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Introduction

This consent form may comtaia words hat vou do pat undersead, Please ask the swdy doctor ér e
study saff w0 explain tay words or informatiop that you do not clearly understand. You may take
home ap wisigned copy of 1ais consent form to taink about ar discuss with family or friends before
naking your decision.

You #z2 being asked to take part in the clinical research study naac above because you have
inflammatory asthritis (pain and swelling of the joints - rhcumastoid arthrids, pSoriadc ertaris or
ankylosing spondylitis). You have the right 1o kaow zbow the proceduses, risks, hezards,
discomforts, and possible benefits of this study to belp you meke ac informed decision sbout
whether or nat you will volunteer to partcipats in the stady. Please read the inZyrcatdon be.ow
ond aslc questions about anytning you don't understand before deciding whether or not 1o take
pan- :

.
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Your participation in this research gtudy is volunfery. }’ou ire ffe:e to withdraw your consem w
participate or mey refuse to patticipate af any time. This roeans that ych can sLop pastcipalion of
refuse o participate for any reason, without penalty or loss of bsoefts that you are otherwiss
cntitled 0. Withdrawal or refusal will not affect your medical care or other av.ax.\able treatments
for your inflammatory arfbrite. If you withdzaw or refuse 10 participate, it will not affect your
pariicipation in other clinieal studies.

Abotnt 120 voluntecrs will take part ix this ¢linicel rescarch study. Tae study is taking place 8t
research shes ip the Unitcd States.

Purposc of this stady

The purpose of this stady is t0 find out if repeat iniections of te #.ve:ﬁ:igpﬁw}el gene t?ansfer
agent tgAACI4 (study agent) o 8 gingle joint are safe. An investigational agent is ane whgch has
oot been approved by the U.S. Food and Drug Administration (FDA). 1t is notkKnown d‘ gene
wransfer will work in people with inBammatory arthritis. In this swudy 1gAACO4 will be given to
subjects who do end do not also use approved TNF-o. blockers such as staneseept (Enbrel®),
infEximab (Remicade®) and adalimumab (Humira®).

Study Agent

Gene wansfer i§ an experimemntal procedure that introduces & gene coding for &.protein directly
inta cells in the hody. The body can then use the gene io make the protein. Howevez, genes

’ csnnotbein&rodmcdinsidzmecsnvdthomhe.’p. In the case of tgAACY4, a small and simple
~virus called adeno-associated ¥irus (AAV) hes been modified to somain the gene coding for the
TINFR:Fc protein, which is the same s the medication called etanercept or Enbeel® Howeve,
Enbrel® does not contain the gene, cnly the protein. AAYV infects mpny people in everycay life,
but does not cause diseass in bumans. Although tgAACY4 wes modified from AAY,
tpAACY4 cannet grow in youx body because al) the AAV gepes, including those that it needs to
grow, beve beet removed.

By inj2dtp tpAACH-directly ive-an affested jaint in your body (galled the target joint), we
hope it will help the body meke a protein that stops the inflammaitcty process end reduces the
progressive joint destruction and resulting cisabilities associnted with luflasumatory arthritis.

Selection of study subjects

» You must not have tested positive for HIV, taberculosis {unless adequately treated),
bepatitis B or hepatitis C.

e If you are & female, you must not be pregna. or breast-feed:ng and you must be willing
to practice effective birth control measuces during your perticipation in the srudy.

e If you are a mele, you should not father a child and you must be willing to practice
effective birth conmol measures during your participaticn in tic study.

