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The present invention relates generally to the treatment of autoimmune

disorders, and specifically, to the treatment of demyelinating diseases such as

15 amyotrophic lateral sclerosis, rheumatoid arthritis, Tremors/Parkinson’s Disease,
multiple sclerosis, Alzheimer’s Disease, Muscular Dystrophy, Attention Deficit
Disorder, Attention Deficit Hyperactivity Disorder, Complex Regional Pain
Syndrome, Diabetes, Neuropathic Pain, Spider Arthritis, West Nile Virus,
Fibromyalgia, Shingles, Gout, Migraine Headaches, Senile Dementia, Post Polio

20 Syndrome, Central Virus Deafness, Chronic Pain Of Unknown Origin, Asthma and
Hepatitis C. The present invention also relates to the treatment of non-viral based

cancers.

RELATED APPLICATION DATA

25 This nonprovisional patent application is a continuation in part of U.S. Patent
Application Ser. No. 12/426,838, entitled Process For Treatment Of Amyotrophic
Lateral Sclerosis, Rheumatoid Arthritis, Tremors/Parkinson’s Disease, Multiple
Sclerosis, and Non-Viral Based Cancers, filed April 20, 2009; which is a continuation
in part of U.S. Patent Application Ser. No. 12/298,904, entitled “Process for

30 Treatment of Rheumatoid Arthritis, Tremors/Parkinson’s Disease, Multiple Sclerosis
and Non-Viral Based Cancers,” filed on October 28, 2008; which is the U.S. National
Phase application of International Application Serial No. PCT/US08/11775, filed
October 14, 2008; which is a continuation in part of International Application Serial

No. PCT/US08/011233, entitled Treatment for Rheumatoid Arthritis and Multiple
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production. These effects in turn cause progressive, erosive disintegration of adjacent

cartilage and bone. In conjunction with the inflammation of the membranes, patients

20 suffering from RA can also exhibit nerve abnormalities that primarily seem to involve
segmental destruction of the myelin sheath.

Early stage prior art treatments typically attempt to ameliorate the pain
symptoms through administration of non-steroidal anti-inflammatory drugs (NSAID).
However, these treatments do little or nothing to affect the progression of RA.

25 Once a definitive RA diagnosis is made, conventional treatments include the
use of steroids in conjunction with physical therapy and, if joint damage occurs,
surgery. Again, these treatments have significant drawbacks and do not address the
underlying causes of RA. For example, steroid therapy is associated with a number of
well-known adverse side effects.

30 Specific compounds known as disease modifying anti-rheumatic drugs
(DMARD) have been developed in an attempt to directly target the processes
associated with RA. These DMARD:s are typically administered in conjunction with

NSAIDs. Examples of such compounds include Remicade®, methotrexate, and
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20 there is currently no cure for these diseases and prior art treatments have focused on
modulating the patient’s immune system. For example, Copaxone® is administered to
patients suffering from MS in order to suppress immune response. Naturally, a
significant side effect of such treatments is the potential for the patient to have a
compromised immune system.

25 Accordingly, there exists a need for treatments for MS, Alzheimer’s disease,
Parkinson’s disease and the like that minimize the drawbacks associated with the prior
art. Similarly, there is a need for a treatment for such diseases that helps prevent
demyelination.

In certain cancers, there may be a latent viral infection that remains quiescent

30 until some signal triggers a release from latency. Once triggered, the tumorous cell
begins to replicate. The identification or disease etiology is difficult to assign because
in some infections, the DNA of the causation virus is integrated into the genome of

the host cell and is transmitted vertically. It therefore behaves as a genetic attribute. In



nodul ating the patient's inmune system For exanple, Copaxone(r) is

adm nistered to patients suffering fromMs in order to suppress i mmne
response.waourabdoy, a significant side effect of such tceatSa®nts23is t he
potential for the patient to have a cénprom sed i nmune system

25Accor di nglij1 there exis a ﬂaged f.or treat rreguts for M5, Alzheiner's
di sease, Par’ eﬁg%‘f"}m@%c% CAIVE FECTOPR B1geREthe s amcar discasnRrogesawbdc ks

associ ated \t‘hetnm@alﬁﬁea% fr% tAE bodyAndit A6 |ohoed RELEHIS \@ra@?se&e{jé)cf (R dhRat ment
for such diseases hel ps prevent denyelination n certarn cancers
there may bés avicatnenbatypiavahtsismigiecttiaod lihémtviruessdions tripgbesc to trel3e e | sone

signal triggers % reql ease frﬁg I atencfy. Once triggered, the tunorous cell
begi ns to refitdre. APRY - {ideHIEST Yest ¢lganeTs: dndeases. d?rpﬁrﬁé%‘,}lv% difficult to

assign ca S f r%f IS

i nt egr a?gd :ﬁgfcéé?lﬁeﬁgﬁg%goéf&? a o%?e cel ggtgmﬁgwgﬁisren&)?% 8{5\3@?% cally.

| t ther ef or eirbetvavdeanasrs arggorvetcbntratedritutieal chiiterdAhose etiology has been

2011/ 130404PCT/ US2011/ 032313 4 ot her circunstances, the causative m crobe
triggers thdUEHRCEKE F%\é‘ éa‘ﬁF%c@é§reéﬁ’§ P VR VE RSBt -6l t he body and
S o0 ot SNICBIEEHRON s Ml ek pASAAR kDAL LR Ll PR MRFE NGn 2!
prevents si ngI e st Pi'near Vi Fuse romitri e rel ease of cancer
froml at encw1ru$ds stem,%vémb@henﬁanmaﬁte@ﬁmses&wmlﬂﬁ:aﬁd@y cpide@ssio@ta, |iver,
5pancreiaot and.|l un cer, that are referred to as the non-viral based
cancer sV NofOTTg AT b%é?@ gecstatipaship ar byprepevepneif Yistieam Wmaes oglly-al cancers
whose etiol ogy hagehRsedh&Eb: YalliBoRd Mathi@hegauses. At present, only
two viruses, human | ynphotropi c virus and human papi | | omavirus, are
consi dered to be human tunor viruses. However, several other candi date
viruses are | , 0l ogi cal 1OCorreIation, by serol ogic

rel ati onship A F s—fromtunor cells. The present
invention satisfi 'T%% Fé%%%%n@éﬁqomﬂﬁfec{é@%%omﬁ'ﬁ'%M%%%eﬁf 1J!f@:at1|n%¥ﬁlt\1ﬁom The
present invention is directed to co sitioh usef In trea synpt ons
150f di Beases daszosiabgatedimtith chtmyylelhatmatonfdm efveshaichas wes, RAuMS as ALS, RA,
MS, Trem)rs/ al’klﬂ) n's Di sease, non@m)ral based cancers, Al zheiner's

Di sease, cuPes RIOGoHy1SCARE1 ORE YL, DEISH [CRpCeTS et s isgasait | on Defi ci t

eracti vi t
b ot n o aPueeLSpy SRRy ROk gL AN 00 BB,

Shi ngl es, Gdusqrdé Grmiples Rdeaohat P@s SysénimeeDiabetes, Neuropathic Pain, Spider
Arthritis, West Nile Virus, Fibromyalgia, Shingles, Gout, Migraine Headaches, Senile

20 Dementia, Post Polio Syndrome, Central Virus Deafness, Asthma, Chronic Pain Of
Unknown Origin and Hepatitis C. In one embodiment of the invention, the
composition includes an immunity-provoking agent and a bacterial antigen activator.
Preferably, the immunity-provoking agent is a vaccine for a single-stranded RNA
virus and more preferably, the immunity-provoking agent is an inactivated polio

25 vaccine. Also preferably, the bacterial antigen activator is either tetanus toxoid,
typhim VI, diphtheria toxoid or mixtures thereof.

