arethefollowing:

1) Lawsregarding substances regulated by federal and state
governmentsand

2) Statelawsregarding health care practitionersand their ability
to practicetheir trades, and public health |laws.

Substances:

We begin with substance law becauseit helps clarify what the
treatment actually will be and what lawswill apply. Substancesare
generally regulated by federal and state laws and a discussion of
when federa jurisdiction is limited to interstate commerce as op-
posed to federal jurisdiction over intrastate commercewill beimpor-

tant. Incontrast, health care practitioner law isgenerally reserved to
the stateshowever there are certain circumstanceswherefederal law
impactspractitioner practicesaswell.

Firstly wereview federal substance law to discern whether the
Project’s substances would be under the jurisdiction of the federal
government. The project proposes to involve at least three sub-
stances, and all of which might potentially be regulated by federal
lawsand rules. The substances are;

1) Human blood;

2) Borrelia burgdorfia antigen; and

3) Immune col ostrum.

The FDA isinvolved in the regulation of substances and its
mission statesin part that it

“... isresponsible for insuring that:

Foods are safe, wholesome and sanitary;
human and veterinary drugs, biological prod-
ucts, and medical devicesare safe and effective;
cosmeticsare safe; and el ectronic productsthat
emit radiation are safe.

Regulated productsare honestly, accurately
and informatively represented.

These productsarein compliancewiththe
law and the FDA regulations, noncomplianceis
identified and corrected; and any unsafe or un-
lawful products are removed from the market
placein order to advance health and safety of the
public by keeping interstate channelsfree from
deleterious adulterated and misbranded articles
of specified types.” *

Identifying which category a substance is in is the first step
towards guiding the path a substance will take within the law. Ac-
cording to federal law, relevant classificationsfor this project would
bewhether the substanceis; a“drug”, a“food”, a“food additive”, a
“dietary supplement”, a“human biologic”, or an“animal biologic”.
Food and dietary supplements are generally regarded as presenting
less potential for harm to the consumer and receive less regulation
than new drugsor biologics. Substances added to food (food addi-
tive) are generally regarded as potentially more harmful than foods
but less harmful than drugs. For purposes of this project it will be
extremely important to determinewhether asubstanceisconsidered
adrugor biologic, or whether it isconsider afood or dietary supple-
ment.

Thefollowing definitions differentiate these categories.

The FDCA isthefederal law for the Federal Drug Administra-
tion. The FDCA broadly defines“drug” asfollows:

“...(9)(1) Theterm“Drug”’ means

(A) articlesrecognizedintheofficia United
States Pharmacopoeia, official Homoeopathic
Pharmacopoeiaof the United States, or official
National Formulary, or any supplement to any
of them; and

(B) articlesintended for usein the diagno-
sis, cure, mitigation, treatment, or prevention of
diseasein man or other animals; and

(C) articles (other than food) intended to
affect the structure or any function of the body
of man or other animals; and

(D) articlesintended for use as a compo-
nent of any article specified in clause (A), (B),
or (C). A food or dietary supplement for which
a claim, subject to sections 403(r)(1)(B) and



403(r)(3) of this title or sections 403(r)(1)(B)
and 403(r)(5)(D) of thistitle, ismadein accor-
dancewith the requirements of section 403(r) of
thistitleisnot adrug solely becausethelabel or
the labeling contains such a claim. A food, di-
etary ingredient, or dietary supplement for which
atruthful and not misleading statement ismade
in accordance with section 403(r)(6) of thistitle
isnot adrug under clause (C) solely becausethe
label or thelabeling contains such astatement. 2

such approvd, certification, or license, marketed
asadietary supplement or asafood unlessthe
Secretary has issued a regulation, after notice
and comment, finding that the article, when used
asor in adietary supplement under the condi-
tionsof use and dosages set forth inthe labeling
for such dietary supplement, is unlawful under
section 402(f) of this title;and
(B) notinclude -

(i) anarticlethat isapproved asa

new drug under section 505 of thistitle, certi-

NOTE: A key element inthe definition of drug, and oftentimes
litigated, iswhether asubstance hasan intended use and the statutory
definitionindicatesthat

fied as an antibiotic under section 507, or li-
censed as a biologic under section 351 of the
Public Health Service Act (42 USC 262), or

(ii) an article authorized for in-
vestigation asanew drug, antibiotic, or biologi-
cal for which substantial clinical investigations

“whether a product is a drug depends on
itsintended application.” 3

The FDCA defines“food” asfollows: have been ingtituted and for which the existence
of such investigations has been made public,
“...(f) Theterm“food” means which was not before such approval, certifica-
(1) articles used for food or drink for tion, licensing, or authorization marketed as a
man or other animals, dietary supplement or asafood unlessthe Sec-
(2) chewing gum, and retary, inthe Secretary’ sdiscretion, hasissued a
(3) articles used for components of any regulation, after notice and comment, finding
such article” 4 that the articlewould belawful under thischap-
ter. ©

NOTE: Itisimportant to notethat afood doesnot loseits status
of food just becauseit putsahealth claim label onit. Pre-gpproval of
health claimsis possible through special regulations of the FDA .5

The FDCA defines“ dietary supplement” asfollows:

Thedefinitionsof “drug”, “animal drug”, “food” and “dietary
supplement” are al included in the FDCA law. However “human
biologics’ and “animal biologics’ are referenced in other statutes.

“...(ff) Theterm ‘' dietary supplement” —

(1) means a product (other than tobacco)
intended to supplement the diet that bears or
contains one or more of the following dietary
ingredients:

(A) avitamin;

(B) aminerdl;

(C) anherb or other botanical;

(D) anamino acid;

(E) adietary substance for use by
man to supplement the diet by increasing the
total dietary intake; or

(F) aconcentrate, metabolite,
constituent, extract, or combination of any
ingredient described in clause (A), (B), (C),
(D), or (E);

(2) means aproduct that -

(A)(i) isintended for ingestionina
form described in section 411(c)(1)(B)(i) of
thistitle; or

(i) complieswith section
411(c)(1)(B)(ii) of thistitle;

(B) isnot represented for useasa
conventional food or asasoleitem of ameal
or thediet; and

(C) islabeled asadietary supple-
ment; and

(3) does -

(A) includean articlethat isapproved
asanew drug under section 505 or licensed asa
biologic under section 351 of the Public Health
Service Act (42 USC 262) and was, prior to

Thehistory of FDCA islengthy and complex, having been amended
over 57 times since 1938". Other federal laws with even earlier
origins, include the Public Health ServiceAct (PHS) regulating hu-
man biologics®, and the Virus, Serum and Toxin Act (VSTA®) under
the U.S. Department of Agriculture and Animal and Plant Health
I nspection Service regulating non-human animal biologics. These
statutesinterface with FDCA in direct and complex ways.

