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ARCA LYSTs

Y § cept) isan mterleukm-l blocker lndlcated for the
of CryopyrqussoelatedfPeh ]
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22 Dosing - - e L : : :
 Adult patients 18 yedrs and ofdei: Tréa_tmevlit:‘shéui_d'bé initiated with a loading dose of 320 m’g-;dglivcrcd'és two, 2 mL, subcuténcous injéotions of
- 160 mg each given on the same day at two different sites. Dosing should-be continued witha once-weekly injection of 160-mg administered as a
" single, 2-mL, subcutatieous injection. ARCALYST should not be. givén more often than once weekly. Dosage modification is nétrequired based = -
* on advanced age or-gefider. R o e C o . S

FULL PRESCRIBING INFORMATION D -

‘1 INDICATIONS AND USAGE

ARCALYSTW' (rilon;iccbt) is an’interleqkin- 1 blocker indicated for the treatment of Cryopyrin-Assaciated PeriodiQ'.Syndrbmes {CAPS);

O inbludirig_E_t{:nili‘al»Cdld 'Aut{éinﬂamr’na_tory,Sync_ﬁqme (FCAS) and Muckle-Wells Syndrome (MWS) in aduits and children 12'and older.

2 DOSAGE AND ADMINISTRATION ~ -

. j2.i Gen’ei‘#l Dosing Iﬁfo};ninﬁon S
- IJECTION FOR SUBCUTANEQUS USE ONLY:

r

Pediau‘-jé bat(ierlit"s\ag‘qd' 12to 'll’/ yeérs: dTreatx_ne_n_'t ‘si;o.uld be-initiatéd with a loading 'dqse' ‘of 44 nig"/kg,:up' to a maximum of 320 mg,:'deliv'erc(j aS )

- onie of two subcutaneous injections with a maximum single-injection volume of 2 mL.. Dosing should be coritinged With a once-weekly 'igjection -
-of 2.2 mg/kg, up to a maximum of 160-mg, administered as a single subeutaneous injection, up to 2 mL, Ifthe initial. dose is givén astwo .

injections; thiey should be-g_iven«.on' the same-day at two diffetent sites, ARCALYST should notbe given more often than once weekly:

23 i’rép&rﬁﬁqﬁ ;for';Aéiministration- e

" Bach single-use vial of ARCALYST contains a stetile, white to off-white, preservative-frce, iyophilized. p_o:v_vd,er. Reconstitution. with 23mL of”
20 j .

preservative-free Sterile Water for Injéction (st_ipplied'separately)-is.requ_irgd prior fo subcutaneous administration of the dryg, -~ .

24 Admlalstration

" Using asebtic_ technique, Withdrhw’ 23mL of ﬁresery)ativ'e-ft_eé‘ Sterile Water for Injection through ﬁ 27—gauge; '/;_-imﬁ needle attache& toa3-mL -

syringe and inject the preservative-free Sterile Water for Injection into the drig product vidl for.reconstitition. The needle and syrige used for .
reconstitution with preservative-free Sterile Water for Injection should then be discarded and should not be used.for subcitaneous injections. -

. After the addition of prescrvative-fiee Sterile Water for Injection, the vial contents should be reconstituted by shaking the vial for approximately
. one mifiute and then allowing it o sit for one minute. The résulting 80-mg/mL solution is sufficienit to allow a withdrawal volume of upto 2 mL,
- for subeutanecus administeation. The reconstituted solution Is viscous;. cledr, colorless to pale yellow, and esientially free from particulafes. Prior
‘to injection, the reconstituted solution should be carefully inspécted.for any discoloration or particulate matter: If there is discoloration or

particulate matter in the solution, the product in thatvial shiould not be uséd.-

Using aseptic technique, withdraw the recommended dose volum, up to 2 mL (160 mg), of the solution with a new 27-gauge, %-irich needle:

