Actharce

(repository corticotropin injection) 80 U/mL

Patient Support

F
REFERRAL GUIDE

INCLUDES INFORMATION ABOUT:

* Acthar Referral Form * Appeals Kit ~ Y4, TR
* Flexible Dosing * Patient Resources 12, R
* Prior Authorizations hae

INDICATIONS

Acthar® Gel is indicated for:

* Treatment during an exacerbation or as maintenance therapy in selected
cases of dermatomyositis (polymyositis) SELECT IMPORTANT

* Treatment during an exacerbation or as maintenance therapy in selected SAFETY INFORMATION
cases of systemic lupus erythematosus Contraindications

* Adjunctive therapy for short-term administration (to tide the patient over an Acthar is contraindicated:
acute episode or exacerbation) in: psoriatic arthritis; rheumatoid arthritis, « For intravenous administration

including juvenile rheumatoid arthritis (selected cases may require low-dose

maintenance therapy); ankylosing spondylitis * In infants under 2 years of age who have

suspected congenital infections

* Symptomatic sarcoidosis
ymp * \With concomitant administration of live or

posterior uveitis and choroiditis, optic neuritis, chorioretinitis, anterior

. . o i i i
segment inflammation In patients with scleroderma, osteoporosis,

systemic fungal infections, ocular herpes simplex,

* Inducing a diuresis or a remission of proteinuria in nephrotic syndrome recent surgery, history of or the presence of a
without uremia of the idiopathic type or that due to lupus erythematosus peptic ulcer, congestive heart failure, uncontrolled
» Treatment of acute exacerbations of multiple sclerosis in adults. Controlled hypertension, primary adrenocortical insufficiency,
clinical trials have shown Acthar to be effective in speeding the resolution adrenocortical hyperfunction, or sensitivity to
of acute exacerbations of multiple sclerosis. However, there is no evidence proteins of porcine origin

that it affects the ultimate outcome or natural history of the disease

Please see additional Important
Safety Information throughout and
full Prescribing Information.

