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Re: 1In the matter of the accusation against: Robert Sinaiko, MD
NBC Case: #13-93-2B495

Dear Mr, Terrazas,

As you requested I have reviewed the axtanszive file whieh you seant
me regarding enzyme potentiated desensitization (EPD).

Below is a summary of the items reviewed and a discussion with my
opinion about enzyme potentiated desensitization.

Items reviewed:

Medical Beard of California Investigation Raport by N. Holloway
submitted 1/2/97. This 18 a 22 page narrative of the
investigation.

Attachment 1: Consumer cowmplaint by Samantha Simon: “This is an 11
page letter to Carl Costella of the Department of Public Health
Complaints Unit. M=. Simon states that she iz a former patient of
Dr. Sinaiko. Her complaint is on behalf of a "large group of his
patients” whoe sustained injury from BEPD. She states that she was
also injured, but from a different {(unidentified) drug. Samantha
Simon is a pseudonym. Although she mentions my name in this
letter, T have no knowledge of who Samantha Simon might be and no
reason to believe that I have ever spoken to her.

Attachment 2: Eijight letters from Cleopheus Daviz, investigator
from Medical Board to patients of Dr. Sinaiko: These are requests
for azsistance with the inguiry.

Attachment 3: Letter from Betty Hawkins, RN, undated, to Dr.
Davis, stating that her son, James Hawkins, a patient of Dr.
Sinaiko, took hisz own lifa on 2/6/95. His diagnosis was multiple
chemical sensitivities. He was prescribed Flagyl for Blastocystis
hominis and 10 days later developed a respiratory illiness.

Attachments 4 & S: Release of information forms.

Attachment 6: Letter from Susan Lasley to Jack Palladino, Esg. and
letter from Mr. Palladino to Ms. Lasley regarding the Medical Board
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investigation.

Attachments 7 & 8: Correspondence from Mr. Freeman regarding
records on James Hawkins and Susan Lasley.

Attachment 9: Correspondence from Mr. Freeman regarding medical
record release. Letter from Dr. Sinaiko of 7/31/9% regarding James
Hawkins with discussion about Mr. Hawkins' diagnosis of MCS and
reference to articles in the medical literature., Dr. Sinaiko
discovered Blastocystis hominis in the patient’s intestine on
2/24/92 and prescribed Flagvl on 3/4/92, but he statas that the
pPatient’'s breathing problanm requiring BR visit did not occur until
8/18/92. He was aware of possible Candidiasis as complication of
Flagyl treatment at the time that he prescribed the medication and
informed the patient with recommendations for precautions, i1.e. hy
adding Nystatin and Diflucan to the Flagyl course of treatment.
Follow-up visit on 3/25/92 failed to show fungal growth. Mr,
Hawking died in 1%95, 2 years after he last saw the patient and 3
Years after Flagyl treatment. There ig a reprint of a review
article on Blastocystis hominis by Charles H. Zierdt.

Attachment 1@: There is an extensive handwritten history,
apparently written in June 1994 by James Hawkins, partly in first
person and unsigned. It is accompanied by a letter signed by Betty
and Adrian Hawkins, indicating that it was writtan by James
Hawkins. He describes a series of illnesges beginning about 1971.
He first saw Dr. Sinaike in 1%86. He began EPD and other
treatments in April, 1992,

Attachment 11: Letter from B. Reid Settlemier indicates he was a
patient of Dr. Sinaiko for two years for "Candida" and food
allergies. He received EFD injections and was diggzatisfied with
Dr. Sinaiko's care.

Attachments 12, 13, 14, & 15: Record raleage correspondence,

Attachment 16: Request to Jonathan Tepper, MD for evaluation of
Dr. Sinaiko’s treatment. Dr. Tepper's report of 9/16/92 regarding
patients JH, 8L, and RS concludes that Dr. Sinaiko met the standard
of care for "fringe medicine"” including the use of an apparently
experimental technique, EPD, with an adequate consent form. Review
by allergist was recommendad.