‘attached to a.new 3-mL syringe for subcytaneous injection. EACH VIAL SHOULD BE USED FOR A SINGLB DOSE ONLY. Discard the vial

i

“Sites for subcﬁtﬁﬁeous injection, sucl_i' as the abdomen, thilgh, or uﬁpef arm, shoild be rotated. Injections should never be made ‘ﬁt sites that are’

brui_sed, red, tendér; or hiagd:

25 _Stablii.tylands’t&ragé oL A Ly oL . _

The Iyophilizéd ARCALYST produst s fo be stored refrigetated at 2° io'8°C (36°  46°F) inside the ofiginal cartorrto profect it from light: Do*
not use beyond the date stamped-on the label, After reconstitution, ARCALYST may-be kept at room ‘temperature, should be protected from light,

should be discarded. -

8 - and should be used within three hours of reconstitution. ARCALYST does not contain preservatives; therofore, unused poftions of ARCALYST
39 v HENCR . o =

40 .
T4l

3 DOSAGE FORMS ANDSTRENGTHS'

= ARCAL,Y,ST is shéﬁl,_i_éd in stérilg}éing’le-use,__20-mL-, élass. vials, Edch vial contains 220.ing of rilonacept as a white to off-whlté, preservative- -
“fres, Iyoplillized powder. Reconstitiition withi 2.3 mL. of preservative-free Sterile Water for Injection is required prior to subcutaneous -

administration 6f the drug. The reconstituted ARCALYST is a viscous, clear, colorless to pale yellow, essentially.free from particulates; 80- " ¢

- mg/mL solution, .
4 CONTRAINDICATIONS.

‘-N‘c'me. o
5. WARNINGS AND PRECAUTIONS

‘54 Infedtions

Tnterleukin -1 (IL-l) blockade may interfere. with 'th:q immune respanse to infections. Trééhhe‘nt_w_lfh'anothetftflcdication that works ﬂ1_r'OUgl'ib.

-inhibition ofIL-1 has been associated with an increased risk of serious infections, and serious infegtionis have been reported in patients taking - -
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atet wnh ARCALYST (48 %) thain with placebo (17%
‘|th awal, the 1ncldence of. mfectlons Were ‘similar.in. the ARCGALYST ( 18%) and the placebo patlents (22%).
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i -suppressed by-increased levels of [CX:2
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“tobe reconstltuted with 2.3 ‘mL of Stérile Water’ for Injecuon A vojume of up to 2 mL can. be thhdraWn Which is- deﬂgned fo: deliver 160'mg fo
ubcutaneous adm stration:only. The restilting solufio : 'ﬁ'

- domam comammg 3] gene (al :
'::autosomal dqmin t ith.im

dy v epL eXpr 0
i jn.male and. female subjects Age (26-78 yea:s old) and body welght 6]
t Sol ations. . Th e~effect afrace could no ) only.




1 ale or female fertfhty :
the 160 mg mmntenance dose based o ody

[ group penod"
1 itely-after-Part A anid: congi
) weekly; follovi l: i'9-week, double-hlmd random'
1 signedto ther remiiri.on’ ARCALYST 160 ng we

1 . .ollowmg flvc sngns and: symptoms of AP
redness/pam, ‘and’ fatlgue,' 8 scale. of 0: (norie; o severity) fo 10, (v
'change from| baselme to'the:

c \ placebo' B
) placebo comp d o patients who remained on




266
267

268
269
270
271

272
273

274
275
276

277

278
279
280

281
282

283

284

Figure 13 Groﬁp'Meim Daily Symptoin Scores by Tx_-éatment G_roup in'Part A and Single-blind ARCALYST Treatment Phase from

" Week-3'to Week 15 -
Port ABaseling: _ Part A Dovible=biind - Single=blind
N ’§ “{(no treatment]  ARCALYST vs. Placebo ARCALYST Tréctmant Phase

Treatment ~ AATAARCALYET ©-6-6 Placebo
ImproVeﬁ)ent in symptom scotes. was noted within séveral d_ays"bffihitiation of ARCALYST tﬁerapy in most ﬁ'atier‘gts.