« Thers may be vther 76asans you may not participate in the sipdy- Your stady doctor wil;
d8seuns thase reasons with you. -
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Study Sctup

The study is divided into six groups called *coborts™. The dosage of sudy agent you receive wi}l
depand on which vobort you are in. The first three cohorts are known es “dgse-escaladep.” This
mcans that subjects envolled inle the secon8 cohort will receive a higher dosage of stody agert
thus subjects enrolled into the Srst cobori, zad subjects exolled in the thixd cohart will receive 2
higher dosage of study agent than subjects earolled into the second :ohort. Coborts four, five
and six Will bo enrolicd simultanesusly (at the same time). Subjects zoolled in cohort four will
recelve the same desage as subjerts in cohart one. Subjects cwolled. in cobort five will receiva
the same dosage as subjects in cahort TAC. Subjects in cohort six will receive the same dosage 25
subjeets ia cohort three. Bach of the six cohorts will bave 20 subjects and will be divided into

two parts; Ssgment A and Segment B.

If you qualify far the study at screening snd wish to participate, your research doctor will
determine which eligible joint (knee, ankle, elbow, wrist or knv:kle) will be argeted for
injection. In Segment A, you will be rendomly (by chanee) assigned 1o recejve either study
agent or placebo. The placebo Jooks tike the sudy ageat, but does 1ot comain tgAACHS. These
is a three owt of four chance that you will get tac study agent and a yne out.of four chance that
yoo will get fhe placebo. Segment A is calied “doublc-blind™. This mesns that neither you nar
the research docters aad nugses will know if you have been givea the study agent or the placebo.

Toformation showt wheiher you raceive study agent or placebo will be kept secret (blinded) in a
Jocked file at Targeted Genztics Corporation. Io & medical comergency, this information may be
revealsd (unblinded) 10 the research doctor to maks decisions about your medical care. It may
also be revealsd 1o the Dats Monitoring Concmittee, which is an extemal group that oversees the
rescarch study.

Once your research doctor detemmines that you are eligible to ressive a second injection (uo
soaner than 12 weeks after rsceiving your first injection but no longes than 30 weeks), you will
tc corolled into Segment B of the smdy. Segmeot B is called “opin-label”, which means you
u&&tha research  doctors and nurses know thas you will receive studv ageot. In Segment B, you
will receive an injection of studV dgent at s dose concentration as the first injectionfor.
your cohart. The injection wil) be given in the same joint thet was in] eoted in Segment A

How long will the study last?

The screening process may tale np ta two weeks. Segment A of the study mey last hetween
12 end 30 w?eks depending oo when you become cligible to yeceive a second injecton.

Segment B will Jast about 30 weeks. Including screening, the total length of your participation

will be between 44 and 62 weeks (10 and 15 manths). The total sumber of study visits may

range Srom 14 to (6.

Study Procedures —_

ifyo.u agree to pardsipate, you will sigo this informed conseat fom:. You will be given a copy

of this consent fosm 10 keep. The criginal will be kept by your research dostor.
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Day -14 (Screening)

o You will sign the infonmied consent form, (if not already done). . .
s Youwill have e medical examination, including physical cxam and vital signs (}*ital signs
are pulse, breathing rate, blood pressure and teropersune), and be esled quastions about

your general health and any medications you currently take or have taken in the past fow

wesks,

Your study doctor will examine your eligible joints and deiemnine which joint is 10 be

inject=d.

You will be asked to provide e blood sample (about 2103 tablespoons).

You will be asked to provide a urine specimen.

You will have a PPD test (a test 10 see if you have been exposed to tubercolosis), it is

positive you msy need to have additional (bsts to confirm whather or sot you have active

suberculosis. 1f yeu do, it will bave to be reparted as required 'y law.

v You wi)) have an electrocardiogran: (ECG or EKG - tracing of the electrica) activity of the
heart) end a chest x-rey. . ) :

e If you are a women capable of becoming pregnaat, you must have a uripe pregnancy test

Study Visit Schedule

I you qualify at screening. you will be asked to return 1o the resaarct. elinic within 14 days o be
injected with eifber study agent or placebo (Segmemt A - Day 0). You will then be asked 10
complete additonal study visits based on the Tollowing schedule:

Sway [ Day | Day | Day | Week | Week | Week | Week | Weakz | Week USV | EW
visw | 0 0 3| 7 4 B 12 18 24 30

| Segment

Segment | X ® X X X X X 2% X USV | EW
" :

Seggxentrx v | X X | X X X bX X |USV |EW

X= Stady visitis required
K= iimdy visit is not necessary if target joint is eligible for second jnjection at ox before thas
sit

»=  Phone contacl )

USVe= Unscheduwed Visit: only required to assess possible injection site reattion oy worsening
of targe! jonl.