Attachment 17: Letter from Mr. Freeman to Ms. Holloway discussing
Dr. Sinaiko’'s use of EPD. This is accompanied by reprints of
chapters and articles hy McEwen, Fell and Brostoff, Longo et al (in
Italian), Egger et al., McEwen, an article with no authar’s name,
Astarita et al., Vena et al., (in Italian), (unpublished
manuscript).
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Attachment 18: Regquest from Ms. Holloway to Mark Zlotlow, MD for
evaluation of Dr. Sinaiko’s treatment. Dr. Zlotlow's report of
12/1/36 reviews the medical records of James Hawkins, Susan Lasley,
and Reid Settlemier. In the Hawkins case he concluded that
attribution of the patient’s illnesses to Candida is without valid
scientific rationale and a deviation from standard of care for a
board certified allergist. Continued use of medication without
indication or valid elinjeal studies of efficacy 1s excessive
prescribing, and testing with substances not known to be allergens
is inappropriate. Use of Flagyl to treat Blastomycosis (sic) meats
standard of care, and the treatment wasz not responsible for
subseguent events. In the Lasley case he concluded that the
patient was diagnosed and treated for a non-existent disease, and
thig is a deviation from standard of care. Continued use of
Nystatin and Zovirax is excessive prescribing, and failure to
establish evidence of chronic infaction prior to prolonged
treatment is a deviation from standard of care. In the case of
Settlemier he concluded that prolonged Nystatin treatment for an
unproven entity is a deviation from standard of care and excessive
prescribing and failure to document amebiasis before prescribing,
Atabrine is deviatlion from standard of care. He did not comment on
EPD treatment for Hawkinsg or Settlemier =ince he was not familiar
with the EPD ingredients.

Attachment 19: Letter from Ms. Helloway to Mr. Freeman.
Attachment 20: Response to attachment 19.

Attachment 21: Reguest from Ms. Holloway to Dr. Zlotlow to review
articles provided by Dbr. Sinaiko. Dr Zlotlow concludes that EPD
involves altered approved agents and therefore would be a new drug
not approved by FDA. The medical literature supplied by Dr.
Sinaikeo’s attorney includes 3 controlled studies of EPD, each using
different therapeutic agents, and one manuscript is anonymous. The
total number of patients from these studies is 70, so0 it is a
serious deviation from standard of care for Dr. Sinaiko to use this
treatment in routine cliniecal practice, which was done without
informed conzent of the patients.

Attachment 22: Letter from Ms. Holloway to Dr. Turkeltaub of CBER,
division of FDA.

Attachment 23: Letter from Mr. FPreeman to Ms. Holloway discussing
EPD. There is a copy of "Patient Instruction Booklet™ from the
American EPD Society written by W.A. Shrader Jr, MD. It discusses
this modality and includes instructions about use of other drugs,
foodsg, and other environmental exposures during the course of the
treatment.

Attachment 24, Letter from Ms. Holloway to Mr. Freeman reguesting
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additional information.

Attachment 25: Letter from Mr. Freeman stating that Dr. Sinaiko isg
a participating (not principal) investigator and that IRB approval
ig through Great Lakes Association of Clinical Medicine.

Attachment 26: Letter from Carl I. Vassar of FDA, stating that EPD
when used by physicians te treat disease 15 a drug and that to date
neither CBER nor CDER has received a new drug application. Beta-
glucuronildase 1is not an approved drug, and no application has been
received, Addition of heta-glucuronidase to an allergen extract
constitutes a new drug or biologic product regquiring pre-markat
approval or IND.

Attachment B: Letter from Medical Board of California on 1@&/25/96
stating that Dr. Sinaiko has a wvalid license and that there is no
Board record of disciplinary action taken against Dr. Sinaike.