* Monotherapy for the treatment of infantile spasms in infants and children
under 2 years of age
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Contact your Immunology Sales Specialist « Fill in important/critical prescription details for By signing, you are agreeing to the
patients who are new to Acthar. If applicable, Prescriber Consent section on the
Or call 1-888-435-2284 to speak with your Case Manager. include ICD-10 code from page 2, section 6. cover page of this document.
Monday through Friday, 8 am to 9 pm ET and Saturday, 9 am to 2 pm ET Additional codes may be pulled from the L
Appendix page(s), if applicable.
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Instructions for submitting a complete and accurate The prescription o
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AC.t h a r CO m bo Refe rral FO rm CHECK IF PRESCRIPTION WAS SENT DIRECTLY TO A SPECIALTY PHARMACY -
(—— FAX: 1-877-937-2284 O
i i i . ) SENT PRESCRIPTION DIRECTLY TO SPECIALTY PHARMACY. Acthar Referral Form -
1. Patient information T Actharce o o Al 3
(repasitory corticotropin injection) 80 U/mL PHARMAGY NAME: Monday through Friday (8:00  to 9:00 # ET)
Actharcc Acthar Referral Form . Ei : : : ; { ) — Suurday 500 1 t 2001 £
Note.' The RHEUM Acthar Combo (repository cortcotropin injection) 80 U/mL Plosse complete k87 7-037.2284 gI" out patlent |nf0rmat||(k)n|, noti ng thel | 1. PATIENT INFORMATION Pationt has been nofified of referral M YES M NO
L 1-680-435-2284 . . . . .
Referral Form is being used as the oy g i (830 530 £ fays agd tlmes” ?atler/z |sh| e Ijy tp be Saval able e - e e
Form fon your specific therapoutic. frommsisse ] Anaternai cortact nams shou be aoded @ T T
) - PRESCRIBER INSTRUCTIONS: FOME PHONE MOBILE JoKToTET BEST TIME TO CALL
Form for your specific therapeutic Ana ematllve tCO” ac t r;)ame S hOLé € adae -
. 1. Have your patient read page 3 (section 10): PATIENT AUTHORIZATION(S). Request that the patient sign the top IN case patient canno e reacned. o NAE TECEPHONE ] VOICEMAIL APPROVAL AT “RECATIONSHIP 7o PATIENT
area may d’ffer- section to allow Acthar Patient Support to provide a complete level of support during the approval p
process. If the patient would like to receive support, please have them sign the second section to enroll
in support and educational programs to receive additional information about their condition and . . e ========== GROUPF T
treatment. 2. Insurance lnformatlon PRIARY SORANGE v T
2. Complete pages 1 and 2 of the Acthar Referral Form. Check the Acthar Injection Training Services box at 3. PRESCRIBER INFORMATION
the bottom of page 1 to request no-cost injection training for your patient. ° Com p Iete insu rance info rm ation . | nc | u d e o — S— _— S— I
3. Fax the completed Acthar Referral Form along with copies of the patient's pharmacy benefits card(s) . . sPECIALTY: [l RHEUMATOLOGY (] OTHER (PL
(both front and back) to 1-877-937-2284. copies of front and back of all medical and 9 S S - w)
Prescri ber consent Ian uage 4. Acthar Patient Support will process the Acthar Referral Form and contact both you and your patient. . . . AEORESS S e o o
g g 5. Prior authorization assistance will only be provided for indicated disease states. Medicare, Medicaid, and preSC r pt Ion INsurance Cards " NAWE “CONTAGT TELEPHONE MOBILE NUMBER CONTAGT “ADDRE: (n
: . : other federal or stat health tient: be ineligible f tain oth ts of Acth: 8] (dmosiepone (JFax (Jewar [ITexT (INOPREFERENGE PREFERREDCONTACTTIME —
e By Slgﬂlﬂg thIS COI’]SGH’[ |ang uage, assistanc:r:r:;:a?n: program healthcare patients may be inelgible Tor certaln ofher aspects of Acthar 4. PRESCRIPTION: ACTHAR® GEL NDC# 63004-8710-1 5 mL multidose vial containing 80 USP units per mL - |
. [ : - - - 4A. PLEASE SELECT AN FDA-APPROVED RECOMMENDED DOSE OR OTHER DOSE | 4D. ICD-10 CODE:, Q
the Prescriber is: 1) agreeing to follow AL e SO A e (G B G 3. Prescriber information Qoo Qe s P s e o e
o . . Q QuwTs Qe —
State -S p ec |f| Cc com p | lance g ul d ance y By signing page 1, | certify that Acthar’ Gel is medically necessary for this patient and that | have reviewed this therapy ° Fi I I i n P resc ri be r i nfo rm ati on | n Cl u d | n ‘SCHEDULE/FREQUENCY: :;LE:::M SUPPLES S MADNTORY :,):,::;VOMPLETE FRESCRITION 5
y signing page 1, | certfy that Act med : : eviewed s , g , : =,
e with the patient and will be monitoring the patient’s treatment. | verify that the patient and Prescriber information on J 2 Q1me (J3m (] oter TOTAL:
2) aUthOI’IZI ng the H U B (U BC) tO dO a this enrollment form was completed by me or at my direction and that the information contained herein is complete referred method Of COﬂTaCt and most QUANTITY OF 5 s RERLLS: DRAWING: quanTiTy °
. o . . and accurate to the best of my knowledge. | understand that | must comply with my practicing state’s specific prescription p 4B. TAPER INSTRUCTIONS () por [20Gneede,t” (] NoNe oL -
be n eflt ve rlﬂ Catl on fo r th e pat e nt y an d requirements, such as e-prescribing, state-specific prescription form, fax language, etc. Noncompliance with state-specific : t t ADDITIONAL SPECIAL INSTRUCTIONS, TITRATION OR TAPER DOSE, IF APPLICABLE: E:E;f = ron :u.lS:v;g.“ " somay 3
. requirements could result in outreach to me by the dispensing pharmacy. convenien Imes. o 22 noodte - Qe -
3) al | OWI ﬂg th e H U B tO COﬂTaCT them I authorize United BioSource LLC (“UBC"), the current operator of Acthar Patient Support, and other designated :LC it |F APPLICABL (Jomer N
or ’[he a’[|ent ’[o Ver|fy or com |e’[e operators of the Program to perform a preliminary and on-going assessment of benefit verification for this patient 2 Pharmacy " y a -
and furnish information requested by the patient’s insurer that is available on this form. | understand that insurance = - R o /PTG ey quanitessted sbove 0
. p . . p verification is ultimately the responsibility of the Prescriber and third-party reimbursement is affected by a variety of 4- Pl'eSCfI ptIOI"I . ACtha r Gel 5. COMMERCIAL STARTER PROGRAM Program for commercial or p d patients and new to Acthar. See full T&Cs below for eligibility. O
th el nfo rm at 10N req Ul red factors. While UBC tries to provide accurate information, they and Mallinckrodt make no representations or warranties ISD-100O0E_______rrwary i , SECTION®. | IDENTIFYING SUPPLIES IS MANDATORY FOR A COMPLETE PRESCRIPTION o |
. N N 3 . . . - FOR AFULL LIS PL 'APPENDIX - PAGES () THROUGH (i) (NOT AN EXHAUSTIVE LIST)
as to the accuracy of the information provided. ° Fl" in Important/crltlcal a E"‘."ﬁfgﬁm Somr aummry
I understand that representatives from the Program or UBC may contact me or my patient for additional information . . . ity or have verfied quanTTY
relating to this prescription. | acknowledge and agree that this prescription may be sent to and received by the Foe Medicad (120 Gneedie, " ] NONE ToTAL:
designated Specialty Pharmacy by any means under applicable law, including via a designated third party or other prescrl ptlo n deta ! Is L for v NEEDLE SIZE FOR INJECTION: QuanTiTy
operator of the Program, and that no additional confirmation of receipt of prescription is required by the designated B R L (25 Gnoede, 57 (] 20 G eedi, 24" TomL:
Spectalty Pharmac: * If applicable, include ICD-10 code from page e 8 i
Prescriber authorizes UBC to use the Surescripts network on Prescriber’s behalf in connection with this enrollment form. . e QUANTITY OF 5 mL iaLs: 1 REFILLS: q 2 Phamacy o di therapy [
Prescriber will comply with all Surescripts terms and conditions including confidentiality, commercial messaging, privacy 2 SeCt| on 6 . Ad d |t 10N a| Cod es m ay be p u | |ed ADDITIONAL SPEGIAL INSTRUCTIONS, TITRATION OR TAPER DOSE, IF APPLICABLE {Crecking ik box il supercecs any quanies sed above
and security, applicable laws, and use of data. All Surescripts disclaimers apply. A full list of terms and conditions is available ! . . I
at www.ube com/surescriptterms. fro m t h e Ap pe n d iX pag e(S) , lf ap p I |Cab | e. . A(:::::,::UECTION TRAINING SERVICIHEI'SMI s e aongs o st st o Acthar Inection ile U,
PATIENT INSTRUCTIONS: D . f t f PRESCRIBER SIGNATURE: Please sign only ONE LINE below (by signi i i tion on the cover page of this document) c
.
Your Prescriber will submit the completed Acthar Referral Form to Acthar Patient Support. After we receive osin g ’ req uency, route o [:ispsnsshswm DATE or % ToweD DATE ] g
the form, we will call you so we can help you get your medicine. Please be on the lookout and answer calls ini H H H e ool e s e NO STAMPS.
from 1-800, 1-888, or blocked numbers. If you have any questions, please call 1-888-435-2284 Monday admlnIStratlon, quantlty, I‘efI"S, and J o
i - = icati ing full Prescribing Information or vsi i PLpdt, 1
through Friday from 8 av to 9 pm ET or Saturday from 9 amto 2 pm ET. supply order are reqUIl’ed flelds- |ﬂC|Ude Pleaso so :|.
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* Dosing, frequency, route of