The PHS definesbiological product asfollows:

“...(i) "' Biological product” defined

In this section, the term ‘' biological
product” meansavirus, therapeutic serum, toxin,
antitoxin, vaccine, blood, blood component or
derivative, alergenic product, or analogous prod-
uct, or arsphenamine or derivative of arsphe-
namine (or any other trivalent organic arsenic
compound), applicableto the prevention, treat-
ment, or cure of adisease or condition of human
beings.

() Application of Federa Food, Drug,
and CosmeticAct TheFedera Food, Drug, and
CosmeticAct (21 U.S.C. 301 et seq.) appliesto
abiological product subject to regulation under
this section, except that a product for which a
license has been approved under subsection (a)
shall not berequired to have an approved appli-
cation under section 505 of suchAct (21 U.S.C.
355). 1

NOTE: These biologics are applicableto treating humans.

Thedefinition of animal biologicsisfoundinV STA under the
Department of Agriculturelawsasfollows:



“It shall be unlawful for any person, firm
or corporation to prepare, sell, barter, or ex-
change in the District of Columbia, or in the
Territoriesor in any place under thejurisdiction
of the United States, or to ship or deliver for
shipment in or from the United States, the Dis-
trict of Columbia, any territory of the United
States, or any place under thejurisdiction of the
united States, any worthless, contaminated, dan-
gerous, or harmful virus, serum, toxin, or analo-
gous product intended for use in the treatment
of domestic animals, and no person, firm, or
corporation shall prepare, sell, barter, exchange,
or ship as aforesaid any virus, serum, toxin, or
analogous product manufactured within the
United States and intended for usein the treat-
ment of domestic animals, unless and until the
said virus, serum, toxin, or analogous product
shall have been prepared, under andin compli-
ance with regul ations prescribed by the Secre-
tary of Agriculture, at an establishment holding
an unsuspended and unrevoked license issued
by the Secretary of Agriculture as herein after
authorized” *

Animal biologicsarefurther clarified in termsof definition by
the Code of Federal Rulesasfollows:

“....Biological products. Theterm biologi-
cal products, also referred to in this subchapter
ashiologics, biologicds, or products, shall mean
all viruses, serums, toxins (excluding substances
that are selectively toxicto microorganisms, ..,
antibiotics), or analogous products at any stage
of production, shipment, distribution, or sale,
which are intended for use in the treatment of
animalsand which act primarily through the di-
rect stimulation, supplementation, enhancement,
or modulation of theimmune system or immune
response. The term ““biological products” in-
cludes but isnot limited to vaccines, bacterins,
allergens, antibodies, antitoxins, toxoids,
immunostimulants, certain cytokines, antigenic
or immunizing components of live organisms,
and diagnostic components, that are of natural
or synthetic origin, or that are derived from syn-
thesizing or altering various substances or com-
ponents of substances such asmicroorganisms,
genes or genetic sequences, carbohydrates, pro-
teins, antigens, allergens, or antibodies.

(1) A product’s intended use shall be
determined through an objective standard and
not a subjective one, and would be dependent
on factors such as representations, claims (ei-
ther oral or written), packaging, labeling, or ap-
pearance.

(2) The term anal ogous products shall
include;

(i) Substances, at any stage of pro-
duction, shipment, distribution, or sale, which
areintended for usein thetreatment of animals
and which are similar in function to biological

productsin that they act, or areintended to act,
through the stimulation, supplementation, en-
hancement, or modulation of the immune sys-
tem or immune response; or

(ii) Substances, at any stage of pro-
duction, shipment, distribution, or sale, which
areintended for usein thetreatment of animals
through the detection or measurement of anti-
gens, antibodies, nucleic acids, or immunity; or

(i) Substances, at any stage of pro-
duction, shipment, distribution, or sale, which
resembleor arerepresented asbiological prod-
uctsintended for usein thetreatment of animals
through appearance, packaging, labeling, claims
(either oral or written), representations, or
through any other means.

(3) The term treatment shall mean the

prevention, diagnosis, management, or cure of
diseases of animals....” 2

NOTE: These biologics are applicable for treatment of ani-
mals.

Inthe caseof a“drug” the FDCA mandatesthat beforeadrugis
marketed to the consuming public it's safety and efficacy must be

established.

The application of each of these categorieshasit’sownintrica
cies. For example, proponentsof several natural unorthodox cancer

“ Sec. 355 (a) No person shall introduce or
deliver for introduction into interstate commerce
any new drug, unlessan approva of an applica
tion filed pursuant to subsection (b) or (j) is
effective with respect to such drug.”

Theterm “new drug” isdefined asfollows:

“(p) Theterm ‘" new drug’” means-

(2) Any drug (except anew animal drug or
an animal feed bearing or containing anew ani-
mal drug) the composition of whichissuch that
such drug is not generally recognized, among
expertsqudified by scientific training and expe-
rienceto eval uatethe safety and effectiveness of
drugs, as safe and effective for use under the
conditions prescribed, recommended, or sug-
gested inthelabeling thereof, except that such a
drug not so recognized shall not be deemed to
be a “’new drug” if at any time prior to the
enactment of thisAct it was subject to the Food
and Drugs Act of June 30, 1906, as amended,
and if at such time its labeling contained the
same representations concerning the conditions
of itsuse, or

(2) Any drug (except anew animal drug or
an animal feed bearing or containing anew ani-
mal drug) the composition of whichissuch that
such drug, asaresult of investigationsto deter-
mine its safety and effectiveness for use under
such conditions, has become so recognized, but
which hasnot, otherwisethanin suchinvestiga-
tions, been used to a material extent or for a
material time under such conditions.”



treatments (most notably | aetrile) have argued that their drug was not
a“new drug” within themeaning of thefederal Act and that “ experts’
recognizeditssafety.’® However they did not prevail in the courts's.
In response to this dilemma, a number of states have passed laws
allowing for the use of laetrilein their state, however there are con-
cerns that if these state laws were challenged they might be pre-
empted by thefederal Act?.

