+
[W)
§
I3}
i

[
5
n

{

!
i
[
[ %3

[

[ 7}

t

W]

1]

Y]

D ] -
o -

n

AZCH STUDY:

K/)

H

R -
- ~

11

~
il

INDUCZED MALARIA as THERAPY fe7 <1V INFSSTICN

Sgerses This ressarch stucy Is peing funced By The Hsimilch Insttuts Founazizn, Inc.
ic the extant that contributicns ara racsived for this specific croject oeyend the Feurcaton's
adminisirasi/a and ressarch 9xpensas.In Asscciaticn with Dr. Wiikert C. Jerdan and Dr,

Hanry Hsimilch, the Co-Principal Investigaters.

INTRODUCTION

The Increasing Incldsnca and the devastating merailly 'ind mersic ty ¢f numan
immuncdeficlsncy virus (HIV) Infacticn have baeen matchad by Intgnse scientiic stens

aimed at finding & means to help these infected with HIV and to pravent its spread.

PURPQSE OF STUDY

The purpose of this study is to assess ths eflectvsnass and safsty of Incucsd :Mslaria
Therapy. it is “zzad that IMT will cause a substantial reduction in the tecy's HIV viral Icad
and allew impreved Immune function. Improvemant in immuns function may ssma zrate
itseoif by boneﬁciai changs In CO4 ¢3il numbers, and cther monitersd markers of Immune

G}QQCHJ Huu \u -

DURATION OF STUDY

Tng Zuratler +f the study will be approximatsiy 14 weeks after an inmtar infusion. rcu wil 08

raquirad io maka a minimum cf 12 viaits {0 a ghysiclan's offics.
STUDY PROCSEDURE

cu wiill underge a medical history anc pnysical examinaticn at study antry. Wemen of
chilckearing sctential will £a testad fcr pragnancy.

Natwral Infusien of malaria parasites will ba administered cn cays ons. '
Slecd iasts will bs periormed pricr to staning treatmant: taseline, weskiy durring ‘ebrile

responsae to malaria and three and six weaeks after antimaiana treatment has tegun.

Yeu may withdraw from the stucy at any time withcut jecpardizing yeur future mecical cars
¢r possible invelvemeant In subsaquent clinical studles.

Fage. Protocol
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YIur zanizicalcs may 9 Srminaisd by the fa8earchars Undst thesa Gircumsiancss:

. Osarcratng v2alth or sthar conditicns 'mat might maka comtinued
sEcizgtlen dawrimsntal i vour heaih

12 X3IC Apscinimsmis fer infusicn daia wnd siced Inaivsis.
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3. Cscisicn by the Invsstigaicrs to siep ths stugy 20 madical grounds |
4, Dsclaicn ‘o changs yeur anti-retreviral regiman.

RISKS AMD DISCOMFORTS

[¥7]

Yeu undersiand and acknewiscgs that Inducsd Malaria Tharacy In the trsatmsrt of HIY has

only been usec In a very limitad numbosr of human teings for avaivaticn of irsatment of
symptoms from HIV/AIDS. Thers may be discomfert from the Infuslen of Inducsd Malaria
Theracy and ths blocd craws. Such discomicr: may Inciude pain frem the nesclastick

and/er Brulsing. You further understand that thers is 1 risk of acverss sides affscis or
complicaticns as a rasuit of your recsiving treatment. Such adverse sids sfiscis ar
complications may includs, tut ars not necessarnly limitsd to ths follewing: fever, chilis,
fatigus, nauses, vomiting, neadachs, flushing, shortness cf breath, tightness cf the chaest,
back pain, muscls aches, sweating, fail In blocod pressurs, rash, jeint paiz, muscle
waakness, and acuts allargic raactlen (wnich could on rara eccasions £se !atal). Thers Is

alsc a possibillty that trsatmant with Incucad Malara Tharazy may acsslerats your =!Y

diseass condition.

FOTENTIAL BENEFITS

8y signing *his documant, ycu undersiand that the rsgsarch Invastigaters do not guarantee,
racrasart, or warrant that ireatmant with incduced Malaria Theragy may sice ¢r 'starc the

2re3m383 i IeUmInes of dymptems 2 AlICS o ARC.

