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» for abuse and misusea of non=-FDA approved
homeopathic allergy {njection traatment.
n 3EPR) in ways that have damaged and defrauded
hundreds of Bay 'Area patisnts

Dear My, Cogtella:

I am a former patient of a San Francisco allargist and clinical ecologist, Dr.
Robert Sinafko, who practices at 450 Sutter Street, Suite 1124, San Francisco,
CA 94108, phone (415) 788-2099. I wigh to file a forma) complaint againat him
for damages that many of his patisnts have sufferad from an experimental
treatment he gave them. It is called EPD or Enzyme Potentiator Dengitization.

I am writing on behalf of a Yarge group of his patients who sustained injury from
his EPD treatment. I was also critically tnfured by this same doctor, although
a different drug was involvad. Nevarthalass, I am very familiar .with the
negliigent practices of this doctor, and therefore, feel qualified to file this
complaint with the Oepartment of Public Health (OPH).

We patients wish to alart the DPH to what Dr. Sinafko i$ doing. We beliave he
s doing extraordinary harm to Varge numbers of his patients with EPD, and hope
the DPH will taks urgent action to stop his use of EFD bafore more paople are
harmed.

EPD is under the FDA's lega) domain, becauss the FDA reportedly granted Dr.-
Sinatko a "ligense™ to use EPD in his practice about 4 years ago. However, the
FDA is apparently not aware of the medical damages he has caused through abuse
and misuse of the drug, as well as the misrepresentations he has made to
patients about its success rate.

However, bacause this case involves such large numbars of Bay Area patients, and
involves both medical care gnd pharmaceutical issuca, we wers told by attorneys
to file a complaint with the Department of Public Health as wall. We assume that
the OPH- might have authority to stop this doctor from condugting these
destryctive experiments on his patients ~- and might be able to respond and take
action in this case quickar and faster than the FDA in Maryland could, The FDA
is & large and understaffed bureaucracy which might take many months to even
begin an investigation into this case.

It is important to note that our complaint involves not only our concern about

a dangerous doctor using a drug inappropriately, but also the isgsue of FRAUD.
Patients belisve they were misled and deceived by Dr. Sinaiko about the efficacy
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of EPD. We beljave n:_ﬂ1l1hnLl11dlx_ﬂnL;nuQs1;n1n.nn1Llnxn_hsgnuas_nn_axnnﬂ_xn
. He gave

patients falgified and exaggerated data on his “success rata" with EPD a3 a way
of inducing them to try the experimental drug.

I am subsitting the information about Dr. Sinaiko to you undar pseudonym, and
requast that the OPH respect Wy wish to remain anonymous. I feaar that if pr.
Sinatko finds out I reported him to the DPH, he could “"retaliate” ‘agfainst me in

2ome way. I have a husband and children to protect and cannot afford to have a
problam with him, ' P

In short, our complaints about Dr. sinniko?a administration of EPD include:

2- b . M B =1 ., al. . ‘ : N 1 a [] 5, ‘ul:

According to other allergists, this occurred because he did not follow
proper procedyres, or did not have the skills and background necessary to
administer it. Oamages reported include fncreases in allergic reactions,
more sevare allergies and chemical sensitivities, severs fnfections,
triggering new medical problems in patients with autoimmune digpase, and
exacerbation of upderlying immune system diseases. Thess patients report

that €P0 has caused permanent damags to their health.

3. Almost al) ginaiko patients receive EPD, oven high risk patiants and gven
=11 y wh r 18 5 med! SCARS " T T

We were shocked to learn that Sinaiko gives EPD to almost every patient
who walks in his door, regardiess of what their underlving dissase and
risk factors may be. He {s totally {fndiscriminate +n choosing which.
patients get the controversial treatment. He will give 1t to virtually
anyons. This is why so many patients have baen damaged by the drug —
they were not the right candidates for the treatment in the first place.

4. nz‘__n1n:1kn__1n__nnLlunﬂ1na..nnx1sn1n__:n..nl:_,EEE_Jhx_.nxnﬂanxniinﬂ_,iil
benefits, claiming 1t will "cur ".