Preferably, the composition comprises 5 parts of the inactivated polio vaccine
to 1 part of the tetanus toxoid and 1 part of the typhim VI. Alternatively, the
composition comprises 5 parts of the inactivated polio vaccine to 2 parts of either

30 tetanus toxoid, typhim VI, or diphtheria toxoid.

Also preferably, the composition is formulated for subcutaneous injection.

Another aspect of the invention is directed to a method for treating pain and

inflammation in a patient with one or more of the demyelinating diseases comprising
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20
DETAILED DESCRIPTION

The present invention is a process for treating diseases associated with
demyelination of the nerves, such as RA, MS, Alzheimer’s disease, ALS, Guillain-
Barre syndrome, atherosclerosis, schizophrenia, Tremors/Parkinsons’s disease, senile
25 dementia, for treating non-viral based cancers, Alzheimer’s Disease, Muscular
Dystrophy, Attention Deficit Disorder, Attention Deficit Hyperactivity Disorder,
Complex Regional Pain Syndrome, Diabetes, Neuropathic Pain, Spider Arthritis,
West Nile Virus, Fibromyalgia, Shingles, Gout, Migraine Headaches, Senile
Dementia, Post Polio Syndrome, Central Virus Deafness, Chronic Pain Of Unknown
30 Origin, Asthma and Hepatitis C. By administering measured doses of an immunity-
provoking agent and a bacterial antigen activator, patients suffering from these
diseases and cancers have realized beneficial results. In connection with the non-viral

based cancer diseases, the vaccination should be used, as appropriate, along with
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20 recognize normal host antigens, such as components of the myelin sheath, a
destructive, autoimmune response can result. Specifically, a dormant childhood
infection could form the basis for a subsequent immune response that leads to one of
the noted neurodegenerative diseases. Triggers for such a response could be severe
physical/psychological trauma or it could be exposure to a suitable antigen or even the
25 natural completion of the myelination process during the transition into adulthood.
In a related modality, a dormant childhood infection can also form the basis
for triggering the replication of cancerous cells that have been in a latent state.
Accordingly, treatment with a suitable vaccine should counter this effect and
compositions of the invention include an immunity-provoking agent.
30 Suitable immunity-provoking agents are preparations, such as vaccines, having
the ability to confer a degree of immunity to a patient for a demyelinating disease.

Preferably, the disease is also known to have the ability to penetrate the central

nervous system (“CNS”) of the patient.



20r ecogni ze normal host antigens, such as conponents of the nyelin sheath,
a destructive, autoi mune response can result. Specifically, a dormant
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the ability to penetrate the central nervous system ("CNS') of the patient.
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of Pi corpaviridae, co d of .a single-stranded positive-sense RNA 5genone
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patient's CNS, |leading to the nerve danage tha synpt om of
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i nacti vat ed\poli vacgi.ne gl EI%P\/%r swch as trivalent IPV. 10O her suitable
uses for thi'd"Pactigs PR ALesENHg VAUt r anded RNA- based viruses that may

n or.thi's . : Strand : |
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munps, neasles, Rhinovirus virus, h t virus, virus,
Yel | ow Feverntiganiestivadenigwenivnetits: witld théésimuNity erofiokitg, agkht. Baisabeertdraund
t hat the conposi tiﬁns of. ‘ijopf i nvention also require a bacterial 15 antigen

activator i t_(‘,%eﬁljaﬁ @tfréﬁn er‘g_r?rﬁé’eg?fﬁﬁrhaﬁ?%ﬁ’wm AG aEhPosiisis haglsria
bacterial arhi@HeR. Gkintaatlesial Helobids@hHRM AEIRTJ K s@ﬁ&‘ir?{h%%rééas&b g and

gram positive bacteria vaccines. Specific bacterial antigen activators
found to beimsefien inchide bhetarpis actdid endotfyphdié viagvwent i on i ncl ude tetanus toxoid

and typhoid vaccine. Costridiumtetani. is ram positive, obligate
anaer obi ¢ bact erid?f?ﬁ’rt’ 4t ’?’66?lééﬁﬁ'mﬁgvﬁé’@ﬁéﬁ%%i’i‘aﬁr@%‘% BHeEps High. Tet anus

toxoi d s apraeicés 1BE né BB RS tetanospasmin. Tetanus toxoid is a modified form of
tetanospasmin shown to stimulate the production of suitable antibodies and confer an
immunity to tetanus. Salmonella enterica serovar typhi is a gram-negative, flagellated,
rod-shaped bacterium and is the disease agent in typhoid fever. Typhoid vaccines are
prepared from antigens particular to the bacterium. For example, the typhim VI
25 vaccine is prepared from a cell surface polysaccharide of S. fyphi.
The use of Diphtheria Toxoid to develop another vaccine to a single-strand
virus is also intended to be within the scope of the invention.
Accordingly, in a presently preferred embodiment, the subject invention is
directed to composition for subcutaneous injection comprising IPV, typhim VI and
30 tetanus toxoid. More specifically, the composition of the invention preferably
comprises | part tetanus toxoid, 1 part typhim VI, and 5 parts IPV. Alternatively, the
composition comprises 2 parts tetanus toxoid and S parts IPV. In another alternative,

the composition comprises 2 parts typhim VI and S parts IPV. In yet another



tetanospasni n shown to stinulate the production of suitable antibodies and
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tetanus § ox@hfs)/ L R b uh¥PRHRNh/miaRdd @gggﬁyaakg(yg‘l Alfernatively, the

conposition conprises 2 parts tetanus t gparts | PV. I n anot her
alternative, theThofipgsinty end sioerpf the @sccPrepiiiige day PAiimdradseddicdicoraagydt s | PV.
In yet another WO 2011/130404PCT/US2011/032313 8 al ternative, diphtheria
toxoi d can BELBE{q tpétée“ftérphﬁi%alts@f‘)é?rﬁéldtﬂ%f:x%ﬁnﬁfabﬁatﬂ@rOftﬂﬁ‘eP@tgypw m VI and
can be m xe | k at r ed on
concentrati gﬁiﬂ%]ﬁ O%?/elg re?eg%tn% tgag?sggé;%ﬁ?ﬁu?ssdt@?Bgc%eﬂrrr%tl%?%G D antigen
units Type 2)/ nlFoamehtii6d iDagatitiganffetitig Bomyp adll/inflamhel@nug ihexsod at 10
Lf (floccul ation 5units)/nm and 2 units antitoxin/nmL, and typhimVl at 50
ng/ L THe fl‘%ﬁﬁ‘éﬁé’a Calﬁarl%}rl%élecﬂteptswépnﬁa@remgq@cmg@ndénmwsitmr@akm olr
decreased a i - : I 'S Lcal .stature., a ener a
et Ur o of ¢ Re oary St il PR Ee S ol MR AGe Rl B SO Spp 0GR PR s
0.70 cc per treatPnsanblyFbe nidtieak e ihventiopatd drttedud fredinagt (ﬁfTs?HﬂTpMsn and
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inflammation, the invention 10is a nmethod conprising the steps preparing
a conposi ti s HMR Ay Msb SNEieimg %‘Bé‘ﬁ‘ﬁe»a"r{fr’g? BadianiBarre smdrgea. act i vat or

and admi ni st@fidiglctR], %%@gﬁhiaf)pa&&s&&es cﬁ)@éa%g,g)%n e!: Je%e%fig,bAMhequg?s met hods

il
of the invention are direc to treatnent o r%poms associated w th RA,
MS, Al zHei néhisessdMwsasle; DattSphGUA ttdraiion DBdic it ©1syrdett Arentioat Ixdioiiscl er osi s,

hi h ia, Parkinsons's disease, .senile denentia, Al zheiner's
T5Di sonse. | HHBEH Gy DI SbREpi e B DG PEGrSERonts Dbttgise, SPUDRHEEon