EW<= Emly Withdrawal visit only required if study participetion. is stopped eady aler
Teceiving en injection.

At eaca study visit (during both Segnest A end B) the following procedures will be copductad:
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Day 0 (Injection Visit)

o You will bhave a medical examination, including physical exem and vital sign:S, and be
asked questions about your generel health and any changes @ medications Sipce your
previous stady visit.
¥ our resea-ch doctas will examine the target jout.
You will 5e asked to provide a blood sample (about 210 3 tablespoons).
You will be asked 1o provide 8 urine specimen. .
You will complete questionnaires about your overzl} diseess aotivity, pain and disabilsty
assocjated with your inflammetory artiritis (if you bave ankylosing spondylitis, you ol
Jlso be asked o camplete the Bah Anlylosing Spondylitis Functional Iodex apd the
Bath Ankylosing Spondylitis Diszase Activity Index).
« Vour research doctor will conduct a sount of your tendcr and swollen joints and complete
a global assesswent of your inflammatary arthzitis.
Your height snd weight will be measured.
If you are a2 woman you will have a urine pregnancy test
I fluid js present in your target joint, your research doctor will remove the.fiuid (f
possible) with & nzedle and syringe.
e You will have your ‘arget joint injected (with stody agent or plecebo if Segmeai A; with
smdy agent if Segment B).
o Afier your target joimt is injected, you will be asked 10 remain in the clinie for ope hour 1o
manitor you for any side _

Abow three days after completing the Day 0 (injection) visit, you will be contaced by yqur
rescareh Adstor, aX research . end asked guastiors about your geaeral health
and any changes in medications since your injection. If you have symptoms (like increased
gwelling of the injected joint) that sound Hke an injection site rescdon, you will be asked w6

retum to the research site for an wnscheduled visit

Day 7

g
-
-

e You will bave a medical examination, including pbysical &am and vital signs, and be
asked gquestions about your generel health and any changes: in medications since your
previous study visit.

Your research doctor will examine the target joint.

e You will bz asked to provide a blood sample (about 2 teaspeons), if Segment A and you
ave one af the first ten subjects curolied in cohorts two or tree.

« You will complets 2 global, pain and cissbility assessment of vour inflammatoly grthrits
if you are enrolled i coborts fous, five or six.
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Weelk 4, Wock 8, Week 12, Week 18, ‘Week 24, and Woek 30

e You will have a medical examination, includiog physical exsm and vitai signs, and be
asked questions about your general health and any chenzes in tuedicatons since your
previous study visit.

e Your research doctor will examiue the targst joint.

You will be asked to provide a blood sauiple (about 2to 3 tablespoons).

You will complete a global, pain and disability assessrent of your inflammatory arthnitis
(:f yon bave ankylasing spopdylitis, you will also be agved 10 complete the Bath
Ankylosing Spondylitis Functiocal Index and the Bath Ankylosing Spondylits Disease
Activity Index).

e Your resaarch doctor will conduct & coumt of your tender and xwoll=o joints anc complete
a globa! assessment of your inflammatory archritis. _

» If fivid is present in your target joini, your resegrch docto: will remove ths Huid @f
possible) with a needle apd syringe. (Wagk 4, Wegk 12 and Wezk 24 only).

You wil) be asked 10 provide a utine speaimen (Wegk 4 gnd Week 30 only)

You will be weighed (Week 12, Week 24 end Weck 30 onlv).

1f vou are a wamap capable of becoming preguant, you will have a blood or urire
pregnancy test (Week 30 only).

e Yon will have a chest x-ray (Week 30 onlv).