"Tahle of mailing regarding Robert J. Sinaiko, MD with
attachments.,”

Attachment 1: Letter from Mr. Freeman to Mr. Terrazas detailing
Dr. Sinaike’'s professional gqualifications, DBr. Sinaiko's CV.
Letter from Dr. Margaretten, Associate Dean of Academic Affairs at
UCSF, stating that Dr. Sinaiko was promoted to Assistant Clinical
Professor without salary effective 7,/1/95, Article from UCSF
publication "Synapse” of 2/16/95 about Ritalin. Document by Baker
& Panghorn about autism from "Autism Research Institute” of San
Diego with a sarieg of articles about autism.

Attachment 2: Letter from Mr. Freeman enclosing a letter to Dr.
Sinaike of 9/12/96 indicating that he has been nominated for
rayeellence in elinical swall group discussion” by the class of
1999 of UCSF.

Attachmant 3: Latters from Mr. Freeman regarding the case of
Travis Sutton. There are reprints of articles on ADHD, urticaria,
a variety of abstracts and articles about allergy, coples of
newslattere from the "Feingold Association of the United States”,
letter from William Shaw, Ph.D. to Bernard Rimland, Ph.D of Autism

Research Institute regarding his research on autism, copy of
informed consent document for using antifungal medications for
learning disabilities on Dr. Sinaiko’s stationary.

Insart 4: Letter from Mr. Freeman regarding the case Travis
Sutton.

Attachment 5: Another letter regarding Dr. Sinaike’s nomination
for teaching award.
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Attachment 6: Corresepondence from Mr. Freeman and article from
Synapse.

Attgchment 7: Correspondence from Mr. Freeman regarding the case
against Dr. Sinaiko,

Attachment 8: TFurther correspondence from Mr. Freeman, including a
7 page unpublished article by Dr. Sinatiko of 12/6/96 regarding
treatment of ADHD. PDR (1997) package insert for Pungizone oral
suspension (Amphotericin B).

Attachment 9: Correspondence from Mr. Freeman regarding the
investigation involving patients Hawkins, Lasley, and Settlemier.
There are copies of papers referred to ahoves.

Attachment 10: Correspondence from Mr. Freeman and copy of
Astarita article.

Attachment 11: Correspondence from Mr, Freeman regarding Travis
Sutton.

Attachment 12: <Correspondence from Mr. Freeman and notice of Grand
Rounds at Langley Porter Psychiatriec Institute on 2/14/97 presented
by Dr. Sinaiko entitled "Diet and Desenzitization in the Management
of Attention Defiegit”,

Attachment 13: Correszspondence from Mr. Freaman and articles
referred to above.

Attachment 14: Correspondence from My, Freeman and a c¢artoon from
San Francilsco Chroniele,

Attachment 1%5: Letter from Robhert . Fellmeth to Mr. Terrazas who
identifies himself as a child advecate and possible "amicus™,

Attachment 16: Correspondence from Mr. Freeman and records on
Travis S5utton.

Attachment 17: Correspondence from My. Freeman ragarding Travis
Sutton, with copie=xz of articles.

Attachment 18, Correspondence from Mr. Fraeaman regarding Travis
Sutton, with information froem Dr. Sinaiko, including letter from
Dr. Sinaiko to Dr. Terry Chappell of Great Lakes Assoclation of
Clinical Medicine, 4/15/97, in which he states that Dr. Sinaike was
confirmed ag co-investigator in project "Efficacy of enzyme
potentiated desensitization (EPD) from multiple conditions
involving allergy or immune dysfunction™. Dr. Sinaike states that
his first application was submitted in 1994, and official informed
consent document was received and used regularly since late 1994.
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He has submitted data on EPD patients in accordance with study
protocol. He could not locate his orjiginal application and
requested a copy. There is a letter from UCSF Committees on Human
Research (undated) to Dr. Sinaiko stating that his application for
research on "urinary excretion of MHPGC conjugates in healthy
children" wag approved for use of human subjects as of 2/26/97,
eXpiring 3/1/98.