He has claimed to many patients that he has s 65% to 80% BUCCHSS rate,
which they balieve is deceptive, false and misleading data,. We have
met vary few patients who felt they were halped by EPD. Certainly, 80X of
his patiants haye not been cured of their allargies by EPD! Wa believe
his dsceptive ¢laims are for the purpose of Turing patients 1nto taking
his high priced injections.

$. Q. sinafko {s chargfng exarbitant fegs for the EPD iniections.

The amount of money charged -- §250 to $350 par injection — is vastly out
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of proportion to the dublous —- usually honexigtent -- medica)l benefits
they receive. He tells patients they must take the injections for 5 or

8 years for a tota) cost of $8.700 to $10,000, not including his
consultation fees. '

Pr. Sinaiko, 18 profiting tremendously from an unproven, untested,
experimental drug. He is making a huge amount of money from EPD,
considering the high fees he receives for sach injection, multiplied by
the large volume of patients who receive the treatment.

Backaround Facts on EPD

The FDA has granted about 17 allergists in the U.S. some 1imited rights to use
EPC in their practice. I'm sure the DPH Knows all about EPD, but for your
convanience, I would 1ike to give you some background on this controversial
treatment. [ did axtensive research on EPD, after learning that many Sinaiko
patients had been injured by it, and thersfore, would 1ike to shars my .
information with you; -

As the DPH knows, EPD was first developed in Europe, and has been used by
allergists there, although most “Europsan FDA equivalents” have not approved {t.
The €PD product is manufactured in Furope, mainly England and Italy. It cannot
be manufactured 1n the U.S., since no drug company would waste their time
manufacturing a pharmaceutical which the FDA has not approved.

Dr. Sinaiko and other EPD altergists are tmporting their EPD supplies from McEwen

Laboratories in Henlay, England. The president of the EPD company, Dr. Len

McEwen also works at St. Mary’s Hospital in London, England. 1Dr. Sinatke buys
McE Laboratories.

:10.000 worth ngg?mgglh (a huge ampunt) from McEwen Labo '

EFD is a homeopathic remedy that consists of dozens of different allergens, plus
enzymes and other additives, that are injected into the patient over a long
period of time. Or, Sinaiko gives wach patient 5 EPD injections per year for 5
Or 6 years, and charges them $350 for the first injection, $250 for latar
injections. The total cost of EPD for a Sinatko patient could rum as high as
$8,750, for 5 years of injections alone. But that's not all. On top of that,
pationts must pay Or, Sinaiko's office fee, which is $350.00 per hour.

Dr. Sinaiko is the only allergist in San Francisco using EPD, and one of only two
in California, '

Prominent academic allergists from University of California and Stlnf:;d
University Schools of Medicine told me that they do not belfeve EPD 18 & viable
allergy treatment, . T hay clatm N & imo - < and the
In other cases, medical damages can result
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if the wrong dosage {s given, if too many injections are given, if too few are
given, or if proper procedures are not followed.

The problem is, however, that the treatment {s 8o new and experimental that no
doctor really knows what thoss proper procedurss are, The professors warned me
that any allergist using EPD was just "making wild guesses” about dosage, number
ef injections, and other patient risk facters. They further claimed that there
is absolutely no data available on EPD in the U.5., and that no clinical trials
have been done on EPD at any American univaersity or research institute.

Backaroynd on Dr, Robert. Sinajko -

Dr. Sinaiko is a highly controversial clinical escoplogist who is known in San
Francisco medical circles for his "alternative, holistic treatment” of allergies
and {mmune disorders, and for using experimental therapies that are not accepted
by 98 of the medical gommunity. But despite hig “holistic vrientation”, he uses
traditional pharmaceuticals extensively, and has bsen widely criticized for his
abuse of prescription drugs, 1.e., for prescribing 6 to 12 drugs simul tanecusly,
and for prescribing drugs (antifungals, antibictics, thyroid hormone) without
medical indicatfon. He has alsc been criticized for not carrying out proper
diagnostic tests before prescribing excessive levels of drugs.

He 18 the former partner of Dr. Joseph McGovern, a clinical ecologist who had his

1icense revoked by the California Medical Board in 1986 after he injured a number
of patients with controversial allergy treatments. ©Dr. Sinaiko took over
McGovern's clinical ecology practice when Dr. McGovern 108t his nedical license.
Ironically, Dr. McGovern and Dr. Sinaiko later had a “fa)ling out" because Dr,
McGovern was concerned that Or, Sinaiko’s allergy practices were “too radical and
irrespongible.”