A the Week 12, Week 18, and Week 24 visits of Segment A, your nusearch doctor will examine
your target joint and decide if it is cligible for the second injecion. f so, the remaining
procedures for that visit swill not be performed, and you will be asked to return for the Day 0 visit
of Segment B within 14 days to have the sccond injection, which will be study agent (tgAALC94).
if your target joint does not become eligible for a second injection prior o Week 30 of Segmeant
A. yon will amtomatically switch tn Segment B and receive the second injection at the week 30
visit.

Unscheduled Visits ‘

Y1 may be asked to retum for an wnacheduled vigt i you davelop symptoms that soupd like an
injection sitc reaction or flace (worsening) of the target joint. If so, the following procedures will
bo performed:

« You will have a medical examination, including physical exam and vital sigus, and be
ecked questions about your generel health and any changes in mecications since your
previous sady visit. :

¢ Youwill be weighed

»  Yourresearch doctor will examipe the target joint

«  Your research doctor wili canduct & count of vour tender and swolled joints.

- —
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{f ysur rescarch doctor determinss that you have 3 flare of the terget -oint and are eligible jor a
second injection, vou will be asked to rotum for the Day 0 visit of Segment B within 14 days. If
your research doctor determines that you have & possible injection cite reaction, the foliowing
procedires will be performed at the unscheduled visit:
« You will be asked 1o provide a hiood sample (sbout 2 to 3 1ablespaons).
You will complete a globsl, pain and disability assessment of vour inflammatory arthritis
if you are enrolled in coborts four, five or six.
s 17 fluid is present in your target joint, your resesrch doctor will remove the fiwd (f
passible) with a needle and syringe.

If vour research doctor suspects that you have an injccrion wite reaction at & reguiarly-scheduled
visit, the above svaluations will be perfarmed, if they are oot alregdy part of that study visit,

Long-Term Follow-up

This study involves gene trapsfer. The U.S. federal govemment has established strict
requirements far gene transier smdies. One of the requirements is thut if you recefve 1gAACH,
you will ba expscred to cooperate in Jorg-teom follow-up after sudy agent administration.
Long-term follow-up after the last injection of study agent will ccasist of annual contact by
telephone for two years. You will be asked 1o provide a list of persons to contact in case you
cannot be reached. If yon move, you will be esked to provide your new address and telephone
number to vour tesearch doctor. Your research doctor or a member of his/ber staff will contact
vou onoe a year by telephone during the two-yeer follow-up w ask questions sbowt any
haspitalizations and new medical conditions you may have bad. This is important o determins if
there sre auy long-term consequences of recsiving a gene transfer ageat

To fully evalume the sffects and safety of gene transfer, it is necessary to obtain 2s much

tnfesmeation as possible. If you die, no matter whet the cause, evaluating your organs by sutopsy

might be very helpful in undexrstanding the full edfects of gene transfer, if there are any. In order

to comply with the Nationz] Institutes of Health (NIH) requiretoents of gene transfer studies, if
your research doctor-learns of yous deatlhs within 24 hours of the event, then an autopsy will be

requasted From your family or next-of-kin. By participating in this study, you are grapting your
research doctor permission to mzke this request of your family, but this does not siean ther you

are giving permissiop for an autopsy. However, you are encouraged to discuss this with your

family in advance.

Risks, Hezards and Discomforts
Risks Associated with tgAAC94 (study ageni) *
The risks associated with 1gA.AC94 can be divided into (1) the risks sssociated with the gene that

is transferred 10 the body and the protein for which it cudes, and (2) “he risks associated with the
AAV uszd to inbroduce the gene into the dedy.
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"M sene that is transferred 1o the body codes for orotein that is the same as the approved
roedication called etansxcept oz Enbrel®. Etascrcept has been giver by an injection under the
siin to meny people with ipflammatory atheitis with ctemarkable improvement in thels
symptoms. [t has been given directly into the joint of a smec number of people with
{nflammaiory artoritis with some icyprovement in the symptoms, but 1n one case, there was
inguased swelling of the joint. It is not kaown if the risks of giving the gene coding for the
protein directly into the joint will be the same as giving etencrcept iself. The risk of giving
injections of tRAACH4 Inw the joiots of people who are taking other TNF blockses like
infliximab, (Rcrmcadz@) and adalimurnab (Huxxirs®) is unknown.