In Part Ay patiehfs treated with~ARCALYST experieniced more fmprovemeht in.cach of the five components of the composite endpbint (joint
pain, rash, feeling of fever/chills, eye redness/pain, and fatigue) than placebo-treated patients. ’

In Part A, a higher proportion.of patients in the ARCALYST group experienced improvement from baseline.in the composite score by at least
30% (96% vs. 29% of patieiiis), by at least 50% (87% vs.-8%)"nd by at least 75% (70% vs. 0%) compared to'the placebo group.

Serum ‘Axixyloid A (SAA) and C-Reactive Protein (CRP) lé’vgis dre acute phase reacténgs that are typically elevated in patients with CAPS with

- active discase. During Part A, miean levels of CRP decreased versus baseline for the ARCALYST treated patients, while there was no change for
. thoseon placebo (Table 3). ARCALYST also led to a decredse in SAA versus baseline to levels within thie normal range.

Table3, M@an Sérum Amyloid A and C-Resctive Protein ,'Leyei:s Over Tiie in Part A

rmial rang 0.75:-6-5 mg/l)

| Pre-tréatmen Bgééiiﬂg

During the open-label extension, reductions in'mean symptom-scores, ée’rum CRP, and serum SAA ]evels weré maintained for up to one year,
16 HOW SUPPLIED/ STORAGE AND HANDLING }
Each-20-mL, glaéé vial of ARCA_LYST contéins a sterile, white to off-white, preservative-free, lyophilized powder. ARCALYST is supplied in a

cdrtofl conitainiing four vials.

The lyophilized ARCALYST product is 1o be stored refrigerated at 2 to 8 °C'(36° to 46°F) iriside the original carton to protect from light. Do not

" use beyond the date stamped on the label.- After réconstitution, ARCALYST may be Kept at room temperature, should be kept frotn light, and



d f a qualificd healthcare; professwn a.patient or caregiver
ould be mstructzd on. aseptw reconstxtu in-of the lyophlllzed product ‘and: mjeo on teohmque The ab]llty
0 eHisure. proper: adm:mstrauo_ fARCALYST hicluding to'ta(lo'n‘of iijéction si é
caly ; shquld ‘be reconst




Patient 1nf0rinati_on
- ARCALYST™ (ARK-a-list)
. (rilonacept) .

_ | Injection for Subcutaneous Use A
Read the patient information that comes with ARCALYST before you start taking it and each
time you refill your prescription. Theére may bé new information. The informiation jni this leaflet -
does riot take the place of talking with your healthcare provider about your medical condition
and your treatment. o , v c : o '

* What s the most important information I should know about ARCALYST?

'AR’CALYST can affect yourbifnin'une. system. ARCALYST can lower the ability of your imimune
‘systerh to fight infections. Serious infections, including life-threateninig infections and death -
have happened in patients taking ARCALYST. Taking ARCALYST can make you more
likely to get inifections, ificluding life-threatening serious infections, of may make any
infection that you have worse, h I
You should i;pt begin treatment with ARCALYST if you have ari infection or have
“infections. that keep coming back (chronic infection). o
After starting ARCALYST, if you get an infection, any sigh of an inféction including a fever,
cough, flu-like symptoms; or have any open sores on your body, call your healthcare provider.
tight away. Treatment with ARCALYST should be stopped if you develop a serious
infection. e : ‘

You should not tike medicines that block Tumor Necrosis Factor/(TNF), such as '
’ 'ENBREL@:(ét_anerqept), Hﬁl@‘ﬁra@: (adalimamab), or Reriicade® (iniflixiniab), while you are
. taking ARCALYST. You sliouild also not take other medicines that block Interleukin -1 -
(L-1), such é's".King,retQi(an'a'kinr"a), ‘while taking ARCALYST. ‘Taking ARCALYST with
- any of these medicines may increase your risk of getting a serious infection. . _ :
Before starting treatinent Wlth ARCALYST, tell your tiealthcare provider if you:
o think you have an in{fet;tion ‘ ' " '
~ & are being treated for an infection o
‘e have signs of an ’in'fect'ioﬁ,_s'uch as fever, cough, or flu-like 'syiﬁbtéms-
 have any open sores on your body: - '
o have a history ofinféc’tidns that keep coming back _
"o have asthma. Patiefits with asthma may have an increased risk of infection.
o have diabetes or an immune system problem. - People with these coriditions have a higher
chance for infections. N ' SRR o ’ '
- & have tuberculosis (TB), or if you have been in close contact with someone who has had
tuberculosis. : S - S -

o have or have had HIV, Hepatitis B, or Hepafitis' C




e  take other medicines that a‘ﬁ‘ect your immune system _'