Or. S8inaiko himself i3 today under investigation by the California Medical Board
(at the Novato ¢istrict office) for medical malpractice and gexual misconduct.
The Medical Board's investigation of him apparently involves ggvers) diffarent
cases. ! base this assumption on the fact that 3 other patients told me they
had filed complaints against him. In addition, I know of at laast 7 other
patients planning to file formal complaints againat Sinaiko with the Medical
Board in the next two months, moat of them {n refersnce to damages from EPO.

Or. Stnafko 13 also currently the defendant in a medical malpractice lawsuit, in
which he is being sued for Fraud, Medical Negligence, Sexual Nisconduet,
Spoliation of Evidence and Medical Records, and Abandonment of Care during a
Madical Emergency.

A group of former Sinaiko patients — approximataly 25-40 persons =- are
planning to file a Joint Petition-Complaint to the California Medical Board in
support of disciplinary action against his license. This patition will probably
not be ready for many months == possibly not till mid 1995. Some of these
patients are considering a class action (multi-patient) lawsuit against him,
although no definitive plans have been made yet,
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Lagtly, one EPD doctor 18 trying to get Sinaiko's EPD practice haltad because ha
is concgrnnd about reports of patient injury. He has personally treated many of
Sinujko|a EPD fai{lure cases. He claims that patient injury is caused by
$¥naiko’s refusal to follow proper EPD procedures. He i3’ recruiting other
doctors and patients to join in hig campaign to stop Sinatko. This physician has
also contacted McEwen Laboratories and recommendad that McEwen refuse to sall
Sinaike any more EPD.

M B D) (3] »

Sinafko apparently got some sort of “"approval" from the FDA to use EPD around
1981.  The FDA gave him suthorfization to conduct a clinical trial of EPO in his
office. Yet Sinaiko has absolutely NO research background whatsoever. He has
never conductad a gontrolled clinfcal trial at a university or academic madical
institution. He has never published a scholarly article in his 1ife. He enjoys
neither prominence nor prestige as a medica) scCientist. Dr. Sinatko ia mainly
known in San Francisco as a controversial, yet highly commercial doctor who
charges the highest rates 1n town for his "new age medicine."

1 ! Two source: told me that
Sinaiko had 11legally provided EPD supplies to two doctors who did not have FDA
approval to use it. One of them was Vincent Marinkovich, a Palo Alto, CA doctor.
Another was a doctor in‘Los Angsles, whose name I do not currently have, but
which T could get, if the DPH wanted to know who ha 18. - A former Sinaiko
:ntient named James Hawkins of Tucson, Arizona knows the name of this Los Angles
oetor.

It is not clear to me whether Sinaiko 11legally supplfed EPD to the two
unauthorited doctors only g few times in past years, OR whether he is currently
providing them with EPD supplies on a regular basisg. What {s important is that

* - A . - i LW Ly B =]} ] L0 -} 2} DY &

According to what we have learned, Sinatko's current practice is devoted glmost
gxclysively to EPD. It is extremely unusual for an allargist to use png
treatment so excagzively in his practice, but Sinatko 18 doing just that. He has
treated hundrada of patients with it in the past 4 years. Despite the risks &
unknowns of a new treatment, Sinatko gives 1t to anyone, regardiess of what their
underiying risk factors may be. He even gives it to people who could not
possibly banefit from t.

An example of this malpractice is a patient who went to Sinaiko with only ¢one
minor food allergy. Even though hiz 'allergy problem was very mild, Sinaiko
gave him dozans of EPD injections. The poor man ended up developing allargies
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to dozens of foods. He is now a severely allergic parsen, aliergic to all the
substances that were in the EPD mixture.

It the DPH were to examing his medical files =~ perhaps tn conjunction with the
Medical ‘Board -~ the above allegations would be gonfirmed. His medical records
would reveal all the hundreds of patients who have received EPD since 1991, and

also show ri he did befora beginning EPD
treatment. The files would show that he gave the drug to patients without
medical necessity, as well as to hiah risk patisnts.