Side cffects (or negative symptoms) associated with injection of stapercept under the sian
jnclude scrious bacterial infections, especially iff yon also have diabetes, reactivation of
iwbercalosis, demyelipating symptoms (like those aesocialed with multiple sclerosis) and
lupus-like reactions. These sedous adverse {bsd or hamnful) effects ocowr in abour 10% of
patienis who recsive etanercept. Other reported side cffects are sezures, inflammpation of the
perves, fever, bruising, serious hlaod disorders and paleness. These side cffects eouald be
possible with the use of tgAACS4.

Targsted Genpetics Corporation has used AAV to imroduce genes ints over 220 people. These
included about 140 sobjects with & geaetic disorder called cystic {fibrosis (CF) who received
doses of a similar AAV vectar mito the nose, maxillary sinus sod lung, and sbout 65 healthy
voluntesrs Who received an injection of a gimilax vector into the muscle in an HIV vaccine study.
Some subjects administered tho bighast doses developed an ipumurie respoasc. This immune
respanse consisted of elevated proteins (nat interact with AAV in “he blood. No side effects
rolated to the development of this immune responsc have been note so far. We do not know if
the same imurroe response will develop efier injection of tgAACO4. It is possible that this type
of immune response will make additional injections of tgAACS4 or other AAV vectars in the
fuume difficult or impossible.

A single dose of 1gAACS4 has been injected into the joints of both rats and monkeys without
ising any safety coneeps. A single dose of » differenit AAV vectar, containing the rat version
of TNFR:Fc, bas alwo been injected into the joints of rats With anbritis without causjng aoy
problems, The arthritis in these rats secmiad to improve. A single injection of tgAACS4 has
been givea to the joim of approximately 10 lnwrans in anothss study af tgAACY4 without raising
any safety concemnt.

Repeat injections of fgAACY4 into joints bave been given 1o rats once a month for three months.
After the second injection of tgAAC94, approximately 20% of the rzis developed mild swelling
in the joint that resalved aster a few days. Itis possible that you may develap increased swelling
of the joivt afler you recaive the second doss of tgAACY4. 1f the swelling is severe, you may be
weatac with 2n injection of steroid into the joint 10 help reduce the symptoms. However, if you
receive an injectior: of steroids into the ferget joint, you will be withdrewn from the study.

e
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Another possible cansequence is thet 8AACH4 could spread to other parss of your body. The
sisks of this are not known at tris time. We beve seen this type of spread ip animal studies when
1gAAC94 hes been given by imjeotion into the joint.

Therse is a very small chence that the tgAACO4 coald damage the DN A ip the cells of you b?dy
by inserting ftself into your genes. If this heppeued, it could put ¥ou at risk for developing

. canger in the funhxe,
£

The t).S. Food and Drug Administration  FLDA), which oversses clinical swdies of
investigatiopal dzugs in the United Stetes, was made awate of an apima’ ctndy where a gumber
of pewbom diseased mice injested with very high doses of an AAV vector developed liver
tapors. This was a research study using 30 AAV veewr that was nol designed or producad for
human use. The vectar used for {he mouse study did not contain the TNFR:Fc gene and it was
not designed to treat inflanimatory arthritis. Tumors have zot been observed in ofer similar
srudies of differsat types of mice injecte¢ with higher doses of AAV vectors and watched for
aves & ysaz. There bave been no seports of purmoxs in e limited number of buman subjects who
have teceived an AAY Vector, Tumors have not been repored in sny other animal studies of
AAV vectors, but the number of studies that bzve been done o far is amall. Tt seems unlikely
that the twmwors sxe linked to the AAV vactar, but we do not know for sure.