Before you begin treatment with ARCALYST, talk with your healtheare provider about your
vaccination history. Ask your healthcare provider whether you should receive any vaccinations,
including pneumonia vaccine and flu vaccine, before you begin treatment with ARCALYST.
What is ARCALYST? - o |

ARCALYST is a presctiption medicine called an interleukin-1 (IL-1) blocker. ARCALYSTis
used to treat adults and children 12 yéats and older with Cryopyrin-Associated Periodic
Syndromes (CAPS), including Familial Cold Autoinflammatory Syndrome (FCAS) and Muckle
Wells Syndrome (MWS). ARCALYST can help lesser the signs and symptoms of CAPS, such .
- as rash, joint pain, fever, and tiredness, but it can also lead to serious side effects because of the -

effects on your immune system. -
What should I tell my healthcare provider before taking ARCALYST?
ARCALYST may not be righ’f fo‘f you. B'efdretéking A'RC.A'LYST»,' tell your healthcare
provider about all of your médical conditions, including if you: -
' * are scheduled to receive any vaccines. You should not receive live vaccines if you
take ARCALYST. I B ' L
.®  are pregnant or planning to become prégiiant, It is not kriown if ARCALYST will .
+ - harm your unborn child. Tell your healthcare provider right away if you become
pregnant while taking ARCALYST. ﬂ - - - _
® are breast-feeding or plahning to breast-feed. It is not known if ARCALYST passes
into your breast miilk. S o o
See “Wliat is the most important information I should know about ARCALYST?”
" Tell your healthcare provider about all’tlié__ l_iie'd_icin"es' you take, .includ__ihg prescription
~ and non-prescription medicines, vitamins, and herbal supplements.. Especially tellyour
~ healthcare provider if you take other medicines that affect your immune system, such as: -
- other medicines that block IL-1, such as Kineret® (anakinra), o
: o medicines that block Tumor Necrosis Faétor (TN'F),' such as ENBREL® (etanercept),

Humira® (adalimumab), or Remicade® (infliximab).
¢ cotticosteroids. o | S
: Sée"*Wﬁét'iS' the most imp'oftant information I Shouldknow about ARCALYST?”
Know the hiedi'c_inéé yt_)il take. Keep a list of ‘your me}dicines'and show it to your healthcare. "
provider and pharmacist every time you get a hew prescription. _ o :
If you are not sure or héVe any questiotis about any of this iﬁfonna‘tion, ask your healthcare
provider. ‘ -



s Your healthcare prov1der will tell and show you or your careglver |

How should I take ARCALYST?

See. th'e “Patient Instrictions for Use” at the end of this leaflet.

D Take ARCALYST exactly as prescnbed by your healthcare provrder

. ARCALYST is given by injection under the skin (subcutaneous inj ectlon) one tlme each
"~ week. : . ,

" how much ARCALYST to inject
. how to prepare your dose
= “how to grve the 1nJectxon '

. _Do not try to give ARCALYST injections until you are sure that you or your caregiver .
" understdnds how to prepare and inject.your dose, Call your healthcare providet or pharmacist

- if you have any questions about preparmg and mjectmg your dose, or 1f you or your caregiver *

would like more training,

. If you miss a dose of ARCALYST 1nJect it 4§ soon as you remember, up to the day before
17“

your next scheduléd dose. The next dose should be taken at the next regularly scheduled
time. If you lave any questions, contact your healthcare provider.

o .. If you. accldentally take more ARCALYST. than prescnbed call your healthcare provrder