S8inatko makes many, many exalted claims about EPD to patients. He tells tham
that it will “cure them of their allergies, cure chronic fatigue syndrome, and
cure environmental {liness, cure chemical sensitivities, and cure many other
sutoimmune and immune system diseases.” If asked, he would probably deny this,
but patients claim this iz what he told them. Oesperate for help, many sick
patients are easy prey for a doctor promising a cure for all their i1le.  They
fall for it, not realizing he 18 using them as guines pigs and in fact, cannct
cure tham of their diseases with EPD. ‘

One patient said Sinaiko claimed & 65X cure rate with EPD, another safd $inaiko
claimed an 80X cure rate, still another said he claimed a 55% cure rate. These
are pretty high percentages for a treatment that UCSF academic allergists claim
i3 “"totally experimental and unproven in clinical trials, and which does not work
at all in the majority of known cases."

Sinafko's patients feel duped by his EPD treatment. They feel he deliberately
misled them about its miraculous benafits, and that he was motivated by profit,
not by medical integrity. They are ressntful, because they dishad out thousands
of dollars for a bogus cure that was at best. ineffective, and at worst,
dangerovs, Patients now believe that Sinaiko’s "cure rate” claims were phony or
fabricated, and werd designed solely to induce patients to buy his high prica?
treatments,

For example, one patisnt bacame suspicious about Simaike's claims of a high
success rate and therefore, asked him to supply her with the name of A patient
who had truly been “cured of her allergies with EPD", Sinatko gave her the name
of a patient ha said wag "his best example of an EPD success story”. The patient
called the woman and was surptised when the woman told har she was confused and
uncertain about whether EP0 had helped her at all, The patient found it
revealing that ' r
f

Most important, {f ERD 1s really a8 miraculous a cure for allorgias as Sinaiko
claims 1t is, then why has The New England Journa) of Medicine or some other
respected medical journal not published the results of his amazing clinical
trial? Obviously, bacause EPD is NOT the miracle cure Sinatko claims it is. No
reapected macical fjournal sees any legitimacy in Sinaiko's EPD claims,
Prominent academtc allergists also don't balieve Sinaiko's claims of a high
success rate. .
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I must inform the DPH that Dr. Sinaiko has eéach patient sign a waiver of
respongibility form, which supposedly outlines some of the rigks of EPD.
However, the patignts ¢laim that what he told them orally was diffarent from what
the fine print said in the releoasa form. Obviously, with thig waiver, he hag
tried to.absolve himself of any Yegal 1iabitity, and will probably claim to the
0PH that the form “fully warned them" of the risks of EPD. Howaever, oatients
EPD he qave them orally in consyltation. They further believe that recommanding
the treatment to patients who don't nesd it and who can't banefit from it was a
form of fraud he perpetrated for his own financial gain,

L]
To summarize, Or. Sinaiko's abusive uge of EPD has raised severa) digsturdbing
issuss about this drug:

(1) : : - - - adamic _meg 3 g ) L] d -
It's an untested, unproven medication that does not have the approval, sithar of
the FDA or of the academic allergy establishment., &ince no clinical trials have
ever been done on EPD in the U.5., the success/failure ratio is unknown, as are
rigk factors and gide effecte. Furthermore, proper procedures have not yet bean
established, Thus, no doctor really knows how to administer EPD properly.

One allargist stated that EPD might be a legitimate treatment one Oay in the
distant future, but gnly after Tegitimate clinical £rials have bean done and pnly
after academic researchers have established proper procedures for administering
it. 8ut other allergisfs admonished that today's EPD treatment is risky becauss
no pharmacsutical research has besn dons to develop tha right chemical
formulation., Medical science also has not established which types of patients
should receive 1t, who {s at risk, and what the contra=indications ara.

(2) EPD reportedly doesn’t work in the majority of cages. As previously stated,
academic allergists say that EPD is "a waste of the patisnt’s money. In the
najority of cases, it is absclutely ussless, ineffective. It 1s not a "cure-al),
for allergies.”

They claim that the fadlure/no-effect rate for EPD is in the range of 70X to BOX.
It's no wonder that the FDA has not approved EPD for use in the United States.