Sinze we do not know what tgAAC94 will 30 1 an embryo o fetus, femeles who migh: be able
10 become pregnant must not be pregnant while in the stdy. Any female of childbeariog
potential who joing the stody will have ¢ pregnency fest before she receives the tgAACO4 or
placebo. Both males and fernales who joip this study mast agree 1o Use effective dirth-coatrol
duying the entire study, as we do not aow wher the smdy agent could do w0 a developing haby.
Bffective forms of bixth control include hormonal therapies (for example, the D), barrier
methods (for example, condoma with spermidide), IUD, surgical'y sterility (for cxample, 2
bysterectomy of Vaseciowy) or menopauss (for at Jeast ope year). If you ‘become prognant,
sugpest that you became pregusnt, or impregnste sameone while op the study, you must notify
yow research doctor immediately. If you are pregnant end are scheduled to zecsive study agent
ar placebo, you will be immediately withdrawn from the study.

There mey be other not-yet-idemified side effects that could oecur Jdwing the tmg you
pa_:uo‘.pat; in e study or yeaxs afier receiving the study agent Unlmown side effects could be
mild, serjous or fife threatening, and corvld result in paln, discomfort, disabhility or, in Ture
circumstaaces, Jeath. :

Risks and Discomforis Associated with Study Proceduces

Blood samples are tzken by putting @ neediz intc your vein, which can csuse pain, bruising. and,
rarely, infection. Removel of fluid Srom the joint can also causs teraporary’ locsl pain, bruising,
and moeely, infecticn. As with any ijoction into the joim, subjecis may experieacs pain,
twendemmess, rednsss, discoloration or bruistng & the_gte of injectiom.  The sk of infecton is
smal], but you could get one from these procecures. You will recaive a small acount of
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adiation from the chest x-may. However, this amount is too low to bz measured directly and is
cossidered to be companble to recoiving several weeks of patcral vackground radiauon
exposure, which most people in the United Siaws roceive each year-

You will be watched and treated for any vomplications duricg and ader the procedures. Yoar
research doctor and nusses will monitor yovr disease stams apd cheek for sidc effects with blood

tests and physical examsinstions.
Your concition mey 5ot gex bettst or mey besome worse duzing this stdy.

Research studies involving gens trapsfer have received a great deal oZ attention from the medie.
Alihough every effort will be made to proect your identity and that o¥'your family, this atteption
mgy result in 8 greaier sisk than usual *hat infonnatiod concerning yur study participation will
appear pualicly without your consent.

New Findings

You will be notified if there are any significan new side effects or information that might change
your decision to be in the study.

Porential Benefits
We do not expect You 1o receive any direct medical bensfit from partisipation in this study.

Because you are in this smdy, you will undergo more frequent moniaring of your inflammatory
agthritis, which may give additional sxformation to you and your research doctor abow the
progress of your discese. Itis possible that this extra monitoring and testing could improve your
healtt while you are in the study, but we do not know if this will haprcn.

The results of this stdy wmay give Targeted Genotics Corporation and the research dostors more

.

imformation 1o use in the naxt step of developing 2 gene transfer agent for inflammatory arthritis.

e =

Casts of the Study

Neither you nor your insurenct compaay will be chargoed for eny “exts or procedures that are
done for the purposes of the research study. Study ageni will be provided without charge Yy
Targeted Genetics Corperation, the spunsoring company.

You or your insurance compamy Will be billed for cosis of tests oy proccdures fhat are part of
your routine soedical care. -

Compensation

Vau wiil not he paid for your perticipation ip this sy, -
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Alterpative Therapy

An altemative to administetion of the tgAACO4 o1 plaszbo is the current siavdard treatment
gvailable tc patients with rheumatoid arthritis, psoziatic arthrids or ankylosing quudyhﬁs at The
Arthoitia Center.  Your research doctor will discuss this treasment with you during the conssnt

pracess.
Voluntary Participation/W {thdrawal

‘Your participation in this srudy is voluntary. You may choose not to participate or withdraw
vowr conseat 10 participate ip this study without penalty or Jass of banefits to which you are
aprided. You should notify your sesearch doctor 85 soom as possible if you decide © withdraw
your conscut. Yous rescarch doctor or Targeted Genetics Corparativn may 8lso decide to siop
this clinjcal study for eitber medical or administrative reasons at ey time and witbout your
comsent. This could happen if the ressarch is pot bencficial, &0 unexpected harmful side effect of
the study agent is found or the study resources are 19 lopger available.