Medical records of James Hawkins: An initial gquestionnaire history
of 4/3/86 indicates chief complaints of spring hay fever for 2
vears and "Candida”. Reactions (not described) are reported to

dairy products and yeast, frequent colds, eczema, headaches from
newsprint and dairy products, and prior sinus problems related to
dairy products. There is another extensive guestionnaire hiztory
with chief complaints of sinus drailnage, fatigue, and rash. Dr.
Sinaiko’'s narrative history on 4/3/86 describes symptoms of sinus
infection, rash from eating yeast, frequent colds, and fatigua.
There was a positive past history of depression and fatigue.
Positive physical findings were red nasal mucosa and right malar
tenderness, His impressions vere allergic problems from milk,
vyeast, possibly Candida and inhalants, allergic rhinitis, and right
maxillary sinusitis. Treatment was amoxicillin and prednisone,
followed by Nystatin nasal gpray. On 4/4/86 there is an extansjive
review of systems and additional history, and another examination
consistent with allergic rhinitis and seborrheic dermatitis. There
are 7 lepressions, including “flu-like symptoms with rash secondary
to Candida colonization of gut". Patient was prescribed Nystatin
powder, Candida control diet and continuation of previous
medicatiens. He had improved from treatment that had been started
the day before. On 4/18/86 sinusitis c¢ontinued to improve and rash
wvas gone., He was reacting to Nystatin powder with diminished
energy, bad moods, and irritability. Testing wa= planned. Theare
are extensive records of serial titration skin testing to numerocus
items., In addition to atopic allergens, the substances used in the
tesgting ineluded tobacee, formaldehyde, ethanol, hisztamine, and
aute exhaust. Both gkin reactions and symptoms were elicited on
testing. On &/10/86 he was having more fatigue and other symptoms.
Examination showed bulging right tympanic membrane. Treatment
consisted of zinc aspartate lorenges, continued Nystatin powder,
and Antivert The eardrum condition was felt to ke on an allergic
basls. On 1@¢/7/86 hisg ginus symptoms were better, and he was on a
desensitization program. He had a rash from certain foods and
other symptoms., Examination showed white c¢oating on the tongue.
Diagnosis was veast and dust allergy. He was placed on "Rosedale
regimen for Candida immunotherapy". ©On 1©0/13/86 he had more sinus
congestion. He was reacting to various foods. He was apparently
using some kind of medication sold by Dr. Sinalke's office. In
October 1986 he was having symptoms from his antigen injections.
The note on 12/7/87 is largely illegible. Nystatin tablets were
added. On 1/25/88 his injection desages were altered. There are
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several subsequent notes regarding his injections. On 11/21/88 he
had a sore throat, and other symptoms of a cold and rash had
returned. He was getting treatment (apparently elsewhere) with
Celestone and lidocaine injections in his back for back pain.
Tongue was coated. His nasal symptoms ware thought to be fungal in
etislegy. Included in the plan is “"paracan™. On 12/5/88 he was
having increased symptoms thought to be due to steroid injection
causing increase in body fungus overgrowth. On 4/10/89 he was
feeling great. On 9/28/89 he was having fluctuating symptoms.
There is an undated note regarding reactions to carpet, particle
board, and other chemicals. He had daily headaches and chest pain,
he looked worn-out, and he appeared to have air hunger.
Examination was negative and diagnosis was "rule out malabsorption
secondary to hypersensitivity disease of gut". On 2/12/92 he wvas
felt to be very chemically sensitive requiring a "perfect”
environment., A number of symptoms were described. He was taking
pancreatin, flaxseed o0il, and Motrin. His back pain was bad. On
3/4/%2 stool exam showed Blastocystis hominis and he was treated
for this with Flagyl. Nystatin dose was increased, ©On 3/25/92 he
wag worse on Flagyl and wag now on Diflucan. Examination showad
"appears worn-out". He was prescribed EPD to begin in April. On
1@/10/92 he was on EPD program and also getting vitamin RB12
injectione. On 8/1%/92 he was having labored breathing from air
pollution. Chest x-ray in ER was negative, He had received Solu-
Hedrol from Dr. Al Levin. On 9/16/92 he was having syvaptoms from
air pollution. On 12/16/%2 he had hisg 4th EPD shot and reported neo
improvement. with the previous one. He was getting homeopathic
treatment, On 3/15/93 he reported feeling much better. There are
subsequent phone calls. There 1z a letter from Norwiceh Eaton
Pharmaceutical Inc. 10/11/9%1 regarding an adverse reaction about
which Dr. Sinaiko was unaware. He was prescribed oxygen for
multiple chemical sensitivities. Dr. Sinaiko referred the patient
to Dr. Shrader in Santa Fe when the patient moved there in 1%83.
At that point he had had 5 EPD injections and was due for the 6th.
He moved in order to avoid air pollutien. There is a note from Dr.
Sinaiko on %/6/95 to the patient’'s parents expressing his sympathy
for the patient’s recent death. There are a series of consent
documents signed by the patient for esach EPD injection. Possible
risks, but not alternatives, are mentioned. The document does not
indicate that this is an experimental procedure. These records
include stool examination performed at Great Smokies Diagnostic
Laboratory in Asheville, North Carclina, 2/18/9%2, indicating the
presance of Blastocystis hominis. Additional lab results are CR{,
serum carotene level, blood chemistries, and thyroid antibodies