(3) €P0._in some cages, actually harmy patients. Since the treatment is so new
and untested. doctors 1ike Sinaiko make repeatsd mistakes in the way they
administer it. Sinaiko is forced to make wild guesses as to what dosage i3
appropriate, how often it should be given, ate. With no guidelines established,
Sinatko has to keep trying different methods unt4l he hits upon one that works -
- in short, he {8 using his patients as guinea pigs. Yet these patients are not
swarg that Sinaiko is operating in the dark -- they assume he is qualified to
administer the drug. Given these factors, it is no wonder that so wany Sinatko
patients have had seripus side effects. '

Most of the cases of severs damage adcurrsd in tha 1981-93 period when Sinatko
was just beginning to use EPD and didn't know what he was doing, But aven in



- T
-

February 10, 1995
page 8

1993, Sinafko s continuing to infligt medical injury with EPD. I know of
several current cases where patients are .complaining that their health has
deteriorated since they began EPD treatment.

Dr. Sinaiko treats large numbers of patients with EPD who have no allergies at
all -- just “Environmental Il'lness”. "EI" 13 a controversial syndroms which
95% of w11 allergists believe to be a behaviora) or psychiatric digorder, not a
true immune system disorder. Most allergists believe that EI patients are not
suffering from true allergies at all. i

37k, B MOS fom D ) l-.'-' 1) Nerap F N1ONEs ‘ B N&N
come from EI patients. Perhaps EPD caused medica) damages in these patients
bacause they had no allergic disordar to begin with, and thus, their bodies could
not tolerate the high doses of potent allergens in the EPD injection,

Truly, many patients have been harmed by EPO. But one person s benafitting
tremendously from the treatment: Or, Sinaiko, If anyone bothered to investigate
the prices he pays for his EPD supplies, thay would discover that he is making
huge profits on it. His markup is enormous. !

. The more patients he gives the treatment to, the more money he makes.
It's no wonder he givas 1t to auch a large volume of patients!

It strikes me as insidious that Sinaiko, a mere commercial clinician, fs
profiting enormously frum conducting an unmonitored clinica) trial in his office.
Yet university medical researchers do not make huge personal profits off of
running clinical trials! Should the DPH, the FDA and the Medical Board allow
Or. Sinatko to reap huge profits on a purely experimental clinical trial with an
unproven medication? i .

or cauze him to be Jess-than—obiective in his reporting of treatment rasults?

The DPH should sericusly question Dr. Sinaiko's motivas, FOr example, he treats
patients with EPD for extended periods — 5 to & years. Is this really because
the drug needs 5 years to work, or is it bacauss long-term treatment benefits Or,
Sinaiko financially? The fees he charges for the injections, AND the hefty
office fees he collects from long-term patient relationships both provide him
vwith enormous fee fincome,

EFD seems 1O have been beneficial to Dr. Sinaiko's lifastyle also. Right at the
time he atarted using EPD in his practice, he cut back his office hours from 4
Jays a week to 2=-1/2 days a week, and increased his hourly fge from $150 to $350.
Patiants then noticed that his office stopped kesping regular hours, and would
often shut down at 3 or 4 in the afternoon =- evan though his stated business
hours were 9 to 5. He began to be unavailable and absent for long periods of
time. A patient asked his nurse why he was gons so much, and she claimed he was
travaling on vacations. .

There are many explanations as to why Sinatko suddenly cut back his hours, and
we can only spesculite asz to the reason.
h . ' : . g
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His high EPD income was allowing him to
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work just a couple of days a week -- as well as aiv1nq kim plenty of money to go
on lots of vacations,

Here is a patient anecodote that might explain why Sinatko was able to go on so
many vacations. This patient reported that gvery time she went to his office,
there would be huge crowds of patients lined up waiting to get their EPD
injections. She reasonead that, if there were this many peopls getting EPD
injections in a single hour, there must be a tremendous number of patisnts
getting EPD injections in & full cay. Sha then multiplied his EPD and office
fees times the number of patients she had observed par hour and was shocked to
realize that his daily income wasg, arpund $11,000 per day!

KERRTERERRERREERERENERE kRN

As I told you at the beginning of this letter, I know of many other patients who
have baen harmed by Dr. Sinaiko’s EPD therapy. I have not used their names 1n
this Yatter because I do not have paermission to releass their names., However,
many of them will probably contact the DPH on their own. If they do not, then
I will ask them to get in touch with you, 1In some cases, they may permit me to
give you their names and phone numbers, and you can contact them directly for
their testimony about Dr. Sinafke's use of EPD.