Inthe case of a“food” or “dietary supplement”, the FDA may
deem them misbranded if they make health claims outside of the
federal regulatory allowances. Regarding food in particular:

“Sec. 343. A food shall be deemed to be
misbranded (r)(1) Except asprovidedin clauses
(A) through (C) of subparagraph (5), if itisa
food intended for human consumptionwhichis
offered for saleand for whichaclamismadein
thelabel or labeling of thefood which expressly
or by implication—

(A) characterizesthelevel of any nutrient
whichisof thetyperequired by paragraph (g)(1)
or (g)(2) tobeinthelabel or labeling of thefood
unlessthe claim ismadein accordance with sub-
paragraph (2), or

(B) characterizes the relationship of any
nutrient which is of the type required by para-
graph (g)(2) or (9)(2) tobeinthelabel or l1abel-
ing of the food to a disease or a health-related
condition unlesstheclaimismadein accordance
with subparagraph (3) or (5)(D).

Dietary supplements hold a special place in the federal law.
Referencing and regarding the paragraph (B) above, dietary supple-
ments have a special ability to make labeling statements regarding
health asfollows:

(6) For purposes of paragraph (r)(1)(B), a
statement for adietary supplement may be made
if -

(A) the statement claimsabenefit related to
aclassical nutrient deficiency disease and dis-
closesthepreva enceof such diseaseinthe United
States, describestheroleof anutrient or dietary
ingredient intended to affect the structure or func-
tion in humans, characterizes the documented
mechanism by which anutrient or dietary ingre-
dient actsto maintain such structure or function,
or describesgeneral well-being from consump-
tion of a nutrient or dietary ingredient,
(B) the manufacturer of the dietary supplement
has substantiation that such statement istruthful
and not misleading, and

(C) the statement contains, prominently dis-
played andin boldfacetype, thefollowing: *’ This
statement has not been evaluated by the Food
and Drug Administration. This product is not
intended to diagnose, treat, cure, or prevent any
disease.

A statement under this subparagraph may
not claim to diagnose, mitigate, treat, cure, or
prevent aspecific disease or class of diseases. If
the manufacturer of a dietary supplement pro-
posesto make astatement described in thefirst
sentence of thissubparagraphin thelabeling of
the dietary supplement, the manufacturer shall

notify the Secretary no later than 30 days after
the first marketing of the dietary supplement
with such statement that such astatement isbe-
ing made.” ¥

The FDA hasauthority to make proposed regul ationsregarding
labeling in order to promote, ban, or modify aproposed clam.? But
only if it finds“ significant scientific agreement” among expertsthat
theclaimissupported by available evidence. “ Courtshaveindicated
that the FDA must explain what it means by significant scientific
agreement or at minimum what it does not mean.”

In the case of a“new drug”, obtaining approval involves con-
trolled clinical trialsand largefinancial investmentsand an applica
tion for an IND (Investigational New Drug.) This can be very
intimidating to asmall producer with limited funds. However, even
if a product has an intended drug purpose, a product is not a*“new
drug” withinthemeaning of the FDCA if itscompositionissuch that
itis"...generally recognized, among expertsqualified by scientific
training and experience to evaluate the safety and effectiveness of
drugs, as safe and effective for use under the conditions prescribed,
recommended, or suggested in thelabeling thereof,...?

“Afinding that aproductis” generally rec-
ognized” by expertsas safe and effectivefor its
intended use must be supported by substantial
evidence asdefined in 21 U.SC.A. Sec 355(d)
(for new drugs)...” %

An example of theimportance of how aproduct is categorized
is exemplified in U.S. v. Veterinary Products for Use*. This case
dealt with colostrum for animal use. The United Statesattempted to
condemn six products manufactured by lowa company Immuno-
Dynamics as unsafe and adulterated new animal drugs.

“Immuno-Dynamics protested the need for
such approval, contending that these products
are mere nutritional supplements or food and
not drugs subject to FDCA regulation.”

Sincethe statutory definition of anew drug indicatesthat

“Whether a product is adrug depends on
itsintended application”,

the courts accepted evidence of intent including product labels
and promotional materialsaccompanying the product and any mate-
rials being distributed with the product that customers relied on.?
The court then explored evidence regarding the concept that even if
the product labeling or written materials evidence some intended
drug purpose, aproduct isnot anew animal drug if its composition
is such that it is generally recognized among experts as safe and
effectivefor use as suggested inthe product’slabel or if, asaresult of
investigationsto determineits safety and effectiveness, it hasbecome
recognized as safe and effective for the recommended use?” The
Court of Appesalsin thiscase agreed that it was proper to submit these
questionsto ajury and upheld the jury verdict in favor of Immuno-
Dynamics that the products were not new drugs.®

However in an earlier case, U.S. v. Pro-Ag Inc.?, the courts
found that Impro Products Inc. of Waukon, |owa, manufacturers of
colostrum based products, could be enjoined from marketing these
productsin interstate commerce because the definition of drug ap-
pliedtothem

“becausethey aredesigned and intended to



beapplied directly to dairy cowsand changethe
function of the cows.” (affecting the milk pro-
duction and the amount of feed required). ¥

In addition the courts found that the products were not shown
to be generally recognized by qualified experts as safe and effective
for their labeled indicationsthusthey fell under the new drug regula-
tory requirements.t

Inthe case of anew drug requiring anew drug application, or of
afood or dietary supplement wishing to make a health claim, re-
search is an important component of the process. Companies that
propose to devel op drugs or health claims on products perform and
collect this research to support their products and product applica-
tionsfor approval. In the case of food and dietary supplements that
do not pose arisk of safety to the public, clinical trials are often set
up, under aproper Independent Research Board (IRB,) within astate
and according to all state laws regarding the subject matter, and
following federal protocolsfor research and the use of human sub-
jects. For “new drugs,” intended for usein the treatment of disease,
an IND may be necessary to proceed.