Deficit Pain, Spider Arthritis, West Nile Virus, Fibromyalgia, Shingles, Gout, Migraine
Headaches, Senile Dementia, Post Polio Syndrome, Central Virus Deafness, Chronic
Pain Of Unknown Origin, Asthma and Hepatitis C and other diseases characterized by
20 demyelization, and furthermore to the treatment of non-viral based cancers.
As noted above, the composition of the method preferably comprises 1 part
tetanus toxoid, 1 part typhim VI, and 5 parts IPV, or 2 parts tetanus toxoid and 5 parts
[PV, or 2 parts typhim VI and 5 parts IPV. In other embodiments, diphtheria toxoid
can be substituted for some or all of the tetanus toxoid or typhim VI.
25 Also preferably, the step.of administering the composition comprises
subcutaneously injecting 0.70 cc of the composition.
With regard to subcutaneous administration, the epidermis is composed of 4-5
layers depending on the region of skin being considered. Those layers in descending

order are the cornified layer (stratum corneum), clear/translucent layer (stratum

30 lucidum), granular layer (stratum granulosum), spinous layer (stratum spinosum), and

basal/germinal layer (stratum basale/germinativum). The term Malpighian layer

(stratum malpighi) refers to both the basal and spinosum layers. When the

composition is administered subcutaneously, in a preferred embodiment the syringe
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adm ni st ered subcut aneously, in a preferred enbodi nent the syringe
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Scl eroses ( and Trenor' s/ Parkinson's (P), Prostrate Cancer (PC) and
Amyot r ophi ¢ aélf @%S%WPCS’E?FIQPQ)QV hesgpand m?@i@lﬁ&?ﬁthﬁlcﬁm}ﬂ"{eﬂrt‘? pavs nopajn anflg’e RA i s a
61 year old f i nds,
ingers and Dacpofert PRETHL; F Bhonkal SRPHIRERL SRRtk Aa RS RETER
ago andli t Hias caneuhd takirgf the metimkiiorgont heveakddbeds.iAdolutdienpaida effecthi s hands,
fingers and back di sappeared and by the second nedi cation he continued to
have no pain and no lintations of novenent. He is basically synptomfree
of his rheumatoi & art takd n on a
weekl y basi s. Abgzol ut y“n%%?%&?@%@%@”“ Mqllpsg%gflag% r%/%gtrdfgﬁé&l e(?%gl e who
gave up gol fartsitia Shesak it ioher haadsvat @iell as her wrists and believes in her back for 10

years. She started the medication 2 years ago and within 45 minutes after the

20 medication was administered, she was basically pain free, and had full and complete
movement of both her wrists, hands and noticed no back pain whatsoever. She takes
the medication once every 5 days and continues to remain pain free. Absolutely no

side effects.

25 3. RA is a 82 year old man who had severe rheumatoid arthritis for 20
years. For the last 20 years both of his hands were clenched in a fist position and he
suffered with severe pain in his hands. He received his first medication 3 years ago.
After 45 minutes taking the medication he was crying for joy because this was the first
time in 20 years he was without pain and an hour and a half after medication he was

30 able to open his hands one inch. As his treatment continued every 5 days he regained

full use of his hands with no pain and absolutely no side effects.

Multiple Scleroses (MS)
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her back for 10 years. She started the nedication 2 years ago and within 45
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pati ent who YAXSAEAVEPTDAITESFe dldghis ablestostand @nd ysg epabkenothsinsksieee pai n
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dysentery and multiple brain sheers”(her ctor states e last tine
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irst di cation reduced her

tarted, 5h ication 2 1/2 . .
pain by BOSi4E LHe" £ MR AP Bo R 1Eral MihinenbeniSy Ao e Hiad no

pain at all hoEhr edfecksnedi cati on 4 days | ater she was still pain free and
was able to stand and use a wal ker to help her get around. The 4th
medi cation just 4 days later, she still showed no signs of pain,

i nconti nence or sent kand ,had no side effects. She began taking the
nmedi cation 10eve o Olhaits healthy pain free life still wth

no dysentery and sabsolput loy yesr ot Bn&iHoSiSed A &IMR%i054 B ﬁ&kﬁéﬁ%ﬁ'ﬁ?@ sease
(P 5. Pis a 64 year old man who noticed an occasi onal slight

trenor I hileft h@idaine yraragoote thoaght ihges ndseest Ao tigiet wertt onathe remvesswerds t i me

went on, the tr(tam)rs uent. He, consulted with his doctor and
more

re re fre : l

was told it Wwas rieflue(%n%dc Oﬁgglﬁe _r‘??lé}éﬁllé Oftﬂéarlfjeﬁ?%tﬂréﬂb NGl “I§8P1F3irr3ﬁ§’8h“e§ °bi sease
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medication, the tremors stopped within 45 minutes, with no side effects. One week

20 later, the left hand started some movement, I gave him another shot and the
movement/tremors stopped. He has taken weekly shots since, and there have been no

tremors and no side effects.

Prostrate Cancer

25 6. Twelve years ago P had a PSA score of 68 and a Gleason score of 7. A
radical prostrate ectomy was performed, and P was given a prognosis of one to two
years additional life. After P began administering the vaccination of the present

invention, P’s PSA score was -0.03 and has remained that way for twelve years.

30 Amyotrophic Lateral Sclerosis

7. YB is a patient that is in the final stages of ALS. She been on various
pain medications over the years, but has not realized any significant pain abatement.

Prior to receiving the vaccine, YB could not talk, her fingers were locked in a claw-
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Neur opat hy, Nvuiropgthi ISdhcDiabetic NeFopatloy, Raultipld Biérosis] Shfonid Paigpnpl ex
Regi onal P?)i}g Syndronme 15LP, 55 year old fenmale, was diagnosed with Refl ex
PR

Synpat hi ¢ B8 al so
1

Complex Regional Pain Syndrome

15 LP, 55 year old female, was diagnosed with Reflex Sympathic Dystrophy also
known as Complex Regional Pain Syndrome approximately seven years ago. Five
years ago LP was also diagnosed with gout and shingles. About 10 months ago, LP
became 100% deaf in right ear and 30% deaf in left ear, leading to a diagnosis of Viral
Central deafness.

20 Within 20-30 minutes of administration of the treatment, the patient observed
the following effects. Pressure and pain in legs were gone. Ankle and leg swelling
were gone as was stabbing pain. Gout in big toe disappeared. Onset of shingles
episode reversed. Extreme pressure in right ear relieved. Hearing in left ear clearer.
Hearing ability went from monoaural to binaural. Slight hearing in right ear restored

25 (5-10%). Neck pain and stiffness were gone, and LP had the restoration of complete
range of motion in her neck; headache also relieved. Feet pain completely relieved,
restoring ability to walk normally.