What are the possnble s1de effects of ARCALYST"

Serious side effects mdy occur whlle you are taking and after your ﬁmsh takmg ARCALYST
including:

. _ Serious Infectlons Se¢e “What is thie most lmportant information I should know
- about taking ARCALYST?” Treatment with ARCALYST should be dlscontrnued
if you develop a serious infection. .

s Allergic Reactlon Call your healthcaré prov1der or seek. emergency care nght away -
* if you get any of the following symptoms 6f an allergic reactlon while taking
ARCALYST

~ e rash .
. & swollenface
e trouble'br_eathing
Common 81de effects w1th ARCALYST include:

. Injectxon-sxte reaction. This includes: pain, redness, swelling; itching, bruising,
~ lumps, inflammation, skin rash, bhsters warmth and bleeding : at the injection site.

s Upper resplratory mfectlon

o Changes in your blood cholesterol and tnglycerldes (llpids) Your healthcare
* provider will check you fot this. , .

~



These are not all the possible side effects of ARCALYST. Tell your healthcare provider about
-any side effects that bother you or that do not go away. For more information ask your
healthcare provider or pharmacist. Call your doctor for medical advice about side effects, You
may report side effects to FDA at 1-800-FDA-1088. '

How should I store ARCALYST?

* Keep ARCALYST in the carton it comes in. R _

o Store ARCALYST in a refrigerator between 36°F to 46°F (2°C to 8°C). Call your pharmacy

if you have any questions. _ - :

* ' Always keep ARCALYST away from light, : ‘

o Refrigerated ARCALYST—~can‘-be ﬁspd until the eXpirétion_date printed on the vial and carton.
o ARCALYST may be kept at foom temperature after mixing. ARCALYST should be used

within three hours of mixing, Keep ARCALYST away from light.
. If you need to take ARCALYST with you when traveling, store the carton in a cool cartier
_with a cold pack and protect it from light. o L :
' Keep ARCALYST, injection supplies, and ‘all'ot'hv‘e'r médicines out of reach of children.
Wlhiat are the ingredients in-ARCALYST.?’ | |

Active ingrediént: rilonacept. - - _
. Inactive ingredients: histiding, arginine, polyethylene glycol 3350, sucrose, and glycine,
General Information about ARCALYST o
’Medicines»- ar‘ejsqnietimes prescribed for conditions.other thé;n those listed in patient information
leaflets. Do not'use ARCALYST for a condition for which it was not prescribed. Do not give
ARCALYST to other people even if they have the same condition. It may harm them. -
This leaflet summatrizes the most ilhpdl_'taﬁt' iﬁfbrmatidﬁ about ARCALYST. If you would like
- more information, speak with your healthcare provider. You can ask your healthcare provider or
pharmacist for information about ARCALYST that was written for healthcare professionals. For
more information about ARCALYST; call 1-877-REGN-777 (1-877-734-6777), or visit
www.ARCALYST.com.. ' . ' A S



Patient Ifisttupﬁo’n’s for Use

It is important for you to réad, understand and féll(‘)v‘v the instructions below exactly. Following
 the instructions correctly will help to make sure that you use prepare and inject the medicine the
right way to prevent infection. - N : -

[y
\

How do I pl_'epafe and give an lll_] ection of ARCALYST?

STEP 1: Setting up for an injection -

1. Choose a table of otfier flat surface _area'td set up the sup‘ﬁli_éS for your injection. Be sure that
the area is clean or clean it with an antiseptic or soap and water first. .- :

2. Wash your hands well with soap and water, and dry with a clean towel,

3. Putthe fOll(l)wing. items on a table, or other flat surface, for each injection (see Figure 1):

-

Néédles:

Wifh"c'a;p's': . ]
Alcghiol
wipes
. 1 . : EI K ‘,('1’
Syrliges . ARCALYST . Sterile Water acechl | -

Cresistant
‘Container - -

Vial Gauze
- - | Fgarel ‘
s 2 sterile, 3-milliliter (inL)'dispdéhble syﬁnges_ﬁ}ith markings at each 0.1 mL (see
- Figure 2): ; - L : :
-« onereeded for m1x1ng (reconstittion) ARCALYST
.. _'onc; h_éeded_ for injection IR

plunger Syringe with
s | _ 0.1 mLinarkings -

Nasdle with
.neédle cover (cap)

_ Figure 2



STEP 2: Preparing Vials
1.