In addition to federal substance laws many states have their
own mini-FDA laws, which regul ate the manufacture and marketing
of productsintrastate (within the state). For examplein many areas
Minnesota law conforms closely with the federal Food, Drug, and
Cosmetic Act requirements. But an example of non-conformity is
Minnesota srule 1720.0640 stating that the

“rulesshall not apply to biological productsand anti-
gens manufactured and sold exclusively for use in poul-
try, N ."32

Jurisdiction:

The FDCA indicates that the FDA's jurisdiction over unap-
proved new drugsislimited tointroductioninto i nterstate commerce.®
In addition, jurisdiction over interstate commerce can, in somecir-
cumstances, be extended to state activity where the state activity
works to undermine the broad mission of the FDCA. Given these
parameters, if anew drug is manufactured within astate and thereis
no intention of introducing aproduct into i nterstate commerce, it may
be that the FDA will not be ableto regulate. Two examples of this
dynamic areasfollows:

The Burzynski cases had to do with Dr. Burzynski MD, and a
substance used to treat human disease. In 1985, Dr. Burzynski MD
of Texas, was enjoined by FDA from distributing an unapproved
and controversial cancer treatment that he had himself manufactured
in the state of Texas. In this case, the agency obtained injunctive
relief under the new drug provisions of the FDCA, which prohibit
introduction of unapproved new drugs into interstate commerce.
The agency’s relief did not extend to intrastate sales.®* However
soon thereafter the state of Texas Board of Medical Examiners at-
tempted to stop hisactivitiesunder Texaslaw. 1n 1996, after along
legal path, a Texas Court of Appeals upheld the Texas Board of
Medical Examinersorder that suspended Dr. Burzynski’slicenseto
practice medicine based on an interpretation of Texaslaw that

“....doesnot alow physiciansto prescribe
non-FDA approved drugs.”®

Another examplewherethe FDA declined to establish jurisdic-
tionisthe Saunderscase®. Saunders recommended, developed and
provided individually customized col ostrum to consumerswho were
requesting the colostrum product for health care purposes. The FDA
completed atwo-year undercover investigation of Saundersand de-

clinedjurisdiction. The state then underwent an undercover investi-
gation and filed charges under state law of fraud, swindle, cruelty to
animalsand practicing medicinewithout alicense. All of thecharges
except practice of medicine without alicense were dropped before
thefirsttria .3 Thefinal chargesof practicing medicine were dropped
by state prosecutors after two hung juries.

V STA which oversees animal biologics under the Department
of Healthisdifferent than the FDA jurisdiction for new drugsin that
V STA regulatesboth interstate and intrastate vaccines.® Regarding
VSTA, Congress found that federal regulation over all animal vac-
cineswas

“necessary to prevent and eliminate bur-
dens on commerce and to effectively regulate
such commerce.” ®. .

Giventhe abovelawsand discussion thefollowingisareview

of each substancein The Project separately.
Antigen Borrelia burgdorfia :

The fact that Borrelia burgdorfia antigen is proposed in The
Project to be used to “vaccinate animals’ indicates that it might fit
within the definition of an animal biologic. VSTA hasjurisdiction
over animal biologics. Any new animal biologic antigen manufac-
tured or used would need to comply with V STA regulations. How-
ever if an aready licensed Borrelia burgdorfiavaccinationisbeing
used to directly vaccinate animals, then thefederal lawsfor manufac-
turing and selling anew product would not apply.

In the case of the use of an unlicensed and unapproved Borrelia
burgdorfia antigen, where the antigen is either made available in
someforminthestate or isbeing isolated from apatient’sblood, and
intended to be used to develop a specific colostrum, the antigen in
this casewould not be actually being used for purposes of treating an
animal’s health but rather for devel oping a human product and out-
come. Thiswould indicatethat asabiologicit would not be ableto
be approved for the benefit of the animal. If it cannot be approved
then we need to ask the question, what are the circumstancesthat an
unapproved animal biologic can be used. We find that according to
VSTA, unapproved animal biologics are exempted from need for
licensureif: prepared by veterinary practitionerssolely for adminis-
tration to animalsin the course of astatelicensed professional prac-
tice,®® products prepared by a person solely for administration to
animals owned by that person,** or products prepared solely for
digtributionwithinthe State of production pursuant to alicensegranted
by such State*? In the case of the use of an already licensed antigen,
these exemptions would not be necessary.

An interesting note of United States and Minnesota history
regarding the use of antigens and cows: On September 25, 1963,
Honorable Albert H. Quie, Congressman from Minnesota in the
House of Representative, read into the record astatement summary
of hiscommentsregarding astudy being conducted by W.E. Petersen
Research Institute of St. Paul, Minnesota, on the physical and finan-
cia valuesof immunemilk. Hiscommentsdescribed antibody being
synthesized locally in the mammary gland stimulated by direct im-
munization through the teat canal. He also pointed out beneficial
experimentswith peopl e suffering from arthritisand meningitiswith
sufficient remissionsof infection.*®

Whether or not the Project involves an approved or unapproved
antigen, the laws regarding practitioner and consumer use of vac-
cinesisrelevant and must be considered.

It is common knowledge that animals are often vaccinated by
Veterinarians, farmers, animal owners, and Veterinarian assistants
with purchased vaccines, some over-the-counter products, and some
prescription drug products only. A look at Minnesota Veterinarian




law and Animal law shows the parameters a person must follow in
such practices.

Health CarePractitioner Laws:

MinnesotaBoard of Veterinary Medicinelaw statesthat:

“Subd. 3. Requirements to be engaged in
practice. Any person who sells or offers to
apply, any prescription drug, biologic prepara-
tion, including sera, vaccines, bacterins, tuber-
culin, mullein, johnin, or any other agent for the
treatment, vaccination, or testing of any animal
belonging to another, shall be engaged in the
practice of veterinary medicine.” 4

“156.12 Practice of veterinary medicine.

Subdivision1. Practice. Thepractice
of veterinary medicine, asused in this chapter,
shall meanthediagnosis, treatment, correction,
relief, or prevention of animal disease, defor-
mity, defect, injury, or other physical or mental
conditions; the performance of obstetrical pro-
ceduresfor animals, including determination of
pregnancy and correction of sterility or infertil-
ity; and the rendering of advice or recommen-
dations with regard to any of the above. The
practice of veterinary medicine shall include but
not be limited to the prescription or administra-
tion of any drug, medicine, biologic, apparatus,
application, anesthetic, or other therapeutic or
diagnostic substance or technique. Thepractice
shall not be construed to include the dehorning
of cattle and goats or the castration of cattle,
swine, goats, and sheep, or thedocking of sheep.”