2. Muscular Dystrophy

Male Age 42 with Muscular Dystrophy contracted the disease at age 16.
30 Patient exhibited bad balance and difficulty walking without a cane. He experienced
chronic pain in his legs, back and arms. Two hours after first treatment, the patient
said that the pain was gone, the tightness in his legs and arms was gone and he could

walk easily with no pain or other problems.
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2011/ 130404PCT/ U$20ihly AZ2RIRith 2V St NRe Stirds@blaBwadiT@am in her eyesMal € Age 79
W th Poﬁ P?%laf Syndronme contracted polio at age 6, recovered and was doi ng
fine unt?1 fMEafachesand mygsleqmd stomack pping W ikkindyabowine f seatmsst, sioviopain
Syndrone, gigv I keni ti;gue, pain in the nuscles
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of the treatnent,5.t he Ri@bmywat gone. After two hours, he felt new energy
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treatment. 4. WesO Xof Oldf smale withpromygigiaad jragmihygighong ee bady, gehing
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Od Female with Fibra | gi.a had pain throughout her body, aching and
fatigue; sheOHk qoé‘ﬂg@tgllmﬁmve%@m%?ffec’éshe muscl es, headaches and

nunbness 6. Attention Deficit/Hyperactivity Disorder

Male patient age 59 diagnosed with AD/HD at age 55. Patient stopped
AD/HD medications forty-eight hours before treatment. Within one hour of
20 treatment, patient was observed to be calmer, which lasted for approximately seven
days. Patient experienced an overall evenness in his nature and thoughts. Normal
stress factors did not have usual negative result. Patient felt that he had his normal
energy level without ups and downs associated with the AD/HD medications he had

been taking for several years.

25 7. Neuropathic pain of Mixed Etiology including Diabetic Neuropathy.

Multiple Sclerosis and Lumbar Radiculopathy

This involves utilizing two patients data together and meshing the information.
The parties were middle aged males. One had a history of neuropathic pain extending
from questionably some vitamin induced neurpathic pain or lack thereof of vitamins,
30 lumbar radiopathy from disc bulges, facet hypertrophy, joint pain, and shooting
sciatica pain down the legs. The other patient had nerve pain into the feet and leg

bilaterally from multiple sclerosis and had undergone standard therapies with multiple



15and tingling of the extremties. After her first treatnment, she was pain

free within one hour and continued to inprove with no side effects. 6.

At t ent i orwDebhiiciso4olyper acti vity Di sorder Mal e pat ipemtusSage/05313

di agnosed with AD/HD at age 55. Patierdt stopped AD HD nedi cations

forty-eight hours before treatnment. Wthin one hour of 20 treatnent,

pati ent was SlSEsPVBglicaiopehaangesrioupside pifecs t elthen undgspieakd manélsy seven

days. Pati er?f‘ea?ﬁ%%‘?ﬁfﬁﬁ@ i@loQ r%l:naéa!lul%}/%@@ﬁg%%a!cgutma S Lrlieti.ur e and thoughts.
act not il (

Nor mal stress ors di ave usua negra 've res . Patient felt that
he had hi s nor malTrenekgybebay efthwhd $041E athp proded] SisreaksBeuAtLs W th the
AD/ HD nmedi cati ons he had been taking for several years. 257.Neuropathic

pai n of M x&¥oEEslMGgFeeMctisibighen Wseesed thedesapamihe thivgvisitpBetv&eher osi s
and Lu r eyl o i.S.lnyolves ut.ljzi atie dat a

t oget h(rar:)§1 an rr%lglﬁia%gq}%lﬁg} YI?# tc})lre rggggluggs. h%gal%egif t@égla{e%r’gl% n%tl r\é\f@figsea‘ﬁ%s O?ral es.
One had a hilBYV6i0yB.of paeumodidthpatignad did extyendi 4@ Had @Fe0Les irhprdoadhyntse e
vitam n i nduced neurpathic pain or |ack thereof of vitam ns, 30l unbar

r adi opat hy FRGRPURSHCHAN gble Patsakwithyaskeul ersgiyiron sherdisgliilee. fapstl shoot i ng
sci atica pai : ' : r. in.into the feet
and | eg b!ol a}gg%}p@yﬁ %Hr%lol%agrr%ﬁ th}-ggﬁ résoljisajgﬁglrp g@%eg %géllé}h f%l);l7vd£1 g’nlégjrr ‘5‘%%36% ag%%gﬁd

t her api es withdigrouhd ivithehe 6 ROT hé LB0APURETIISRO L] BBA3 13 Wh3 g8k eNnsi S

medi cat | ons havi ng serious side effects. He then underwent a nonth's
treatme (ﬁ) ofafaRee HaRtPretangriel ood Brughewidhechapipsesutiic htad wascleary eat ment
began with t i C } t.Q_dual . arm prot o on a
second vi si tﬁ%ﬁéb{%ﬁ \?%{r%gardg%g%g ﬁ%ggdarg%%ggkglﬁ&t ag%teﬁril ?Ials\sltlleslfl!t%.le @éf\aﬁ%n 5t he
third and f dadtfpwived tritdie coairRnv@shdae Mibiynedonttdl bldam@Eeind bolfee final dose
was 80 IPV/40 B, A per arm Both patients did very well and had over 75%

i nprovenent FUORei r pain function. The patient with radicul opathy fromthe
di sc bul ge, facet r . i LS h Loproyed ability to
wal k, i nmproved seTan§F %@1 pgﬁg%{ﬁ%@glrggﬁﬁgm\%}p#‘{eﬁgh ?%o lé’;‘@%&?& aﬂ(gg%‘ﬁ% curl his
toes anth f edlinstoar ¢lehiid watshagoRpniftdast deabite @chPpaiy edovan@r,fatiéntgood

t hroughout the entire process. H's head was clear. He noved and wal ked
better. He N1 3R Paleer biksrand Rxerakhédmush beitsneHr had pefaskings offiargrapl or

i mproved urifag Yo S0ty [ L .0 CQ - bl adder and _ bowel
function. The seocr 0 ng 5’35?@?{1 ?C%gdétdgﬁb(%?}' #I%:eg%cta E?nr;pr%&/éﬁlg%% e?lr?g '8 ‘bi'dder and
bowel stopped for twelve weeks. There were no steroids given during that time and the

patient felt good. He was able to get into a regimen of exercise on a daily program
20 and overall was feeling better.
Both patients seem to respond favorably during the one month trial and there
were no side effects noted.

8. Chronic Pain of Unknown Origin

PT is a 43 year old female with pain of unknown origin. She has multiple

25 other medical comorbidities but has not clearly ascertained an underlying cause for
her self-reported levels of pain. The pain is very severe which has necessitated high
doses of opiates of which she has poorly responded. The pain has been in different
areas and it rotates between the abdomen, back, neck, hips and joints. She has not had
one particular protocol even any subtype RSD or fibromyalgia. A number of

30 diagnostic codes have been used including fibromyalgia, causalgia/RSD,
mononeuritis, radiculopathy, DDD, DJD, associated myalgias, headaches, chronic

fatigue syndrome and a number of other diagnostic codes to allow for us to try to work



15function. He did not have a significant effect on the nerve pain.