2 sterile disposéb_lé needles Q7 gauge Y inches) .
e one neéded for mixing a

s one needed for injection

~ 4 al¢ohol wipes -
-1 2;_;2 gauze pad

I vial of ARCALYST (powder in vial): - | ’

1 vial of preservative-free Sterile Water ‘for _Iﬁjecfion L

1 punctire-resistant container for dfspdsal of used needles, syringes, and vials

Do not use Sterile Water for Inj ection, éyririg‘es or needles other than those provided
by your pharmacy. Contact your pharmacy if you need replacemient syringes or
needles. , ' . . . . : ]
Do not to touch the né._edle"s or the rubber stoppers on the vials with your hands. If you -
do touch a stopper, clean it with a fresh alcohol wipe.’ N '

'If you touch a needle or the needle touches any surface, throw.away tli¢ entire syringe
. into the puncture resistant coritainer and start over with a new syringe. -

Do niot reuse needles or syringes. . . -

"To protect yourself and othets from 'po_séible needle sticks, it is very important to - )
‘throw away every syringe, with the nieedle attached, in the puncture proof container

right after use. Do not tr

to recap the needle,

AY

Checkthe-e:_xpiratioﬁ date on the caiffan of ARCALYST. Do not use thie vial if the expiration
date has passed. Contact your phatmacy for assistance. . C e

, Gﬁe‘ck the expitation date on the vial of Sterile Water for Injection. Do not use the vial if tHe
' expiraﬁon date has passed. Contact your pharmacy for assistance. -

Remove the protective plastic cap from both vials.




4. Clean the top of each vial with an alcohol wipe. Use one wipe for each vial zind wipe in one
~ direction around the top of the vial (see Figure 3). o -

, S Figitre 3 ‘

5. Open the wrapper that contains the 27-gauge needle by pulling apart the tabs and set it aside’
for later use. Do not remove the icedle cover. This needle will be'used to'mix the water with
powder. Open the wrapper that contains the syringé by pulling apart the tabs. Hold the barrel
of the syringe with orie hand and twist the 27-gauge needle onto the tip of the syringe until it

fits snugly with the other hand (see Figure 4).

o o Fiéu’re’"4 o ‘
6. Hold the syringe at eye level. With the needle covered pull back the plunger to the 2.3 mL
‘mark, filling the sytinge with air (see F igure 5). : _

_Fig,l“ii'e 5



. Hold the syringe in one hand, use the other hand to pull the needle cover straight off. Do not

twist the needle as you pull off the cover. Place the needle cover aside. Hold the syringe in

. the hand that you will use to mix (reconstitute) your tedicine. Hold the Sterile Water vial on

~ afirm surface with your other hand. Slowly insert the needle straight through the rubber -
stopper. Do not bend the needle. Push the plunger in all the way to push the dir into the vial
(see Figure 6). s o

4 Figure 6 = .
. Hold the vial in one hand and the syringe in the other hand and cérefully turn the vial upside
-down so that the needle is pointing straight up. . . ,
. Make sure the tip of the needle is covered by the liquid and slowly pull back on the plunger
to the 2.3 mL mark to withdraw the Sterile Water from the vial (see Figure 7).