If vou discontirue the study eatly (after Day C but before Week 30 in either Segment) for zny
reason, you will be asked 1o retnm 10 she clinic for one or more safery checkups. The procedures
and assessments completed at the Early Withdrawal visit will be the same as those that are
compieted far the Weele 30 sisit. Regardiess of the reason for youx discontinuing the study,
clinical information relevant to taie rescarch sudy will continue 10 3e collected. Thie inciudss
infiormation about study-related injuries and long-term follow-up.

1f you develop # severe side effact, like increased swelling of your target joint that your resesarch
doctor thinks is dne to the stdy drug, you may 20t qualify to receive the second igjsction of
open-label sludy drug. In such & case, your research doctor will ask you to retmn for stmdy visits
until the time of the second infoction (Weelk 30 of Segment A); then you will be withdrawp fromo
the study. If you have already received e second injection of srudy dwug and your research docwor
thinks you have a severe side effect due to the smdy drug, you wifl be adleed to complete e
study through Week 30 of Segment B.

Compensation for Injury

i you.m‘miureq as 3 direct resuit of perticipating in this study, medicel troamment for immediste
chphcaaons will be provided to you without charge, This does nit constitute a2 waiver of anv
rights you maey have under federn) or state lews and xegulations.

Source of Funding

Funding for this research study will be proviced by Targeted Ganeﬁz:s-(:mporat: on.
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AUTHORIZATION TO USE. AND DISCLOSE INEORMATION FOR RESEARCH
PURPOSES

Fedeval regulations give you certain rights related to your health information. Thesc inciude the
right to know who will be sble to get the information and why they wmay be able to get it. The
rescarch doctor must get your authorization (permission) 10 USE or give ou: &ny health
information thm might ideptfy you.

What information may be used and given fo others?
If you choose to be in +his study, the research doctor will get personal information about yeu,

This mey include informetion that might identify you The research doctor may also get
jpformasion about your health including:

Past end present medical recorcs
Rezearch rocords
Records about phone calls made as part of this research
Records abaut your study visits
Information obtained during this research about
Other reporteble infections diseasss
Phvsicsl exams
Laboratory, X-13y, and other t=st results
Cuestionnai
« Records sbout any study agent you received

Who may use and give out informatioc about you?
Infomation about your health may be usad and given 1o others hy the research doctor and staff,
Tnnymlgh’lseeﬁ:cmwdlhfomsﬂcn during and after the study.

Who might get this information®

Your information may be given to the sponsor of this researsh. “Spoasor” includes any persans
or companies that arz ‘working for o with the sponsor, or arc ownxd by the spoasor. For this
study, “sponsor” also includes AXIO Research Corporation. an agen! for the sponsar.

Informativu sbout you and your heatth which might identify yn may be given.to;

The U.S. Food and Drug Administration (FDA)

Depastment o Healtk and Haman Services (DHHS) agencies

Govemmen:a' agencics in other countries

Govemmental 2gencics to whom cenain diseases (repenisble diseases) must be reported
Tie Western Institutiona) Revicw Board® (WIRB™

Why will this information be used and/or given to others?
Information abowt you end your hieslth that might identify vou may be given to others 0 cany
out 't%le research study. The spnmsor will anslyze aad evaluate the results cf the study. In
addition, peopie from the sponsor and its consultants will be vistanp the research site. They will
follow how the study is dore, and *hey will be seviewing your informasion for this pOIpose.
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The information may be given to the FDA. Jt may also be gven 12 govemmental agencics in
otlaer countrics. This is done SO the sponsor csr receive ruacketing approval for new produ;ts
yesulting fram this vesearch.  The information may also be uszd To mect the reportng
requirements of goverumentel agencies.