However, patient was able to sleep better and overall felt nmuch better. He
had no f ewbi2npsgi3efo4f| are-up or need for any types of nugculmeodpsiznophy
medi cations. Al of his nedications wdre stopped for tvve:cvle vveekz. 'II_'lgere
were no steroids given during that tinme and the patient felt good. was
abl e to get'Pi*Rt"§ Og ?re‘ﬂj]dﬁ{'i}‘fn% Ssé%é}lléilglénaéﬂygﬁ%hqswobb@f@r@mct:@amsgﬁm all was
feeling betdh@hing. Both patients seemto respond favorably during the
one month trial and there were no side effects noted. 8.Chronic Pain of
Unknown Origin SBEcame in %8 thedan! alddvdsasiradne: duiuble qasé,lonefin eutkewn s@ei gi n.  She

has mul ti pl g, 250t her dical conorpbidities but has not clearly ascertained
an under | yidhcbv?%ﬁ"éeﬁ alng‘ramﬁ’é‘? oRghqur sheisiitgipain g peay Shradascribedét gravhen; s verly
severe swhi Ghe GasyRReeSHe1al el £a RiAhe he,has poorly
r esponded. T?\e pzi n has been ilg a%f%eﬁ%%tgwfpgag@%xn%ﬂ?e{ho\rg/g{[t%[a%is:o &t ween t he
abdonen, babt,at thediospitdl pdhicndhe jboliemesvasSherdasowiotPatiast sens tharit fel Uikar

rotocol even, an ubt ype D or fibromyal gia. A nunber of 30di agnostic
Eodes have Cbaééﬁn%s 1?%‘5?&@5%3‘?‘1 BEY ey gPE, duécklis aVgibiy mshounshegaisuri ti s,

radi cul opathypaiddRs dR1se B 9\?&35 0: gﬂé‘:ﬂagie?%cc} tﬂeﬁ‘ws?e%ﬁ%ge\? RePLg fatigue

syndrone and a nunber of othe I agnosti ¢ es to a or us"to try to
work WO 2010el80 404407 /oS EK Mad2dit 3ailldhel pais etaBedfo hisic bR @kdryi Ng i ssues

but ulfimately ther as not been any cl ear cause for anything. She
c;rreui ’;dforfreﬂﬁ@“@ﬁ“alsp%ﬁél” @dﬁ?’?)@haiotd)éﬁm mpiges thahshejsirigdathtbar m - She di d

very wel | SNV IR o he . t LN . She described it
as \)//\hen 55%’29\5\%\@%%%%}8%%6%1 CHg}a%gL(r%ieé?’aspﬁngg%%o%gﬁég?%agﬁ PEFOFEX at the
hospi tal (ocecandany sgleatffeats witheagtasg@i.t al whi ch she believe was Imtrex now).
Patient states t\{)at it felt. like crackling. The pain crackled and went away
very quickly. WYHRFH SHHEMREIE asactonpyMRA on this Raijgas antbe PEA sean yeoifer 75%

She had ef fgedibll ke LASLRA AREYRN A QARABEY paldQVRY S e 1AL HOSAH Y, ONE week
Y\g K hor e req y

mark she said the pain started to cone bac uent and she
st art etd t o pdewshlapeas ak her widetlyiag syuspt dlvsvet bratromithe shiagtea thpidihe
frequently, there must have been an emotional component. She has had a lot of stress
in her life. The most important aspect is that she had no side effects to the study drug
from Salubrious Pharmaceuticals and had an amazing improvement during that week.
At the end she asked how she could continue to get the medication because it changed
20 her life so much.
9. Hepatitis C
Discussion with a female patient who has Hepatitis C and a number of other
medical comorbidities that had a very aggressive history of drug abuse as a child and
many other medical conditions that are not clear. The only etiological origin of her
25 pain is she has cervical DDD, cervical DID, and extreme myalgias. She had
undergone trigger point injections, epidurals, nerve blocks, facet joint blocks, many
other adjuvant therapies, chiropractic care, alternative medicine with some other
practitioners, vitamin and mineral supplementation. She had contracted Hepatitis C
while doing drugs in her youth but had a flare up of the hepatitis C approximately two
30 years ago. She was treated with Interferon and Ribavirin and had weekly injections
which made her very sick. She lost a lot of her energy and had very little ability to
function. She ultimately needed to go on medical leave because of the amount of pain

that she was having. She was asked to get viral loads and Hepatitis panels prior to



begi nning which were difficulty with sleep, sonme nenory deficits and sone
ot her secondary side effects with agitation. W are still awaiting a
functi onavOlRI1/BMohi s patient and a PET scan to see if ppodasedlip3isher e was
ever a stroke. A central post pain syi¥ddrone has been of the 15potenti al

i deas as her_.undgrl yi ng cause. wever, fromthe changes in the pair so
frequently?es{lﬂ%‘r ghen%gst‘%ﬁésg pa Hrddhb‘gﬁﬁ"it%ta?}ndcg@hﬁéﬂ%%ﬁ d@gite Shasvadiad a | ot
of stress inBt HgE whi i ; et i hat no side
effects to the st uﬁ%q‘ésruﬁg%%h%aﬁ@ﬁ%“ %g?%%%ﬁ?%eggel cg%%ﬁg?%%d an

amazi ng i np¢vienent during that week. At the end she asked how she coul d
continue to get }fh? medi cation because it changed 20her l|ife so nuch.

9. Hepatitis C e rstpuectioasyasqt ifienqrialidogs ineonsarme She whdceda8 Hepatitis C
and a munbegpRfeQt i Lt | @Y ressive

hi story of d}r)ug abﬂgghg@é&%ﬁ %g%gaﬁh%g%w%tﬁgﬁh%n%?dggﬂf@%nsch%tqlg%ns that are
not cl ear. ulépsingsd utetithal ogharaperodiofitimeahe barte@pfetin litde shdeha@as cer vi cal
DDD, cervical,.DJD, and extre nyal gi.as. She had undergone trigger point

i nj ecti ons%élﬂl%%fllx%?ouﬁ&6}éen%yéé’%§,%elf mueh dstist-nHeppase Risdicaen wat teer

adj uvant t ) i LG r IV LGi wi th sonme ot her
Bract 1 one o B iR o P e TR it ot e
Hepatitis QGewbasket. dhiesgiddheltidt like theRalybidus Midtmi@dicld hadieatitd vdre bie
hepatitis C %Qg%gixchrratelé two 30years a%o. She was treated with Interferon
and Ri Bavi PP d gotagtdene sopgle it ssdviiediyneice e thapetiatedite kveashe | ost
a lot of hef K ] il ion. She ultimtely
needed to go ;g%%ﬁeg%ﬁie ?g% tlegge e Sbeééégua?g gjte%fp#g &giorlﬁjaﬁ]fg}ﬁ]&]%%%lr\{e? %g(ﬁlo%e was
havi ng. Shepwasctask ddis tingehie wis @len nduldladide Hegahiaths Spangd isnndige to WO
2011/ 130404PCT/ US2011/ 032313 .15 .testing. She was not able to afford it but
went out aRdPysY “EHHR ORI yiiesienthieant dupryemeniy O vkl & nrads siepdicagt e sent .
Treating phmglio%pggmqgqler}ﬁtali{ng%ygfepopi es of lab reports. Her first
injection was at the normal "dose in one arm She noticed an 5i nprovenent in
her palin and felt as if things were nelting inside of her. She felt

uneasi ness but within a short period of tinme she started to feel alittle
bit better. Wthin the next four to five days, she felt nmuch better. Her
pai n nedication was too strong for her and she was surprised how well it
was wor ki ng and actually needed to decrease it. She said she felt |ike the
Sal ubri ous Pharmaceuticals nedication wore off 10 on her and did not |ast
| ong enough. It lasted five days or so and then started to wear off. She
canme back to the physician after the seven day mark and was given a follow
up injection. This tinme she was given a double dose in each arm She felt

i mredi ate response within one hour with significant inprovenent. Overall,
it made significant inprovenent in the quality of her life.