Figure7

10. Keep the vial upside down and tap or flick the syringe with your ﬁn'gérs until any air bubbles’

rise to the top of the syringe: ' S E » '

11, To remove the air bubbles, gently push in the plﬁng‘ér so orily the air is pushed out of the
syringe and back into the bottle. ‘




12 After removing the bubbles, check the Syringe to be sure that the right amount of Stenle :
Water has been drawn into the synnge (see Flgure 8)

Figure 8

13 Careﬁﬂly temove the syringe- with needle from the Sterile Water vial. Do not touch the
needle. : B

STEP 3: Mixing (Reconstituting) ARCALYST
1. With one hand, hold the ARCALYST vial on a firm surface
2. With the other hand, take the syringe with the Stetile Water and the same needle and slowly

insert the needle straight down through the rubber stopper of the ARCALYST vial. Push the

plunger in all the way to inject the Sterile ‘Water into the vial. .
3. Dlrect the Water stream to gently go down the side of the vial into the powder (see Flgure 9).

Flgure 9

4. Remove the syringe and needle from the stopper and throw away the nieedle, syringe, and -

Sterile Water vial in the puncture resistant contalner Do not try to put the needle cover back

© . on the needle



5. Hold the vial contammg thé ARCALYST and sterile water for injection s1deways (not -
upright) with your thumb and a finger at the top and bottom of the vial, and qu1ck1y shake the
vial back and forth (side-to- s1de) for about 1 mmute (see Figure 10) _

{

Flgure 10
‘6. Putthe vial back on the table and lct the vial sit for about 1 mmute

7. Look at the vial for any partlclcs or clumps of ‘powder which have not dissolved.

8. Ifthe powder has not completely dissolved, shake the vial qulckly back and forth for 30
.seconds more. Let the vial sit for about 1 minute. :

9. Repeat Step 8 untll the powder is completely dissolved and the solutlon is clear

10."The mixed ARCALYST should be thick; clear, and colotless to pale yellow Do not use the
mlxed liquid if it is discolored or cloudy, or if small particles are in it (see Figure 11).

NOTE: Contact your pharmacy to report any mlxed ARCALYST that is d1scolored or
- contdins particles. ,

Dlscolored/croudy: :

: Flgure 11

11. ARCALYST may be kept at room temperature after m1x1ng ARCALYST should be used
within three hours of mixing. Keep ARCALYST away from light.



STEP 4: Preparing th'e*in‘jection'

Hold the ARCALYST vial on a firm surface and w1pe the top of the ARCALYST vial with a a
new alcohol wipe (see Flgure 12) '

Figure 12 .
2. Take a new sterile, disposable needle and attach securely to anew syringe without removmgA
the needle cover (see Flgure 13) :

Flgure 13

3. The amount of air you draw into the syringe should equal the amount of mixed ARCALYST
that your healthcare provider has prescrlbed for you to inject.



4. To draw air into the syringe, hold the syringe at eye level Do not remove the needle cover.
Pull back the plunger on the syringe to the mark that is -equal to the amount of mixed
ARCALYST that your healthcare prov1der has prescnbed for you to inj ject (see Figure 14)

Flgure 14

5. Remove the needle cover and be careﬁ11 not to touch the needle, Keep the ARCALYST vial .
on a flat surface and slowly insert the needle straight down through the stopper. Push the
plunger down and inject all the air 1nto the vial (see Flgure 15)

mgure 5 - ' ' |
6. Hold the vial in one hand and the syringe in the othet hiand and carefully turn the vial upside
down so that: the needle is pointing. stralght up.. Hold the vial at eye level ‘

./.



7. Keep the tip of the rieedle in the liquid and slowly pull back on the plunger to the: mark on the
" syringe that matches the amount of medicine prescribed by your healthcate provider (see
Flgure 16) o .

‘ Figure 16 .
NOTE The maxunum adult dose of ARCALYST is 2 mL

8. Keep the vial upside down with the needle straight up, and gently iap the 1syringe' until any ait
bubbles rise to the top of the syringe (see Flgure 17y )

Itis 1mp0rtant to rémove a1r ‘bubbles so that you w1thdraw up the ri ght amount of medicine
from the vial.. -

Figure17

9. To remove the air bubbles slowly and gently push in the plunger so only the air is pushed
through the needle.

10. Check to make sure that you have the amount of medicine prescnbed by your healthcare
- provider in the syringe.



11. Throw away the ARCALYST vial in the puricture resistant container even if there is any
- medicine left in the vial (see Figute 18). Do not use any vial of ARCALYST more than one
time. | . o ,

Figure 18
'STEP'5: Giving the Injection
1. ARCALYST is given by subcutaneous injeetion, an injection that is given into the tissue

directly below the_la'}‘*ers of skin. It is not meant to go into any muscle, vein, or artery.