The investgatcrs cannet sromise that yeur paricipaticn (n this ressarch stucy will guarantse

any cirect or immasdiais tensflt io you. Howaevsr, the Incucsd Malaria Tharapy you rscaive
may benaft ycu dy algvating the ictal CO4 csil popuiaticn and/er recuce your HIY viral
cad. 's hcped that the kncwisdgs sainec from this study will 0@ ¢f Senerit to cthers in the

f’-a’n..' ra ‘

Neither Or. Heimiich ner the Haimiich Institute Feuncatlon, Inc. pracicss madicins cr
orcvide madicai cars. Thnsy ars Invclvsd In the malariatharacy creject solely frem the

stancpcint of avaluating scisntific daia.
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You rsallzs that tha administratlon <f this agant Is teing acna as a gilct stucy fcr maclea
research ard thers s no commitment by the Principal Invastigater 1o crovida .c'-as.. 0 this

mcdiality n the fuiurs.

FOLUICY REGAADING PREGNANCY and CONTRACESTIVE

You uncarstand that if you ara a woman of chilcbearing ags, ycu will £9 acmittad !¢ ths
stucy only it ycu ars nct pregnant and if you agree to use a Sarrer contracsptivs or an
stfsctlve maethcd cf birth centrel for the duration of the atudy. It you should becsms pregnant
while on this study, you must Inform the invastigatcr immediataly so that you can be
withdrawn from the study. Your physician will reccmmend an afternative therapgy tc ycu with

respect to ycur health and that ¢f your unbarn child. Ycu undsrstand that zil paricicants
sheuld use barrier contracsptive matheds.

CONFIDENTIALITY

Yeou undsrstand that all information will be haid confidsntial and will ngt ce rsisasagd witheut

yGUr wnllgn sarmission. rurthermecra, you undersiand that your records and rasuits will net
b¢ identified In any publications as pertaining to ycu specifically. Ycu wiil & ideniifled cnly
by a code number for the purposes of the study, known cniy tc stucy perscnnsl.  You
understand :nat ycu will alse be giving consant for the Principle Investigater to review your

madical reccrds 48 may be necsssary for the-purpesa of this study.

CONSENT
‘You urderstana that you nave ‘ha 7ight io rsquast tha Principal Investgater anascr your

chysician tc answer any and ail questicns yecu might nave conceming this lhsracy at any

iima aricr to or during the ccurse of the stucy. Ycu uncarstand that ycu have the acscitts
right 10 tsrminats your sarticicaticn in his swcy at any point during its coursa.

You harscy agrae o held harmiess ihe Haimileh Instituts, Dr. Wiltent Jercan, Cr. Henry
~similch ancd ail other “s3zith cars previders Involvad in any ‘way in ihis stucy.
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You understand that the use cf Inducsd Malaria Therapy |8 on an experimental basis, and
that this treatment has nct bean approved for usa sy the FDA zr any other governmantal
agsncy. You velumarily accact ail risks associated with the uss of the procuct, knewn or
urkncwr. Yeu understand that this agrsemaent Is binding on yeu, your estats, ycur helra and
assigns, anc sxtands o all ilability ef any naturs whatscever, Inciuding ary claim lor
nagligencs ¢r fallure ic wam. Ycu harsby bind yourself, your estate, your hsirs and
assigns, and any persen or sntity ciaiming to act on your behaif or on behalf of your astatg,
ycur hairs cr assigns, nct io maka any claim against any persen or entity whatscever, for
anything of value, arising out of the uss, manufacture or distributicn of this preduct.

Your signature Inclcates that ycu havs rsad and uncerstand this consent form. You hav ;
declded to paricipate In this research stucy. Ycu have racsived a copy cf this informeg
consent. You understand the naturs of the study, tha precacures, the bensiits, and the risks.

| have had the opportunity to ask questions and have all resconses sxplained to ycu by the
Frincipal Investigater in a language | understand.

| freely agree to anrcil In this atudy having rsad, In detall, this Informed Consent Ferm

Name of Patlent (Fleass Print)

Adcress of Patient

{ ) .
Fhene Numbser of Patlent

-/ /

Signaturs ci Patient Data
Name 21 Witness (Please ~rint)

foo
Signaturs of Witness Dats
Namse of Investigator (Pleasae Frint)

/ _/

Date

Signature of Investigator
Face Frotocl
' (HTinHIV