15 WD 2011/ 130404PCT/ US2011/ 032313 16 10. Al zheiner's Di sease
Femal e patient SN, aged 82, was di agnosed with Al zheiner's di sease in 2006
after a weopostnBesgful |ife event. She had decreasi ng meorals2diansisidn, such
that her husband stated that he neede®@ to take steps to help her nenory
everywhere ar oqu t he Shouse. For exanple, white out was placed on the
toaster over to‘'Help 1 h buttons to push to cook. Wen treating
physi cian nmet S jllﬂl%}; rr > OF hRk e ot her
facts about her lﬁle%%? g.&%%h%%%e%%ﬁgsgl 8%9@%@@1?%@%? 1r%eegtst;%rlnvlss(r%fl g,&étﬁg%vas abl e
to recal |l afiswersysoesyfndifd ©orst. t$irthad demedsimmbatituskiont sicarmatasd | ong term
menory. Th%ﬁ&éua(ralgti ons. were asked once, and sone of the questions 10were

[

over mater mistedithal hengedediig takByiepe foaleIm Ber e stvewherefepundrthaisked
her about @pghqis; W] [ N ht er ,and
husband were S|§r' ggeﬁ%@%’ﬁw@%rgyﬂg\%éga\?%mﬁ ﬂ%t&i 6%%2%H%r Orlrrlg1 gl%ggn%“r/\cv)vrhhct}fus
menor abl e ibopomvie past to Shk waldheaniehtimOphyRapMymet SN sidesvat raval hbt | 1 ed wi th
j oy and happi ness, Treating physician was astoni shed at the sgeed of her

response t &R Jateandapy Ul Pt fagtnahogtber [dei Ppe oursifisr gia theo t he
treating p Icl-an; I i rticles
B s S DAY
her weddi ngnd&ing,temt meoborywhllehyuehomasrailked baceamsiw@meaditiee qligseéaisrent . 11,

Al zhei per' s Di sease I tient JMage 73 has been afflicted with

Al zhei her ' sVF %\éeéé‘éa“frgﬁls @‘é&g? HFatEWyﬂ?@‘.anﬁéd Rrsseiechigrivs 8f askpq hergbputy s
ability to 8@ I @gi : et |

hal | uci nat i oﬁs&&hrbeerﬁg@ﬁgl“\k/{nﬁgltignt al aﬁ%lgrﬁbisﬁa%?e hgﬁgﬁgﬁs&gﬁlc}:&gg p:ééfstegt’

conmuni cat iang theiytofrsdrived thetr hehagp neitlelpeenorBions mamloyabldhienpsbtdmespesk w3 per sons
on television.in sim]|ar, fashion. fd{\/l reiﬁi ved an injection of the treatnent
eﬂd“‘t

in each ar A€ QAR AT deBIeany &S| 8y pRghanpEies. hepidre %mé‘&t?“an hour,
JM was abl &ydsQselRtd éza%éftl%lémf ﬁér?&gégset@ tﬂe%tréMrﬁé}R:glhd Mﬁlgmh%ﬁwn- Thi s

was an exercise he had wholly failed to performbefore t treat ment.
Addi t i bnal Ity reshendiaribgechtiogmbysicens igiiestiahs. o¥heovasmskett questiosiabowdst such as

date of birth, a nmorjes from pr.evi ous .enpl oynment. was, K observed to
act in a ngpédlc?anr}’gﬂﬁag,athg?rgq}wgrp PeRBAfET ! H%/‘ihﬁ_s‘rd&?grglfts padber He was
30abl e to negallg daheaB BEGhichGhdfhalbls tPinsGRP¥E: SRS that had occurred 27

hours prior.
11. Alzheimer’s Disease

Male patient JM age 73 has been afflicted with Alzheimer’s disease for several
20 years. He has progressively lost his ability to reason, calculate and plan. He has been
afflicted with hallucinations where he will talk to pictures on the wall as if
communicating with the person pictured. Similarly, he will speak to persons on
television in similar fashion.
JM received an injection of the treatment in each arm. Subsequent to
25 receiving the treatment, after about an hour, JM was able to count backwards from 10
to 1, without much hesitation. This was an exercise he had wholly failed to perform
before the treatment. Additionally, he managed some identification of events in his
past such as date of birth, and memories from previous employment. He was
observed to act in a more involved and coherent manner than in recent past. He was

30 able to recall the specific details of conversations that had occurred 27 hours prior.

One will appreciate that in the description above and throughout, numerous

specific details are set forth in order to provide a thorough understanding of the



One will appreciate that in the description above and throughout, numerous
specific details are set forth in order to provide a thorough understandi ng
of the WO020Mi11308@404PCT/ US2011/ 032313 17 present inverCirars20iin3sid | be
evi dent, however, to one of ordinary wkill in the art, that the present

invention may be practice i t hout these specifjc details. In other

i nst ances, pﬁ\%f:‘?t-lﬂﬁeﬁﬂnslf Wﬂ&p%?‘é ent APV ExQnepfordingiuskilinghaak titagr am
formto fagjd ; ' | L P rred

embodi men; o4 ey AR B PRl bl e HEIEI A 20 pended
hereto. WO, VBU40WROEIUSREE hh0IREES atSsHoWA ivVBlocWiRdgrars feinaiomed i s:

1. A corrpo?{i tli.on conpri si ELB 5(a) .5 parts by volune of an inactivated polio
vacci ne; andf’ “(‘B’)CXQI%%H% § IT6TBhen ofthe Prsigredambiodipgntgis monimtangded sy

sel ected fnemihbec [<Sibl anus toxoid, typhimWVl, diphtheria
toxoi d and m xtur e(gfe?r{g}#i%mﬁbb&gkg%ﬁrtg%éonposi tion of claim1l packaged for
subcut aneous injection. 103. The conposition of claim1l wherein the
bacterial antigen activator consists of 1 part by volune tetanus toxoid and
1 part by volunme typhimVl. 4. A kit conprising: at |east one 0.70
mlliliter dosage of a conposition conprising 5 parts by volunme of an

i nactivated polio vaccine, and 2 parts by volune of a



15bacterial antigen activator selected fromthe group consisting of tetanus
toxoid, typhimlV, diphtheria toxoid and m xtures thereof, packaged for
subcut anewooimi3emsi on. 5. The kit of claim4 further i RCTa$201d/032313
instructions for use of the conpositi®Bn in treatnment of a di sease sel ected
fromthe gmnsi sting of rheumatoid 20arthritis, nultiple sclerosis,

Al zhei nmer' se, ALS, CGuillain-Barre syndrone, atherosclerosis,

schi zophr enyigat iTE1gRgS4:-Par ki nsons' s di sease, senile denentia, Miscul ar
Dystrophy, Attention Deficit Di sorder, Attention Deficit Hyperactivity

Di sorder, Conpl ex Regional Pain Syndrone, D abetes, Neuropathic Pain,
Spider Arthriti ﬁ st Nile Virus, 25Fibronyal gia, Shingles, Gout, Mgraine
Headaches, Post 'Pof*i®6M8)HUPDIRMPERRHEral Vi rus Deaf ness, Asthma, Chronic

Pai n Ofs Unknown Odag'S_rba?thy VERAc! drla ix%‘ tigatedb?&?&&%?ipg;oe{ndg reating pain and
inflanmation in a patient conprising Ot he s eps of: preparing a
conposi tion of an (bhagtityay edupeldfa bacedilngtiagthotiviiae teedial frantihgen
activator selected fromthe group consisting of tetanus toxoid, tC?/phi m VI ,
di pht heri a t oxoi d anér%pﬁﬂ?‘%glgt(ﬁé?t%fs;to’&ﬂ@ tyRigpm V1, diphtheria toxoid an