You should change (rbtaie) the sites and injectin a different place each time in order to
keep your skin healthy. S s | _
Rotatiflg injection sites helps to prevent irtitation and allows the medicine to be comi)aletcly
absorbed. Ask your héalthcare provider any questions that you have about rotating injection

- sites. - T o SRR -

" e Do "r’iot inject into skin that is teﬁde‘r, red, or hard. 4I'f an area is tender or feels -
‘hardened, choose another site for injection until the tenderriess ot "hardening"
goes away.: ' ‘ -

e Tell ybu'r heealthcare provider about any skin reactiofis including redness,
swelling, or hardening of the skin. ° ' - -




. Areas where you may mJect ARCALYST include the left and right 31des of the
abdomen, and left and right thighs. If someone else is giving the injection, the
upper left and right arms may also be used for injection (see Figure 19): ’

(Do not inject within a 2-inch area around the navel)

Flgure 19

. Choose the area for the m_]ectlon Clean the area in a circular motlon with a new alcohol
wipe. Begin at the center of the site and move outWard Let the alcohol air dry completely .

3. : Take the cover off the needle and be cateful not to touch the needle

4. Hold the syringe in one hand like you would hold a pencﬂ

5. With the other- hand gently pinch a fold of skin 4t the cleaned 81te for injection (see Figure
20). '

* Figure 20




. Use a quick “dart like” moﬁon to insert the needle straight into the skin (90 degree angle) |
(see Figure 20). Do not push down on the plunger while inserting the needle into the skin,
For small children or persoﬁs with little fat under the skin, you may need to hold the syringe
and needle at a 45 degree angle (see Figure 21). ”

4 ) - - Figure 21 o
. After the needle is complétely in the skin, let go of the skin @hat you_are pinching.
8. With your free hand hold the syringe near its base. Gently pull back the plunger. If blood
comes into the syringe, the needle has entered a blood vessel. Remove the needle, discard the -
syringe and needle. Start over with “STEP 1: Setting up for an injection” using new. supplies
(syringes, needles; vials, alcohol swabs and gauze pad). o
. Ifno blood apipears, inject all the medicine n the §yriﬁge at a slow, s';cead'y rate, pushing the
plunger all the way down. It may take up to 30 seconds to inject the entire dose.
10. Pull thé.n‘eedl_e; out of the skin, and hold a piece of sterile gauze over the injection site for

- several seconds (see Figure 22). ‘

' Figure 22




11.Do not replace the néedle cover. Throw away thie vials, used syringes and rieedles in the
. puncture-resistant container (see Figare 23). Do tiot recycle the container. DO NOT throw
away vials, needles, or syrifiges in the household trash or recycle.

Figure 23

12. Keep the puhcuifefrésistant'COntainet out of redch of children. When the container is about
two-thirds full, dispose of it as instructed by your healthcare provider. Follow any special

" state or local laws about the right way to throw away needlés and syringes.
-~ 13. Used alcohol wipés can be thrown away in the household trash.

Contact your healthcare provider right away with any questions or concerns about ARCALYST.. _
Issued Month Year o | o o S
Note’s: 1. ENBREL®, Humira®, Kineret®, and Remicade®, respectively, are trademarks of

- Immunex Corporation, Abbott Laboratories, Amgen, and Centocor, Inc., respectively.

Manufactured and distributed by:
Regeneron Pharmaceuticals, Inc.
777 Old Saw Mill River Road
Tarrytown, NY 10591-6707

U.S, License Number XXXX

-© 200X Regeneron.-All rights reserved.
IKKKK-v10,
IssueDate:  / /200 _ : o

~ Regeneron U.S, Patents 6,927,044 B2, 6,472,179 B2, 5,844,099 and other pending patents
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