(negative).

Medical records of Susan Lasley: The patient was initially seen
3/28/86, There are two extensive questionnailre histories prepared
by the patient indicating numerous SYRpLOmS related to numerous
environmental agents. The patient presented with a history of
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severe suicidal depression and 15 preexisgting diagnoses of both
medical and psychiatric conditions, and there is a list of 14 named
and "miscellaneous unnamed” prescribed medications that she was
taking. ODr. Sinaike’s handwritten notes on that visit cover 13
pages of history. The illness had begun in 1977. Physical
examination was performed on the second visit on 4/20@/86,
Significant physical findings appear to be lethargy, rhinitis, and
slightly enlarged thyroid. Diagnoses were autoimmune thyroiditis,
chronic GI Candidiasis, and food and chemical sensitivity.
Laboratory tests at that time had shown antibodies to Epstein Barr
virus indicating prior infection, and moderately elevated
antithyreid antibodies. The patient was treated with Synthroid and
additional tests were obtained. On 6/3/86 she reported having seen
a neurologist and was on a small dose of oral Nystatin. On 7/9/86
thyroid scan was reported abnormal, indicating a nodule consistent
with Hashimoto's disease. On 7/18/86 patient reported symptoms of
endometriosis and GY upset. Diagnosis and treatment were the same.
Synthrojid deose was inc¢reased, and magnesium, caleium, and vitamin D
were added. On 8/4/86 she had nausea and dizziness as well as
tachyeardia. Pulse was 72, and her dose of Synthroid was
increased, On 8/18/86 symptoms were about the same and Synthroid
dose was increased. On 8/20/86 Dr. Sinaiko spoke with the
patient’s attorney, and on 8/28/86 she was falt not ready to go
back to work, ©On 9/2/86 she reported depression and had phoned the
guicide vrisis center twice. She was doing limited work {(against
medical advisge). She had mouth sores and was having symptoms when
she increased the dose of Synthroid. Pulse was 76. Diagnosis was
gituational depression, 1n addition to other previous diagnoses,
The Synthroid dose was increased further and ghe was referred to
Dr. Gladys Bennett. Next visit was 9/15/86, &She had bheen asked to
see an ophthalmologist because of an eye infeetion, but the patient
didn’'t go. She wats feeling "strange®, with palpitations. Pulse
was 98. Synthroid dose was decreased, On 9/30/86 she appeared
stable. On 10/19/86 she was advised to stop thyroid for a week
after Dr. Sinaiko spoke with Dr. Bennett by phone. On 10/38/86
diet was dlscussed, The depression was bhetter. The mouth sores
were gone, but she was having recurrent sore throats. HExam showed
pulee 104. On 11/3@/86 she was on Nystatin, Synthroid, Sinequan
and ? from Dr. Bennett. Pulse was 128, There were ulcerated mouth
lesiong and tender neck lymph nodes. Her fever (99.4) was
attributed to GI Candidiasis and autoimmune thyroiditis. On
1/23/87 she had continued fatigue, was following "Candida-control
diet”, and she had changed antidepressants. She was being seen at
Santa Clara County Mental Health Department. She had gained weight
and was on desipramine. She was taking Nystatin powder, vitamins
and minerals. Examination appeared to be unremarkable. On 3/17/87
she reported dramatic response to Zovirax for mouth sores and was
doing better with regard to other symptoms. Dr. Sinaiko
recommendaed "pulse testing” with gallic acid, rutin, glutamine, -and
coumadin. On 6/3/87 symptoms were dilscussed. Current medications
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included Nystatin, Zovirax, Tagamet, Synthroid, Norpramin, vitamin
D, magnesium, and calcium. She was undergoing vocational
rehabilitation. Exam was unremarkable. On 8/3/87 she reported
having seen Dr. Carol Jessop who recommended testing for porphyria,
Dr. Lawrence Basso at PAHMC, and Dr. Robert Cathcart whoe recommended
high dose vitamin C (80 grawms daily). Dr. Jessop alse recommended
adenogine monophosphate IM. Additional treatment was recommended.
On 9/29/87 her vitamin C treatment was discussed. She was still
very fatigued and was having other symptoms. She continued on
numerous medications. Examination showed pulse 104 but otherwisge
was unremarkable, She was zent for pulmonary function testing. On
18/27/87 =she was doing reasonably well. On 12/14/87 she reported
no problem with recent teooth extractiosn. Other symptoms were as
before, and examination was unremarkable. Nystatin was continued,
On 2/22/B8 she was off Zovirax with ne woressaning but having
intermittent nausea, vomiting, GI pain, nasal blockage, and a
sensation that her throat was collapsing. Throat examination was
unramarkabla. CGI 2-rays were recommended. These ware normal. On
3/23/88 she reported her engagement to be married and regquested
documentation that she needs a home with special environmental
gualitiez. On 4/€/82 zhe reported that her GI symptoms cleared
tthen she left the Bay Area. These symptoms were felt hy Dr,
Sinaiko toc be MCS.,