SELECT IMPORTANT SAFETY INFORMATION administration, refills, and supply Acthar injection training services

Warnings and Precautions order are required fields. Include taper —  Check box to request Acthar Injection Training

* The adverse effects of Acthar are related primarily to its steroidogenic effects instructions, if applicable. Services for your patient.
* Acthar may increase susceptibility to new infection or reactivation of latent infections S
* Suppression of the hypothalamic-pituitary-adrenal (HPA) axis may occur following prolonged therapy with the potential for
adrenal insufficiency after withdrawal of the medication. Adrenal insufficiency may be minimized by tapering of the dose when
discontinuing treatment. During recovery of the adrenal gland patients should be protected from the stress (e.g., trauma or
surgery) by the use of corticosteroids. Monitor patients for effects of HPA axis suppression after stopping treatment
* Cushing’s syndrome may occur during therapy but generally resolves after therapy is stopped. Monitor patients for signs ACtha r‘®GE|_
and symptoms (repository corticotropin injection) 80 U/mL

)
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2 Please see additional Important Safety Information throughout and full Prescribing Information. Pa tlent SU,O,OOI’ZL
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Completing the Acthar® Combo

Referral Form (cont'd)

Diagnosis and medical information for use with payers
Note: The RHEUM Acthar Combo Referral

Referral Form

Form is being used as the example; the
Acthar Combo Referral Form for your specific
therapeutic area may differ.