45

Therearelimitation on thisbroad scope of practice most notably
(d) and (g) asfollows:

“ Subd. 2. Authorized activities. No
provision of this chapter shall be construed to
prohihit:

(a) a person from rendering necessary
gratuitous assistancein thetreatment of any ani-
mal when the assistance does not amount to
prescribing, testing for, or diagnosing, operat-
ing, or vaccinating and when the attendance of a
licensed veterinarian cannot be procured;

(b) aperson who isaregular student in
an accredited or approved college of veterinary
medicinefrom performing dutiesor actionsas-
signed by instructors or preceptors or working
under thedirect supervision of alicensed veteri-
narian;

(c) aveterinarian regularly licensed in
another jurisdiction from consulting with ali-
censed veterinarianin thisstate;

(d) the owner of an animal and the
owner’s regular employee from caring for and
administering to the animal belonging to the
owner, except where the ownership of the ani-
mal was transferred for purposes of circum-

venting this chapter;

(e) veterinarians employed by the Uni-
versity of Minnesotafrom performing their du-
tieswith the college of veterinary medicine, col-
lege of agriculture, agricultural experiment sta-
tion, agricultural extension service, medical
school, school of public health, or other unit
within theuniversity; or aperson fromlecturing
or giving instructions or demonstrations at the
university or in connection with a continuing
education course or seminar to veterinarians,

(f) any person from selling or applying
any pesticide, insecticideor herbicide;

(g) any person from engaging in bona
fide scientific research or investigationswhich
reasonably requires experimentation involving
animals,

(h) any employee of alicensed veterinar-
ian from performing duties other than diagno-
sis, prescription or surgical correction under the
direction and supervision of the veterinarian,
who shall beresponsiblefor the performance of
theemployee;

(i) agraduate of aforeign college of vet-
erinary medicine fromworking under thedirect
personal instruction, control, or supervision of
aveterinarian faculty member of the College of
Veterinary Medicine, University of Minnesota
in order to complete the requirements necessary
to obtain an ECFVG certificate. %

The broad scope of practice |aws described above give Veteri-
narians exclusive jurisdiction over the medical care of animals. In
some circumstances, these statutes may makealay person vulnerable
to chargesof practicing Veterinary Medicineif aperson vaccinatesan
animal. In addition to these exclusive rights, Veterinarians them-
selves must follow the laws of their own practice acts in order to
remain in good standing with their practice Boards. The most no-
table part of practice actsregarding standard of careisthefact that
licensed hedlth care practitionersin general canlosetheir licensesfor
practicing outside of the minimum standards of acceptable and pre-
vailing practice. Theacceptableand prevailing practice may not be
the practice of choicefor aVeterinarian who practicesin innovative
projects. The MinnesotaVeterinarian Act includesthefollowing in
their groundsfor disciplinary actions:

“...(12) fraud, deception, or incompetence
inthepracticeof veterinary medicine, including
any departurefrom or failureto conformtothe
minimum standards of acceptable and prevail-
ing practicewithout actual injury having to be
established; +

Therequirement to abide by conventional medically prevailing
scientific parameters, even without actual injury having to be estab-
lished hasmotivated d most 20 statesto passlawsthat allow Medical
Physiciansto expand their ability to practiceto include complemen-
tary and alternative care services. Each state has approached this
problemwith different legal language, some more successfully than
others. Florida recently passed such a law that not only includes
Medical Doctors but appliesto all licensed health care providers.®
Most recently, National Health Freedom Action has drafted pro-
posed | egidative language for statesto consider when drafting these



types of practitioner statutes®. The new state language will allow
licensed practitionersof all kindsto expand their optionsfor provid-
ing treatments at the sametime provide proper informed consent and
disclosuresto consumers.® Whether thistype of statute is adequate
for animal practitionersisaquestion.

In Minnesotaan important component of theVeterinary law is
that the Veterinarian must have aveterinarian-client-rel ationship.

“No prescription drug may be prescribed,
dispensed, or administered without the estab-
lishment of aveterinarian-client-patient relation-
ship.%

And
“General standard. Thedelivery of veteri-
nary care must be provided in acompetent and
humane manner consistent with prevailing stan-
dards of practice for the species of animal and
the professed area of expertise of the veterinar-
ian. For aveterinarian to exercise properly the
rightsgranted by theveterinary license, aveteri-
narian-client-patient relationship must exist.>
And
“A licensed veterinarian shall trest animals
entrusted to the veterinarian by aclient consis-
tent with prevailing professional standards of
humane treatment and care.®

In light of the above laws of Veterinary medicine it will be
important in The Project to discern whether the vaccinesbeing given
to the cow or other animal are within the prevailing and accepted
standard of care of the licensed provider or its delegated assistant,
whether there are circumstances where aVeterinarian might do cer-
tain things during research, or whether the state law has adopted an
expanded practice act which would include Veterinarians such that
they could go beyond the accepted and prevailing standard of carein
some circumstances and parameters according to the new law.

Disease Reporting Laws:

In addition to practice acts, licensed health care practitionersare
often mandated to report varioustypes of diseases. Physiciansmust
report diseasesincluded in aspecific list

“when attending a case, suspected case,
carrier, or death...”*

Thereportablelistincluded Borellia burgdorferi.

“...GG. Lymes Disease (Borellia
burgdorferi)”s®

Health carefacilitiesand medical |aboratoriesmust also report
disease. In Minnesota carethe Veterinarian rulesare asfollows:

“Subp. 5. Veterinarians and veterinary
medical laboratories. The commissioner of
health shall, under thefollowing circumstances,
reguest certain reports of clinical diagnosis of
diseasein animalsand reportsof laboratory tests
onanimals:

A. Thediseaseiscommon to both ani-
malsand humans.

B. Thedisease may be transmitted di-
rectly or indirectly to and between humansand

animals.

C. The personswho are afflicted with
the disease are likely to suffer complications,
disability, or death asaresult.

D. Investigation based upon veteri-
narian and veterinary medical |aboratory reports
will assist in the prevention and control of dis-
ease among humans. %

And

“Subp. 6. Others. Unless previously re-
ported, it shall be the duty of every other li-
censed health care provider who provides care
to any patient who has or is suspected of having
any of the diseases listed in part 4605.7040 to
report within one working day to the commis-
sioner as much of the information outlined in
part 4605.7090 as is known.” ¥

Cruelty toAnimals:

Another area of law relevant to The Project is law regarding
cruelty to animals. Although the vaccination of animalsisacommon
practice, whether or not avaccination would be considered cruelty to
an animal is a factor to be considered. Veterinarians as well as
laypersons are prohibited from mistreating animals. Thefollowing
are excerptsfrom the Minnesota statutes regarding thisissue:

“343.21 Overworking or mis-
treating animals; penalty.

Subdivision1. Torture. No person shall
overdrive, overload, torture, cruelly beat, ne-
glect, or unjustifiably injure, maim, mutilate, or
kill any animal, or cruelly work any animal when
it is unfit for labor, whether it belongs to that
person or to another person.®

And

“...Subd. 3. Torture; cruelty.
“Torture” or “cruelty” meansevery act, omis-
sion, or neglect, which causes or permitsunnec-
essary or unjustifiable pain, suffering, or death.