There are numercus laboratory tests and x-ray results in these
records. Significant findings include low WBC and elevated RAI
uptake with symmetrical thyromegaly, consistent with active
Hashimoto's. However repeat thyroid function tests were normal,
and thyroid antihodies were negative, except for 1 slightly
elevated level of anti-thyroglobulin., Other lab studies and x-rays
are unremarkahkle.

Other information in the chart includes a letter from Dr. Theron
Randolph in Chicago indicating that she had been his patient
previously. He felt that she was totally disabled because of
multiple food and chemical allergies. Dr. Paul Dart had praviously
prescribed Capricin and Vitaldophilous. Dr. Dart had also
recommended a “"Nystatin protocol” with fast and special diet,
oxygen, and other treatments. There are partial records from PAMC
1985~7 with diagnoses of vaginal yeast infection, endometriosis,
low level Hashimoto’s thyroiditis, and possible Schmidt’'s syndrome.
Examination showed the patient to be "extraordinarily depressed” on
7/14/87. Social Security Disability Evaluation by Dr. Sinaikeo on
11/5/86 concluded with the diagnosis of Schmidt’'s syndrome
described as {autoimmune thyroiditis and chroniec gastrointestinal
Candidiasis, and food and chemical sensitivity).

Psychological eavaluation on 2/6/87 by Julius Clarke Fh.D. for
disability evaluation concludes with diagnoses of organic affective
syndrome and hypersensitivity to chemicals and foods, as well as
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hyperthyroidism.

Internal medicine disability evaluation by Matthew G. Sheinin, MD
on 12/29/86 concludes with the diagnoses of chronic schizophrenia
of the paranoid type with depression, latent diabetes with
guestionable neuropathy (not documented by exam), and possible
iatrogeni¢ hyperthyroidism,

Psychiatric disability evaluation by Alan Ringold, MD on 1/6/87
concludes with the diagnosgis of organic affective syndrome
assoclated with reactive depression because of her illness, and her
prognosis is related to the underlying medical condition.