‘The results of this rescarch may be published in scientific jovrna's or presented at medical
meatngs, but your identity will ot be disclosed.

The information may be reviewed by WIRB®. WIRB is 2 group of people who perform
independent review of rescarch ae requited by regulatians.

What if 1 decide not fo give permission 1o Bse and give out my heslth information?

By signing this consept fomm, you are giving permission to use¢ and give out the health
information listed above for the purpases described gbove. If you refise to give permission, You
will not be able to be in this rescarch.

May 1 review or eopy the information obtatued from me or created about me?

You have the right to feview and oopy yor balth informaticn. Hoviever, if you decide to be in
this smdy and sign this permission form, you will not be allowed to look ut or copy your
{nformation until aftcr the research is completed.

May I withdraw or revoke (capcel) my permission?
Yes, but this permiasion will not stop autarnatically.

You may withdraw or take eway vour pesaission to vse and disclos: your health informaftion &t
apy time. You do this by sepding written polics to the yesearch docior. I£ you withdraw your
penmission, you will not be able 0 continue being in this study.

When you withdraw your permissicn, no Dew health information which might identify you will
bo gathaced after thal date Information that hes already been gathered may still be used and
given to others. This would be done if it were necessary for the resezrch to ve relisble.

Is my heatth nformation protected after it bas been given to othes?

Jf you give parmission to give your identifianle health information to a person or business, the
information may no longer be protested. There is arisk that your in‘ormatiop will be released to
athers without your permission. .

Pecause the study involves genc tansfer, safety ivforruation is required to be reposted 10 the
Recambinant DNA Advisory Commitice (RAC) of the Nationa' Insrinrtes of Health. No
information by which you can be identified will be seported with (1¢ safety information. This
safety information is availeble to the general public. Ir eddition, the media {TV, newspap=r.
radio, Interaet, etc.) may bave an interest ia the sudy. The Arthritis Center and Targeied
Genetics Corparation will muke every reasonsble sffort to piotect your priyecy and will not
divulge private/specific medical infamation without your cousend. .
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End of Study

At the end of the study, the results will be analyzed. I you wigk, your rwcamh t-iocfox can wl)
you the results an3 whether you received the stady ageut or plasebo as your first injectiov.
Qoestions

It at any time you have any questions related 10 the study, oy if you believe you have experienced
8 research-related injury, you can contzct:

Rabert G. Trapp, M.D. at 217-546-6888 (24 Hours).
If you have any quesHons concering your rights as 8 stdy subject, you mey confact:
Western Instinstional Review Soard® (WIRBY)
3535 Seventh Avenus, SW
Olympia, Washingion 58502
Telephone: 1-R00-562-4782 o 360-252-2500
E-mail: ClientServices@virb.cart
WIRR is a group of people whe perform indepeadent review of sesear=h.

Do not sign this consent form unless you have had 2 chance 1o ask questions and have recsived
catisfactory answers to all of your questions.

If you agree 10 be in this swdy, e copy of you signed and dated consent form will bs given
you

Coustot

| bave Tead this consent form, and all my questions have becn answered. My sigoature indicates
that 1 give.ay consent to participate in this study.

1 aufhosiza the use and disclasure.of my healla informatioa to the partcs Listed in the authorization
soction o this conscnt for (he purposes desaribed ebove.

By siening this consent form, T have not given up any of mv legal rights.

Signature of Subjeet ) . Date .

Printed Nzme of Subject - -
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The contents of this consent form were verbally presented o the subject and all questons were
answered completely.

Signature of Witnees (if requircd) Date

Printcd Name of Witness (if required)
Siguawre of on Concucting Infopmed Consent Discussion Datc

Printed Name of Person Conductug Informed Consent Discussion
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