2011/ 130404PCT/ US20114;082318:rd& adm ni stering the conposition to the

patient. 7. The nethod of Claim®6, wherein the step of preparing

t he conpositi onZ2cohprimg®siioh g chimarmpaskdayd folsubaitokotdiajdcnact i vat ed polio
vaccing to 2 parts b%c 5vol ume ?f t he bacterial antigen actjivator. 8.
The netthod of CPai MGEOMReaiien ot claun d vdisrain therbagisriphantiepractivaios sprsisn

conprises using 5 garts: MM I i lio.vagcine to 1
part by vol une of theﬁte%%us tﬁ%@gt%ﬁd ﬁ%ﬁé"?@@sv%‘grﬁéﬁé’?a‘ﬁhe typhi m Vi .
10 9. Théd. mdkitadmpfisidgai m 6, wherein the step of adm nistering the
conposition conprises adm nistering the conmposition subcutaneously. 10. The
met hod of C aim 6,atiﬁ?é?%‘lerp?%@ﬂ%‘{l@bd%%ag%aﬁ? RHOTRPQSH RgFoppsising 5 parts by

volume of an inactivated polio vaccine, and 2 parts by volume of a
15 bacterial antigen activator selected from the group consisting of tetanus
toxoid, typhim IV, diphtheria toxoid and mixtures thereof, packaged for
subcutaneous injection.
5. The kit of claim 4 further including instructions for use of the composition
in treatment of a disease selected from the group consisting of rheumatoid
20 arthritis, multiple sclerosis, Alzheimer’s disease, ALS, Guillain-Barre
syndrome, atherosclerosis, schizophrenia, Tremors/Parkinsons’s disease,
senile dementia, Muscular Dystrophy, Attention Deficit Disorder,
Attention Deficit Hyperactivity Disorder, Complex Regional Pain
Syndrome, Diabetes, Neuropathic Pain, Spider Arthritis, West Nile Virus,
25 Fibromyalgia, Shingles, Gout, Migraine Headaches, Post Polio Syndrome,
Central Virus Deafness, Asthma, Chronic Pain Of Unknown Origin and
Hepatitis C.

6. A method for treating pain and inflammation in a patient comprising
30 the steps of:
preparing a composition of an inactivated polio vaccine and a bacterial
antigen activator selected from the group consisting of tetanus toxoid, typhim VI,

diphtheria toxoid and mixtures thereof; and



15conposi tion conprises adm nistering approximately 0.70 nL of the

conposi tion. 11. The nmethod of Claim®6, wherein the patient is

suf f eri ngvbnomsoaiusease characteri zed by denyel i nat i onPC2AB201Tha23net hod of
Claim 11, wherein the disease is seleWted fromthe group consisting of
rheumat oi d arthrltlsS nu“ﬁiﬁle scLeroz#s Al zhei mer' s di sease, ALS,
Gui | | ai n-Barre &SHHPEFATE De RUPBALW GSPaUeBhi zophr eni a, Parki nsons' s

di sease, senile denentia, rheumatoid arthritis, nmultiple sclerosis,

Al zhei ner's di sease, ALS, Cuillain-Barre syndrone at her oscl erosi s,

schi zophr eni a, 7rennﬂ§ﬁpﬁﬂkxh§6ﬂgns6ZﬂdmgadsﬁﬁqWMHEQMangDw&mnqmampn
Attention %g&lcu% E}s rder fentl n Defic Hégeract|V|t Di sorder,
Conpl ex Reg’ORar PaR é?ﬁﬁpﬁﬁg %ﬁ%@m“ﬁﬁﬁﬁ@ VAT ENPA; a“@ﬁWder
Arthritss, vieste d\ﬂlth@bMerridﬁant@eQ%@tméﬁJrg' a, Shingles, Gout, Mgraine
Headaches, Post Polio Syndrome, Central Virus Deafness Asthna, Chroni c
Pain O Unknomn Oigin and Hepatitis C. 30 MD 2011/130404PCT/U82011/032313

20 repari,ng a it .of a |na oI|o vacci ne. and a
bacterialpanfig hgact vg? d(gQQ%E%QiW Qﬁﬂl ‘ggﬁI@ﬁﬁ%ﬁ@%?ﬁﬂf@%PoFetanus
t oxoi d, tyRBinftis.usizBiahe bl QIOIL\%%I“Qh@ﬁHQdW&i@d%Oﬁ% vta&‘?l'ieeﬁ?)f I pRNsly

adnlnlsterln the conposition to the patient. . The nméthod of Claim
13, wher ei otue afttgpteguptoxpiskdndg mahfebycmiqgospfihomymmnﬁﬂl ses using 5 parts
by vol of the inactivated polio vaccine to 2 parts by volune of the

bacterial antigen activator. 15. The nethod of C aim 14, wherein the step

of preparing the conuegintdiRil SRn| 68shddsh Mk RePAddmiM¥eMAL e of the
inactivated polio vaccine to 1 part by volune of the tetanus toxoid and 1

part by volcampopfion pamprgohadmiviisterigltbe Tepossidnodboftar@oaslm 15, wherein the
step of adm nistering the conposition conprises adm nistering the
conposi ti on subcut aneously. 17. The nmethod of C aim 16, wherein the

step of adni ni stieri Nghk ARUEAITIAIhihi ONWIRPBRLSES GFORhhistBhE G appr oxi mat el y
0.70 nL of the conposition.
15 composition comprises administering approximately 0.70 mL of the composition.

11.  The method of Claim 6, wherein the patient is suffering from a disease

characterized by demyelination.

20 12. The method of Claim 11, wherein the disease is selected from the
group consisting of rheumatoid arthritis, multiple sclerosis, Alzheimer’s disease, ALS,
Guillain-Barre syndrome, atherosclerosis, schizophrenia, Parkinsons’s disease, senile
dementia, rheumatoid arthritis, multiple sclerosis, Alzheimer’s disease, ALS,
Guillain-Barre syndrome, atherosclerosis, schizophrenia, Tremors/Parkinsons’s

25 disease, Muscular Dystrophy, Attention Deficit Disorder, Attention Deficit
Hyperactivity Disorder, Complex Regional Pain Syndrome, Diabetes, Neuropathic
Pain, Spider Arthritis, West Nile Virus, Fibromyalgia, Shingles, Gout, Migraine
Headaches, Post Polio Syndrome, Central Virus Deafness, Asthma, Chronic Pain Of
Unknown Origin and Hepatitis C.

30

13. A method for treating ALS in a patient comprising the steps of*



20 18. The method of C aim 15, wherein the step of adm nistering
the conposition conprises adm nistering the conposition four tinmes a day.
19. A nmetwocadofiorzo4oneati ng pain and inflammtion in a parcernS2@lsssiat ed
25w th rheumatoid arthritis conprisimy the steps of: preparing a
conposition of an inactivated, poljo vaccine and a bacterial antigen
activator sel ecPERUYRHAFVFRROHUG WBdpactiveted golag vacsingind aesteiid antiggshi m VI |
di pht heri a i i e X L0i:st.enl. e.,conposition
fo the pat ot 5D o e B h e 28 AR SO B SRR e 1 ng
t he conpositeNoxharcbmxtursetetest;mpd5 parts by vol unme of the inactivated polio
vaccine to 2 parB%%.b vol gme of the bacterjal antigen activator. WO

2011/ 130404PCT/ BE35YA7dRpiag sompospioridhepatishl of < ai m 19, wherein the step
of preparing the conposition conprises using 5 parts by volunme of the

i nactivated polio vaccine to 1 part by volunme of the tetanus toxoid and 1
part by volunme of the typhimVl. 522. The nethod of O aim 20, wherein the

step of adm nistering.the compositi onprises adm ni stering the
conposi tion subégt anggﬁﬂeﬁ(’d@%aa‘m Pg??g?erer%@er?ﬁpﬁ%fdl’r@@“@ giem 22, wherein
the step ofoagedimbsiahbnds hOg | 1 o LA) Sield

appr oxi mat eloygo.1710 L I%)rf %hgei %g%pgﬂ(gés)?% fl%lgl%e%gm% 1h&ﬁ%§t§g&ﬁ%§%€§g{§qggr

anel i or at i mgrtoby adlamk nd tteyhapteoatantipércictivesul t from rheumatoid arthritis,

multip]e sclerosis, Parkinsons's di sease, Miscul ar Dystrophy, Conplex
Regi on Pai n Syndrone, Neuropathic Pain, Fibronyalgia, Shingles, Chronic