Also, you might want to contact the California Medical Board, which is currently
investigating Sinaiko for medical malpractice in several cases. It is the Novate
office (not the main pffice in Sacramento, CA) that is conducting the Sinaike
investigation; contact Noelle Holloway, Medical Board of Californis, 371 Bel
Marin Keys Bivd, Suite 220, Novato, CA 94049, phone (415) 382-1187.

The FDA has also received complaints from pattients about EPD, but I believa the
compiaints were just filed in the past few waeks. We asgume the FOA will also
invastigate the case, although as previously stated, we expact it wil) take them
a long time to get around to 1t, At any rate, you might want to interface with
the FOA about this case as well.

As far a3 myself {s concerned, I am not willing to release my true name, but I
am willing to discuss the case over the phone with you, I will call you in the
near future and ask you if you nead further information or help from me. My
greatest contribution might lie in connecting you with other patients who have
been damaged by his EPD. As long as my family's safety is not jeopardized and
[ am assured anonymity, [ am happy to cooperats with the DPH. [ and many other
patignts fael this doctor is truly incompetent and misguided and beliwve the FDA
should not be allowing him to use EPD.

Lastly, I know a doctor who might be an axcellent source ¢f information for the
DPH on Or, 8Sinaiko:

== This physician has Known Or, $inaiko for years and iz very well
informed about Sinaiko's "alternative medical practices.” Terr {is & prominent

and well respected allargist who is a senior professor of medicine at Stanford
' [
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University. His wife is the respected psychiatfist, Lenore Terr. He might well
be a source of patient names for you, and has reportedly treated many of
Sinaiko's former patients, He would be an excellent doctor to reviaw this case
for you, in terms of being able to judge Sinaiko’s competency. Or. Terr would
surely be a very cooperstive source who could give you leads on who to contact
(i.e,, doctors) to get names of other EPD patients harmad by Or, Sinaiko.

Phone: 415-433=7800, San Francisco, CA

FEREFREEE AR E RNk A N RNARER

S50 what does one conclude about Dr. Sinaiko? We patients believe that he is
exploiting patipnts with his EPD therapy. Patfents are initaily seduced by him
into belteving this “alternative allergy treatment™ {3 effective and
scientifically valid. Sadly, they find ocut too late that 99.99% of all doctors
disagree with $inafko’s EPD procedures and theories. Only later, after all the
harm 1s done, do they find cut that EPD is not what Sinatko claimed it was, They
are just $8700 poorer for having fallen for his ceceptive medical claims. This
has happéned in dozens of cases. It is terrible how unprotected his patients
;na‘ly are! They have no one to tell them how deluded he is until it is too
ate.

€PD exploits the patient because it is exorbitantly expensive, yat it doss not
offer any medical benefits to the vast majority of patiaents, and is even
medically damaging to some. The treatments benefit only one person: Robert
Sinaike, who gets richer and richer the more he prescribes them,

A1l the tnformation I gave you in this letter 1s based on what honsst and
reliable sources told me about Dr. Sinaiko. I cannot, however, guarantee that
every aingle detai) {3 correct. I am meraly telling you what thay told me. The
information ia for the purpose of helping the DPH so that it will have the
evidence 1t needs to take action against this doctor. But all the information
in this letter will have to be checked out to insure its accuracy.

I hope this ltetter has baen helpful. It was very time consuming to have to writs
all this to the DPH, but I am doing so only because all of us patients want to
see something done about Dr. 8inaiko. 1In our opinion, Dr. Robert 5inaiko 18
an ingcompatent, negligent, dangerous and possibly dishonest doctor who should not
be allowed to administer an experimental trsatment 1ike EFD.

I[f I get any further information about him, I wil) write you again, under the
same pseudonym. And, although I am not willing to release my name, I am willing
to talk over the phore with you sc that you may ask me questions. I may ba able
to assist your investigation by providing you with patient names or other
information about this doctor.

I will plan to phone you in the next few weeks after you have had a chance to
revisw the information in this letter. Thank ypu ainceraly for your attention
L }
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to our consumer complaint. I hope it has been helpful,
Sincerely, *
*
Samantha Simon
]
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