Actharce

(repository injection) 80 U/mL
6. DIAGNOSIS AND MEDICAL INFORMATION

Please provide as much information as possible that corresponds with the patient's diagnosis (e.g., ICD-10 code, how Acthar is being prescribed for use, and organ involvement).
Below is a list of common ICD-10 codes. A full list of diagnosis codes can be found in the Appendix - Pages () through (i). You may also write in the patient’s diagnosis in the
"OTHER DIAGNOSIS" section.

DIAGNOSIS CODES

Patient Name: Date of Birth:

1 ARTHROPATHIC PSORIASIS, UNSPECIFIED 2 SYSTEMIC LUPUS ERYTHEMATOSUS, ORGAN OR 2 POLYMYOSITIS, ORGAN INVOLVEMENT UNSPECIFIED
6. Diagnosis and medical information s SIS L oSS, o
1 OTHER PSORIATIC ARTHROPATHY 12 POLYMYOSITIS WITH MYOPATHY
L40.59 1 GLOMERULAR DISEASE IN SYSTEMIC LUPUS M33.22

* This is a list of common ICD-10 codes. SEEIMIO0 RIS UT MO0 e 0 OTHER DIAGOSIS:
If applicable, a fuII Iist may be pulled from OR SYSTEMS INVOLVEMENT J"S’I‘gg;EMICLUPIJSERYTHEMATOSUS,UNSPEC\FIED
the Appendix page(s); however, the
Appendix pages do not need to be faxed
to Acthar Patient Support. If you are e It

3 RHEUMATOID ARTHRITIS, UNSPECIFIED 3 OTHER DERMATOMYOSITIS WITH MYOPATHY
M06.9 M33.12

HOW ACTHAR IS PRESCRIBED FOR USE

If diagnosis Is psoriatic arthritis, rheumatoid arthritis, I diagnosis is systemic lupus erythematosus or QOther:
including juvenile rheumatoid arthritis, or ankylosing dermatomyositis/polymyositis, Acthar is being used

spondyitis, Acthar is being used as (select one below): s (select one below):

11 Low-dose maintenance therapy (in selected cases) ‘2 Maintenance therapy (in selected cases)
using an ICD-10 code that does not
dLungs 11 Skin and tissues {1 Brain and nervous Q Spleen (2 Salivary glands 2 Other:
system

appear here but rather from the Appendix N S N
page(s), write the code under “OTHER —
DIAGNOSIS” in this section 6. i ———

was tried with the following
3 Corticosteroid use failed, but same response not expected with Acthar

7. HISTORY OF CORTICOSTEROID USE (IF APPLICABLE) PLEASE ADD DETAILS IN SECTION 9 BELOW.

A corticosteroid was not tried due to the following response(s):
2 Corticosteroid use is contraindicated for this patient

- - 2 Patient hypersensitive or allergic to corticosteroids OR  JIntravenous access is not possible for this patient
How Acthar is prescribed for use BT ————
aoter 1 Other:.

o |f diagnOSiS is psoriatic al’thl’itis, rheumatoid

arthritis, including juvenile rheumatoid arthritis, 0
oran kyIOS | n g Spo ndyl |t | S y p |ease | n d |Cate hOW it RELEVANT TREATMENT HISTORY (INCLUDING RECENT CORTICOSTEROID HISTORY. ATTACH ADDITIONAL CASE NOTES AS NECESSARY)
A Ct h ar | S b el n g u S e d . ‘Therapy Name Dose Start Date Stop Date (if applicable) Explain Outcome With Detail (eg, type of outcome)

Organ involvement 0
* Please select the organ(s) involved.

OTHER RELEVANT CLINICAL INFORMATION (INCLUDING ALLERGIES)
2 NKDA - No known drug allergies

7. History of corticosteroid use

* If applicable, please check all boxes
. . 1 verify that the patient and Prescriber information on this enroliment form was completed by me or at my direction and that the information contained herein is complete.
th a‘t a p p |y Det al |S S h ou | d b e ad d ed N and accurate to the best of my knowledge. | certify that my patient has agreed in writing to be contacted by Program administrators or UBC and be furnished with
| x
section 9 below. % Q - e

Program or other information or materials.
.............. onpaged. full Prescribing i pdf. 2

US-2100746.

8. Concurrent medications
o Page 2
* Include all concurrent medications used to

treat the condition for which Acthar is being
prescribed.