Report from Lawrence V. Basso, MD of 8/3/87 of his endocrine
evaluation of the patient states that the patient was getting
adeguate thyroid hormone and her thyroid functlions were normalized,
she does not adrenal disease basgsed on appropriate tegts, and there
are no anti-adrenal antibodies sc that she does not have Schmidt’s
syndrome. Furthermore the patient has never had muceocutaneous
Candidiasis and therafore doesg not have the autoimmune deficiency
endocrine syndrome sometimes associated with Candidiasis. He also
noted that she was extremely depressed which may be the most
digabling aspect of her case.

Allergy report from lrene HcPherrin, MD of 7/1/87 concludes with
impressions of borderline schizophrenia, mild allergic rhinitis,
food sensitivities and intolerances, and Hashimoto's thyrolditis in
remission. Dr. HePherrin noted numerous discrepancies in the
various histories and reports, particularly with regard to the
onset of varlous illnesses. *fhere are a series of provocation
neutralization tests. There 1s additional correspondence from Dr.
Sinaike regarding the patient’s disability.

Hedical records on Reid Settlemier:; There is a guestionnaire
history prepared by the patient stating symptome of chronic nasal
drip, sinus congestion, headache, and fatigue. There was a prior
history of allergy treatment which was not effective in the past,
giardiasis in India in 1986, several food allergles, and prior
homeopathic treatment, apparently because of a positive "test for
Epstein Barr". Initial visit with Dr. Sinaiko on 9/26/90@ includes
an extensive history, unremarkable physical axamipation except for
diffuse abdominal tenderness, and impression of chronie sinus
blockage and Monilial enteritis with noradrenaline depleticon, and
milk allergy. Treatment consisted of a burst of prednisone,
Diflucan, oral Nystatin, and diet. The patient reported
improvement on prednisone, so the course was extended. Apparently
he wag taking it for headache. "I can’'t live without prednisone
nou”. WNext visit on 10/1@/92 indicated he was having trouble
getting off prednisone because of recurrence of nasal blockage and
headache. Medication was extended. On 1©/24/9@ he reported being
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less fatigued. Abdomen was again diffusely tender, and impressions
included parsigtent paragitosie. He was prescribed Atabrine,
Yodoxine, continue Diflucan, and Nystatin. ©On 7/19/90 he wag off
Atabrine, still on prednisone, but was hetter. On ?/7/9@ he wasg
off all medication except for low dose prednisonsa. Sinus symptoms
were had, so the dose of prednisone was increased again. On
1/16/91 headache was better. Abdomen was still tender, and Dr.
Sinaiko’'s impression was terminal ileal inflammatory diseasze,
allergic rhinitis, and milk allergy causing respiratory symptoms.
Treatment was Nystatin and elimination of sugar from the diet. On
7/6/91 he was again given a prednisone burst, and this was repeated
by phone on %/11/91. On 4/1/91 he continued to have sinus blockage
almost all the time. “Prednisone 1z a miracle”™, but only
temporarily. Abdominal tenderness was slight, and impressjion wag
low-grade fungal sinusitis. He was gilven another predniscne burst,
Nystatin was resumad, and he was on Diflucan. He was also given
Klonopin, ©On ?/3/91 he was having similar symptoms, more abdominal
tenderness, and the impression wvas suspect c¢hronic parasitic
enteritis. Stool examinations for him and his girlfriend were
ordered, and he was treated with Nystatin, bismuth subsalicvlate,
and Diflucan. ©On 7/2/91 he was having nasal bhlockage, headache,
fatigue, and GY symptoms. He was given gamma globulin Scc IM
veekly for B weeks, vitamin Bl2 injections weekly, and magnesium
gulfate IM in addition to previous medications. ©On ?/23/91 he was
worse, and ilmpression was fibromyalgia. He was given Elavil. On
2/25/91 the treatment was discussed, and the impreszsion was
fibromyalgia. In addition to previous medications he was also
given Cytotec and EPD starting in November. On ?/17/92 he had had
2 EPD treatments with no change in symptomg and a third treatment
wvas scheduled for April. On %/9%/22 he was feeling better but
having the same symptoms. He was felt to have been reinfected with
Giardia. He was treated with Flagyl. 0On $/2/92 he was doing well
and impression was food allergy. EPD was continued. On 4/26/93 he
was again having abdominal pain, and the impression was possihble
allerglie sensitivity to bacterial flora of the bowel., In addition
to Nystatin he was given Clindamycin and continued on EFRP. On
5/11/93, EPD treatment was continued.