Subd. 4. Impure milk. “Impure and
unwholesome milk” means all milk obtained
from diseased or unhealthy animals, or from
animalsfed on any substancewhichisputrefied
or fermented....

Subd. 8. Substantial bodily harm. “Sub-
stantial bodily harm” meansbodily injury which
involvesatemporary but substantial disfigure-
ment, or which causesatemporary but substan-
tial loss or impairment of the function of any
bodily member or organ, or which causesafrac-
ture of any bodily member to aserviceanimal or
apet or companion animal.

Subd. 9.  Great bodily harm. “Great
bodily harm” means bodily injury which cre-
atesahigh probability of death, or which causes
serious permanent disfigurement, or which
causesapermanent or protracted lossor impair-
ment of the function of any bodily member or
organ, or other serious bodily harmto aservice



animal or apet or companionanimal...... %

Thereismuch evidence that many vaccines enhancethe health
and performance of cowsand animals. However, given the nature of
The Project, and the unusual use of whole blood and Borellia
burgdorferi, cruelty to animal issues should be at least considered.
Information from researchers should be gathered with experiencein
theinjection of cowsto assurethe safety of thistype of vaccinations.
To contributein that regard, inthe Minnesotacase of Statev. Saunders,
a case of a farmer using cows to develop immune colostrum to
provideto consumers, and charged with “ practicing medicine with-
out alicense” the original complaint included chargesof “cruelty to
animals” However the chargeswere dropped before criminal trial .
The reason for dropping the chargesis unknown however it is be-
lieved that therewas alack of evidencefor the charge.

WholeBlood:

Injecting substance into the teat canal of a cow is a common
practicein veterinary medicine, especially for the use of antibiotics
for mastitis. However theinjection of whole human blood into the
teat canal isnot common but has been donein research settings. In
fact some of the original research on this process was done by a
doctor in Germany, almost 50 years ago. |n Saunders, there was
expert witnesstestimony that indicated that historical Native Ameri-
can customsincluded rubbing thewhole blood of asick person onto
the outside of the mammary gland of a pregnant horse during the
horse' spregnancy in order to affect the healing qualities of thefuture
colostrum.®* This is similar in concept to The Project’s proposal
except that The Project proposes to use an applicator or infuser
instead of an external application.

Injecting whole blood into cows will involve the same legal
issues as do apply to the injecting of antigensinto a cow regarding
federd and statelawsfor biologics except for thefollowing dilemma:

Since the whole blood is being put into an animal in order to
stimulatethe animal to have anincreaseimmune production, it might
be considered an animal biologic, becauseitis

“intended for use in the treatment of ani-
malsand which act primarily through thedirect
stimul ation, supplementation, enhancement, or
modulation of the immune system or immune
response.” 6

If thisisthe case, thenit will be similar to an antigen regul ated
by V STA interstate and intrastate and practicing under an exemption
will be necessary. However if a person takes the view that human
blood fitswithin the definition of ahuman biologics,

“avirus, therapeutic serum, toxin, antitoxin,
vaccine, blood, blood component or derivative,
allergenic product, or analogous product, or ar-
sphenamine or derivative of arsphenamine (or
any other trivalent organic arsenic compound),
applicableto the prevention, treatment, or cure
of adisease or condition of human beings.”¢

then the blood would be under the FDA and its jurisdiction.
However if thisisthe casethefollowing discussion will berelevant.

Oneelement of the use of wholeblood isdifferent than the use
of an antigen vaccine; namely, with whole blood thereisno duplica-
tion of product; a person takes their own blood and develops a
customized product for themselves. As compared to the use of an
antigen where the product would not be customized to the exact
person but rather would be antigen specific and given to anumber of

persons suspected of lymedisease. Commentsregarding thewhole
blood type of situation are described in alegal memorandum pre-
pared in 1982 under contract for the Office of Technology Assess-
ment by Schwartz and Burke entitled “Legal Constraints on the
Availabilty of Unorthodox Cancer Treatments: Consumer Protec-
tionView”.% In part it reads asfollows:

“...Statejurisdictionmay also belacking if
(in addition to the above conditionswhich pre-
vent FDA from regulating) state law does not
cover drugs (or biologicals such as autogenous
vaccines) which arein effect produced from, or
using an individual’s own body fluids and cus-
tomized for use only by that individual .

That may explain why some cancer treat-
ments such asthe Livingston-Wheeler vaccine
have not been subjected to state regul ation. Foot-
note 80.

Footnote 80 reads as follows:

‘Another possible explanation for the lack
of State regulation of the Livingston-Wheeler
vaccine may be that it appears to be produced
under sterile conditions and there have been no
published reportsof adverseeffects. Thuswhile
technically its production may haveviolated the
law, the state, exercising itsenforcement discre-
tion, may have decided to pursue more danger-
ous products'”.%

Thereisadifference between the Livingston-Wheeler method
and thewhol e blood col ostrum project in that the col ostrum project
requiresthe use of an intermediary step; namely the cow. It may be
that the government would not havejurisdiction over the colostrum
itself sinceit was made from aperson’s own body fluid and not sold
inthe market-place. However theinjection of blood into an animal
may trigger VV STA and necessitate the use of the exemptions.

Regarding other areas of law, the samelegal issueswill apply to
wholeblood asdo apply to theinjecting of antigensinto the cow; i.e.;
MinnesotaVeterinary use and standards, reporting statutes, and cru-
ety toanimals. Regarding veterinary care with whole blood, if a
veterinarian performsthe procedure, then they will haveto bewithin
the parameters of the practice act for standard of care. If aperson
owns the cow and chooses to inject the natural substance of blood
without aveterinarian’s help, then that person may be vulnerableto
charges of “practicing veterinary medicine without a license”, or
“cruelty to animals’ if the process negatively affects an animal’s
well-being.

Colostrum

The Project’s use of colostrum is much different legally than
that of the blood and antigens because it is the product of the cow
rather than the substance used to inject into the cow. Also the
intended use appearsto befor treatment of humanillnessas opposed
to affecting the biology of the cow.

Substance law indicates that colostrum might be considered a
“new drug” under federal law because of itsintended use. Itwill also
fall under the state definition of “drug” because of itsintended use.5”
If not adulterated or misbranded, thefederal government would not
have jurisdiction over it asa“new drug” unlessit was going to be
placed ininterstate commerce.

However, the state may have jurisdiction over the produced
colostrumasa“drug”, and the state may demand that one abides by
FDA guidelines and regul ation according to state law.