Pain Of Unknown 16x i gite ntd@RAtdfic1fin{ 4, YR eil ' post Pol io
15Syndr ome conpri si ng: © sgi)cbnt aﬁ\e(\g%sﬁlrymaegﬁel\énolrfﬁ?raﬁﬁ thae conposition
conpri si ng cémpasitien ¢covapisey agied S potts by vaook 0€ the thRyViteapdli@vialieso of a
bacterial antigen acti vgt or selected fromthe gr oug consi sting of tetanus

toxoi d, typRT R VPIUME PHERIER0LS (o3RE: Bddrmirix e of e tdim VWo25 The net hod

of claim 24 wherein the conposition consists of 5 parts

15 16. The method of Claim 15, wherein the step of administering the

composition comprises administering the composition subcutaneously.

17. The method of Claim 16, wherein the step of administering the
composition comprises administering approximately 0.70 mL of the composition.
20
18. The method of Claim 15, wherein the step of administering the

composition comprises administering the composition four times a day.

19. A method for treating pain and inflammation in a patient associated
25 with rheumatoid arthritis comprising the steps of:
preparing a composition of an inactivated polio vaccine and a bacterial
antigen activator selected from the group consisting of tetanus toxoid, typhim VI,
diphtheria toxoid and mixtures thereof; and
administering the composition to the patient.
30 20. The method of Claim 19, wherein the step of preparing the
composition comprises using 5 parts by volume of the inactivated polio vaccine to 2

parts by volume of the bacterial antigen activator.



| PV and 2 parts typhimVl. 26. The nmethod of claim 24 wherein the
conmposi tion consists of 5 parts IPV and 2 parts of a mxture of tetanus
t oxoi d amwodnphish®ri a t oxoi d. 25 27. A method for pamaliScanasing or
abating synptons which result fromrhdumatoid arthritis, nmultiple

sclerosis, Parkinsons!s disease, Miscul ar Dystrophy, Conplex Regi onal Pain
Syndr one, Neuroﬁit hi jh?’é‘ieﬁ,‘o‘ilfif&%‘ﬁi/h%ah&re‘% P Zpr@"}FIB&ﬂg Pain O Unknown
i gin, Hepahbbdiforfconiiks Mihes Yufilisy vaisle Bk iBRY Qed mpri si ng:
subcut aneousl%} elld?n' n(i st eris ng1 % ;{0 rril%y‘(l)(? aegorrpolsl ' gtﬁ g@n%récglmﬁgtgg parts
i nact i vat egardl ivolwrgodithete(dhbPMkpidemd 12papiebiyt wlwhie af thacyimall. anti gen
activator selected WO 2011/130404PCT/US2011/032313 22 fromthe group
consisting of tetanus toxoid, typhimWVl, diphtheria toxoid and m xtures
t her eofs 228. e nimtdaad ahinfi@i i - osition consists
of 5 parts 5IPV and 2 partsJatyp %llrrﬁp\}lg.vme?eznm%@.d}fﬁ@%&%@o&’d&gf cl ai m 27
wher ei n t heowpoposi tinpriseoadnsiserofy the panpsitldi\dubndazopdyt s of a mixture of
tetanus toxoid and diphtheria toxoid. 1030. A nethod for ameliorating or
abating synptons which result fromrheumatoid arthritis, multiple I _
scl erosis, ParkibRsonghs (fhsRai®la; | "gﬁﬁt | Regi onal Pain
Syndronme, Neuropathic Pgiwrt]l?)%ﬁ br%lrrya ,3\'}%,&31 I ﬁéﬁ%@%dlaﬁﬁ%%l@tﬁgl n O Unknown
Origin, HepamposigorGomgrsses MirhimiswringmppanimRelst0. Rohl of Sewhgesiteanpr i si ng:
15subcyt aneously administering 0.70 mL of a conposition conprising 5 parts
inactiVvated polio vaccine ("IPV') and 2 parts of a bacterial anti geR_ y
activator sel echgd fOMLHBE FGARRRRS 05 LbdieQ e typhim VI,
di pht heria toxoid and m xtures thgr eog,O %our & ?%@@“ﬁ‘w§ %@gﬁr.b?he met hod
of cl ai m 30havheit@d arthiies, congids s¢leosis cRunkinsdns’ safisedsep MitssulhiPVyangh 2, partsf

[ [ ' ition consists of 5
tp;?? Ism VI C%%ip-l-ebxeRggﬁct)rba?gaicr)lfSy(r:lldraolmrQ, %uy(\)ﬁ?)gt %Ipaixtl,r%?br%?nr}rlgl?g?al, Slhingles,

Chronic Pain Of Unknown Origin, Hepatitis C, West Nile Virus, and Post Polio

15 Syndrome comprising:
subcutaneously administering a composition comprising 5 parts inactivated
polio vaccine (“IPV”) and 2 parts of a bacterial antigen activator selected from the

group consisting of tetanus toxoid, typhim VI, diphtheria toxoid and mixtures thereof.

20 25. The method of claim 24 wherein the composition consists of 5 parts
[PV and 2 parts typhim VI.
26. The method of claim 24 wherein the composition consists of 5 parts

IPV and 2 parts of a mixture of tetanus toxoid and diphtheria toxoid.
25
27. A method for ameliorating or abating symptoms which result from
rheumatoid arthritis, multiple sclerosis, Parkinsons’s disease, Muscular Dystrophy,
Complex Regional Pain Syndrome, Neuropathic Pain, Fibromyalgia, Shingles,
Chronic Pain Of Unknown Origin, Hepatitis C, West Nile Virus, and Post Polio
30 Syndrome comprising:
subcutaneously administering 0.70 mL of a composition comprising 5 parts

inactivated polio vaccine (“IPV”) and 2 parts of a bacterial antigen activator selected



| PV and 2 parts of a mxture of tetanus toxoid and di phtheria toxoid. 25

WO 2011/130404 PCT/US2011/032313
22

from the group consisting of tetanus toxoid, typhim VI, diphtheria toxoid and

mixtures thereof.

28. The method of claim 27 wherein the composition consists of 5 parts

5 IPV and 2 parts typhim VI.

29.  The method of claim 27 wherein the composition consists of 5 parts

IPV and 2 parts of a mixture of tetanus toxoid and diphtheria toxoid.

10 30. A method for ameliorating or abating symptoms which result from
rheumatoid arthritis, multiple sclerosis, Parkinsons’s disease, Muscular Dystrophy,
Complex Regional Pain Syndrome, Neuropathic Pain, Fibromyalgia, Shingles,
Chronic Pain Of Unknown Origin, Hepatitis C, West Nile Virus, and Post Polio
Syndrome comprising;:

15 subcutaneously administering 0.70 mL of a composition comprising 5 parts
inactivated polio vaccine (“IPV”) and 2 parts of a bacterial antigen activator selected
from the group consisting of tetanus toxoid, typhim VI, diphtheria toxoid and

mixtures thereof, four times daily.

20 31. The method of claim 30 wherein the composition consists of 5 parts
IPV and 2 parts typhim VI.
32.  The method of claim 30 wherein the composition consists of 5 parts

[PV and 2 parts of a mixture of tetanus toxoid and diphtheria toxoid.
25