There are 7 signed treatment release forms for EPD, stating risks
of EPD. There are a series of allergy tests. There is an informed
consent narrative document discussing skin tests and allergy
hyposensitization {injections and sublingual drops), signed by the
patient. Letter from DPr. Jonathan Rest who referred the patient to
Dr. Sinaiko is a narrative of the initial visit and his

recommendations.

o, The only laboratory tests in these records are (1) a panel of IgG

Nﬂ; MAST mold and food antibcdies on 4/29/932, and (2) a report from

' Great Smokies Diagnostic Laboratory of Asheville, North Careclina-
relating to a stool sample received 6/12/91 which shows the
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presence of the usual stool bacterial flora as well a "UFO’'s". An
accompanying letter states that "UPQ0's" are “"unidentified fecal
objects™ described as a very curious, vary small, and vary purzling
organism (2 to 4 microng), which this lab discovers in 5.4% of
their samples., There is picture of a "scanned” electron
micrograph.

Discussion: Dr. finaike treated James Hawkins from April 1986
through about March 1992. The patient initially presanted with
frequent colds, hay fever, sinusitis, eczema, headaches, fatigue,
and rash. There was also a prior history of depression. Positive
physical findings at that time were limited to those consistent
vith rhinosinusitis. Dr. Sinaike diagnosed allergy to food, yeasrt,
mold, and inhalants, as well as sinusitis and gastrointestinal
CTandidiasis. He treated the patient for acute zinusiti=s with
antibiotic and prednisone, but he subsequently prescribed Nystatin
for presumed Candidiasis. Over the subsequent years the patient
continued to be intermittently svmptomatic. No testy was done to
show the presence of Candida infection of the gut. However
allergy testing was done, including the provecationsneutralization
method of testing. The patient was given some form of
immunotherapy for Candida infection, and ultimately DBr. Binaiko
prescribed "enzyme potentlated desensitization” (EPD). OQther
treatment by Dr. Sinaike included Flagyl hased on a stool
examinatisn that reported the preasence of Blastocystis hominis, and
Difluczan. He was given injections of vitamin Bl1l2, although there
wag no testing to show that he was Bl2-daficient. He was diagnosed
with multiple chenical sensitivities and was given oxygen therapy
for this. The patient died in 19gﬁ, approximately 2 years after
leaving Dr. Sinaike’'s care. Correspondence from the patient’s
mother indiecated that he took his own life. Correspondence from
the patient indicated that he had had a number of illnesgses
beginning in 1971.

In my opinion, the care ¢f this patient by Dr. Sinaiko, who is a
Board certified allergist/immunologist, fell below the standard of
care in several areas. He diagnosed Candida (yeast) disease of the
gastrointestinal tract, which he then treated with Nystatin and
Diflucan for a prolonged period of time without establishing the
diagnosis hy recovery of the organism from the presumed site of
colonization. The patient did not have symptoms or signs of
gastrointestinal illness. Dr. Sinaiko’'s premisge appears to be that
vaast and/or fungal infection of the gastrolntestinal tract results
in increased permeability resulting in the leakage of allergens
causing hypersensitivity disease elsevhere. This is an
unsubstantiated theory that does not appear in the literature,
training, teaching, or practice of U.5. allergists/ immunologists.
Dr. Einaiko's diagnosis of Candida colenization of the gut, based
on his theory of its conseguences, is below the standard of care
for an allergist, and the use of the antifungal medications