Minnesota Drug Law reguires compliance with federal regula-
tions and reads asfollows:

“Subd. 5. Drug. Theterm“drug” means
all medicinal substances and preparations rec-
oghized by the United States Pharmacopoeia
and National Formulary, or any revision thereof,
and all substancesand preparationsintended for
external and internal useinthe diagnosis, cure,
mitigation, treatment, or prevention of disease
in humans or other animals, and all substances
and preparations, other than food, intended to
affect the structure or any function of the bodies
of humans or other animals. %

Subd. 6. Medicine. Theterm“medicine’
means any remedial agent that hasthe property
of curing, preventing, treating, or mitigating dis-
eases, or that is used for that purpose.”®

If the colostrom substance in The Project is going to have a
clearly intended use for external and internal use in the diagnosis,
cure, mitigation, treatment, or prevention of disease then the Minne-
sotastate“drug” category may apply. |n Minnesotathelaw states:

“A drug shall be deemed to be adulterated:

(2) if it consists in whole or in part of
any filthy, putrid or decomposed substance; or
if it has been produced, prepared, packed, or
held under unsanitary conditionswhereby it may
have been rendered injurious to health, or
whereby it may have been contaminated with
filth; or if themethodsused in, or thefacilities
or controls used for, its manufacture, process-
ing, packing, or holding do not conform to or
arenot operated or administered in conformity
with current good manufacturing practice asre-
quired under thefederal act to assurethat such
drug issafe and hastheidentity, strength, qual-
ity, and purity characteristics, whichit purports
or is represented to possess; or, itscontainer is
composed, in whole or in part, of any poison-
ous or del eterious substance which may render
the contents injurious to health; or it bears or
contains, for purposes of coloring only, acolor
additivewhich isunsafewithin the meaning of
thefederal act, or it isa color additive, thein-
tended use of which in or on drugsisfor the
purposes of coloring only, and isunsafewithin
themeaning of thefederal act.” ™

and Minnesota Drug law also gives exceptions to the law but
refersto federal law when it says:

“Nothing in this chapter shall apply to or
interfere with the vending or retailing of any
nonprescription medicine or drug not other-
wise prohibited by statute which is prepack-
aged, fully prepared by the manufacturer or pro-
ducer for use by the consumer, and labeled in
accordancewith therequirementsof the stateor
federal Food and Drug Act; nor to the manufac-
ture, wholesaling, vending, or retailing of fla-

voring extracts, toilet articles, cosmetics, per-
fumes, spices, and other commonly used house-
hold articles of a chemical nature, for use for
nonmedicinal purposes. Nothingin thischapter
shall prevent the sale of drugs or medicines by
licensed pharmacists at a discount to persons
over 65 years of age.”™

Given the intended use of the colostrum in The Project, the
colsotrum would be potential candidate for needing to abide by “new
drug” regulations. To avoid such regulation consideration the fol-
lowingisrelevant:

It may bethat colostrum could qualify for the status of a“gen-
erally recognized assafeand effective’ substance by federal and state
governments. Under federal law a product is not a “new drug”
within the meaning of the FDCA if itscompositionissuchthat itis

“...generally recognized, among experts
qudified by scientifictraining and experienceto
evaluate the safety and effectiveness of drugs,
as safe and effective for use under the condi-
tions prescribed, recommended, or suggestedin
thelabeling...”? .

Or it may be considered to be outside of federal jurisdiction
becauseit isanal ogousto the Livingston-Wheeler discussionin that
it's development is customized and produces a colostrum that is
customized only for that person, in a sense, a safe oral customized
vaccine. This argument of defense would not apply to colostrum
produced after theinjection of the antigen Borrelia burgdorfia and
used for more than one patient.

Another approach isthat dietary supplement jurisdiction might
be sought. An introductory and preliminary stage of The Project
might portray the customized col ostrum without making health claims
regarding specific disease but rather portray the colostrum asacus-
tomized dietary supplement, no claim of cureor treatment of disease,
but rather as a healthful supplement, similar to other colostrum di-
etary supplement products onthe market. Thiswould require abid-
ing by the dietary supplement health claim regul ations.

StateHealth CarePractitioner Law

In addition to substance law, colostrum may be impacted by
state health care practitioner laws. However unlikewholeblood and
antigens used by veterinarians or animal owners, the practitioner
lawswould bethoserelating to human health care practitioners. For
example, in State (Minnesota) vs. Saunders, the farmer was pros-
ecuted for practicing medicinewithout alicense.” . At that timethe
Minnesotalaw read asfollows:

“Subd. 3. Practice of medicine defined.
For purposes of this chapter, a person not ex-
empted under section 147.09is" practicing medi-
cing”’ or engaged in the*“ practice of medicineif
the person does any of the following:

...(3) offersor undertakesto prevent or
todiagnose, correct, or treat in any manner or
by any means, methods, devices, or instrumen-
talities, any disease, illness, pain, wound, frac-
ture, infirmity, deformity or defect of any per-
son;..." ™

Exemption to Medical PracticeAct:
Since State vs. Saunders, and in the year 2000, the law of
Minnesotachanged and it now providesan exemption to the practice



of medicinecriminal chargesasfollows:
“147.09 Exemptions.

Section 147.081 does not apply to, con-
trol, prevent or restrict the practice, service, or
activitiesof:

... (15) An unlicensed complementary
and alternative health care practitioner practic-
ing according to chapter 146A."™

Minnesota Statute 146A isenforced by the Minnesota Depart-
ment of Health out of the Office of Unlicensed Complementary and
Alternative Health Care Practicesand alowsfor unlicensed comple-
mentary and alterative health care practitionersto practice under cer-
tain conditions and with certain disclosures. Groundsfor disciplin-
ary actions are spelled out in the statute. The definition of comple-
mentary and alternative health care practices under thejurisdiction of
the Department isasfollows:

“Subd.4. Complementary and alternative
health care practices. (a) “ Complementary and
aternative hedlth care practices’ meansthe broad
domain of complementary and aternative heal-
ing methods and treatments, including but not
limitedto: (1) acupressure; (2) anthroposophy;
(3) aromatherapy; (4) ayurveda; (5) cranial sac-
ral therapy; (6) culturally traditional healing prac-
tices; (7) detoxification practicesand therapies;
(8) energetic healing; (9) polarity therapy; (10)
folk practices; (11) healing practices utilizing
food, food supplements, nutrients, and the physi-
cal forcesof heat, cold, water, touch, and light;
(12) Gerson therapy and colostrum therapy
(bold added); (13) healing touch; (14) herbology
or herbalism; (15) homeopathy; (16)
nondiagnosticiridology; (17) body work, mas-
sage, and massagetherapy; (18) meditation; (19)
mind-body healing practices; (20) naturopathy;
(21) noninvasiveinstrumentalities, and (22) tra-
ditional Oriental practices, such as Qi Gong
energy healing.

(b) Complementary and dternativehedlth
carepracticesdo notinclude surgery, x-ray ra-
diation, adminigtering or dispensinglegend drugs
and controlled substances, practices that invade
the human body by puncture of the skin, setting
fractures, the use of medical devicesasdefined
insection 147A.01, any practiceincludedinthe
practice of dentistry as defined in section
150A.05, subdivision 1, or the manipulation or
adjustment of articulations of jointsor the spine
as described in section 146.23 or 148.01.

(c) Complementary and dternative health
carepracticesdo not include practicesthat are
permitted under section 147.09, clause(11), or
148.271, clause (5).

(d) This chapter does not apply to, con-
trol, prevent, or restrict the practice, service, or
activity of lawfully marketing or distributing
food products, including dietary supplements
as defined in the federal Dietary Supplement
Health and EducationAct, educating customers

about such products, or explaining the uses of
such products. Under Minnesotalaw, an unli-
censed complementary and dternative hedlth care
practitioner may not provideamedical diagno-
sisor recommend discontinuance of medically
prescribed treatments.” 7

It appearsthat an unlicensed person abiding by Minnesota Stat-
ute 146A would have an opportunity to perform colostrum therapy
and not be subject to charges of practicing medicine without a li-
cense. However that would depend on whether the Minnesota De-
partment of Health had a complaint, which indicated fraud or an
imminent risk of harm to the public or other groundsfor disciplinary
action.

Summary

Thisresearch was completed in order to inform proponents of
the proposed Colostrum Therapy Project, of laws that may impact
the feasibility of the Project. The Project notably involves three
important substances: whole blood; Borrelia burgdorfia antigen;
and colostrum. It aso involves both animalsand humans. Regard-
ing humans, it involves both consumersand health care practitioners.
The Project also involves federal and state law. The interface be-
tween al of these areas of law isvery complex.

Review of substance law hasassisted in identifying categories
or classificationsfor the substances The Project might potentially fall
under. Thejurisdictional review hashel ped clarify jurisdiction over
potential categories.

Animal and veterinary lawsindicate aneed to abide by all state
and federal lawsregarding animal care and safety.

State health care practitioner lawsindicated aneed to work with
Veterinarians, Medical Doctors, Unlicensed complementary and Al-
ternative Hedlth Care practitioners, and other licensed providerswithin
the scope of their licenses and within the proper standards of care or
practice parameters.

Giventhisresearch apreliminary risk assessment can be enter-
tained for future discussion of feasibility.

Risk Assessment

Principlesto follow in order to managerisk for this project.

1. Dietary Supplement status. Consider attaining your goal of
hel ping personswith major illnesses without producing anew drug
product that makes treatment or cure of a disease, or other health
clams. If health claims are made, choose the category of dietary
supplement, but follow all guidelinesfor dietary supplement regula
tion of health claims.

4. New Drug. If the Project has decided to make disease cures
and treatment claims, then pursue a request from the FDA as to
whether the category of colostrum would be exempt from new drug
status becauseit isgenerally recognized as safe and effective. If so
you will be ableto proceed and still make claims.

2. Unapproved Antigen. Consider either using aready li-
censed antigens or in the alternative, consider isolating an antigen
within the state and using it under the exemption of Veterinarian or
owner or obtain alicenseto useit directly from the state.

3. Research. Consider searching for research facilitiesin the
state that contains accessto alocal IRB that would beinterested in
this type of aresearch project. Research under an IRB might be
conducted asadietary supplement project ingeneral. Entry require-
mentsinto the clinical trials might be a positive diagnosis of Lyme
disease or other illnesses and assessments might be general struc-
ture/ function or quality of life assessments.

5. State before federal. Before making any federal contact,
consult with the State about the Project, describing it and obtaining
advice of how to proceed withinthelaw. | .e., Consult with the Min-



nesota Department of Agricultureand Board of Animal Health to get
the go ahead and abide by their requirementsfor the use of an unap-
proved antigen. If thisisaccomplished it will be animportant begin-
ning.

6. Medical and Animal Health Team. Coordination of profes-
sionalsfamiliar with the Department of Agricultureand profession-
alsinvolved in Human Healthwill bekey to thisproject. Developing
awilling and working team of professionalsto pursuefurther feasi-
bility will beimportant.

7. Wholeblood. Obtain approval fromthe state of the safeuse
of whole blood as an antigen in acow at the same time you obtain
permission to use Borrelia burgdorfia antigen. Consider ahead of
time potential safety issuesto the cow for example the danger im-
posed on acow if it isinjected with alcohol or chemotherapy drugs
withinahuman blood sample. Regarding practicelaws, obtain feed-
back fromthe Board of Chiropractic or the Board of Medicd practice
to access the standard of careissues regarding the taking of human
blood and how to obtain adoctor’s order for phlebotomy. Unlicensed
practitionersmay not draw blood and thiswill be animportant aspect
to clarify.

8. Be upfront with legal authorities regarding the project and
work with highly qualified individuals so that it does not run into
legal vulnerability in the future. It is a complex project and will
require an open-minded and assertive team that can convince authori-
tiesof itsmerit.

. Sample Scenario:

1. The colostrum product will be produced asadietary supple-
ment and no claims of treating or curing adisease will be made and
no unusual health claimswill be made.

2. Borrelia burgdorfia antigen already licensed will be pur-
chased and used for vaccination of cows or the state will provide
approval to use an unapproved antigen isolated in Minnesota.

3. If exemptionisnecessary then usethefederal exemptions of
Veterinarian or owner.

4. Stateresearchfacilitieswill participatein research, and hu-
man clinical trialswill be set up under astate |RB for personswith
entry requirement of positive diagnosis of Lyme diseaseto measure
structure/function changes.

5. Licensed Veterinarians or owner shall be used for all cow
management.

6. Colostrum will be handled by Grade A and organic dairy
operations.

7. Professional researchersand medical assessment teamswill
be used for follow up on symptoms, chart reading, and data collec-
tion of human subjects.

8. Human center will meet with requirementsfor medical care.

9. Personsproperly licensed and authorized to draw blood will
participate with humans.
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