Prescriber signature

* Sign and date. This is for clinical
documentation purposes.

9. Relevant treatment history

* Include all past treatments (including recent
steroid history) used to treat the condition
for which Acthar is being prescribed.

If you would prefer filling out forms online to print and
fax, visit Actharhcp.com or Actharconsent.com to

» Note dose, duration, dates used, and '
provide consent.

outcome of therapy.

* [f therapy failed or patient discontinued, Case Manager:

record reason why.

Other relevant clinical information Phone Number:

* Include other relevant clinical information

(including allergies); if no known drug Email Address:

allergies, please check the “NKDA” box.

4 Please see additional Important Safety Information throughout and full Prescribing Information.

Patient authorizations

10. Patient authorizations
Your patient’s signature:

* Allows them to take advantage of
enhanced Access and Reimbursement
Manager support.

 Allows the Specialty Pharmacy to share

information about your patient’s case back

to the Acthar Patient Support Team.

EDUCATION AND
SUPPORT AUTHORIZATION

» By having your patient sign, it allows the
Acthar Patient Support Team to
automatically enroll your patient into
patient support and educational
programs, including but not limited to

receiving additional information about their

condition and/or treatment.

* [t also allows them to take part in surveys

that can help shape the programs that are

available to Acthar patients.

If the patient is not present in the office to
sign, email them the Actharconsent.com
URL, and they can sign electronically.

Fax completed forms
1-877-937-2284

Be prepared for follow-up.

[10)

Acthar‘GEL For ion by { or their rep

(repository corticotropin injection) 80 U/mL Patient Name:. Date of Birth:

Patient Consent to allow Acthar Patient Support Team to work together with your insurance provider, pharmacy, advocacy organization and others to
provide support on your behalf.
By signing this authorization, | authorize my physician(s), my health insurance company and my pharmacy providers (collectively, “Designated Parties”) to disclose to
Mallinckrodt ARD LLC (“Mallinckrodt”), the distributor of Acthar, and its agents, authorized designees and contractors, including Mallinckrodt reimbursement support
personnel and United BioSource LLC (“UBC") or any other operator of Acthar Patient Support on behalf of Mallinckrodt (collectively, “Manufacturer Parties”), health
information relating to my medical condition, treatment and insurance coverage (my “Health Information”) in order for them to (1) provide certain services to me,
including reimbursement and coverage support, patient assistance and access programs, medication shipment tracking, and home injection training, (2) provide
me with support services and information associated with my Acthar therapy, (3) serve internal business purposes, such as marketing research, internal financial
reporting and operational purposes, and (4) carry out the Manufacturer Parties’ respective legal responsibilities. | further agree and acknowledge that one or more
representatives of a Manufacturing Party may participate remotely via video conferencing or similar technology in home injection training and related support services
for quality control purposes.
Once my Health Information has been disclosed to Manufacturer Parties, | understand that it may be redisclosed by them and no longer protected by federal and state
privacy laws. However, Manufacturer Parties agree to protect my Health Information by using and disclosing it only for the purposes detailed in this authorization or as
permitted or required by law.
I understand that | may refuse to sign this authorization and that my physician and pharmacy will not condition my treatment on my agreement to sign this
authorization form, and my health plan or health insurance company will not condition payment for my treatment, insurance enrollment or eligibility for insurance
benefits on my agreement to sign this authorization form. I understand that my pharmacies and other Designated Parties may receive payment in connection with the
disclosure of my Health Information as provided in this authorization. | understand that | am entitled to receive a copy of this authorization after | sign it.
| may revoke (withdraw) this authorization at any time by mailing a letter to Acthar Patient Support, 680 Century Point, Lake Mary, FL 32746. Revoking this authorization
will end further disclosure of my Health Information to Manufacturer Parties by my pharmacy, physicians, and health insurance company when they receive a copy
of the revocation, but it will not apply to information they have already disclosed to Manufacturer Parties based on this authorization. | also know | may cancel my
enrollment in a patient support program at any time in writing by contacting Mallinckrodt via fax at 1-877-937-2284 or by calling Acthar Patient Support at
1-888-435-2284. This authorization is in effect for 5 years unless a shorter period is provided for by state law or until the conclusion of any ongoing coverage
support, whichever is longer, once | have signed it unless | cancel it before then.

TFIEGAL . RELATIONSHIP TO PRTIENT oATE ]

Patient Consent to receive additional information from Mallinckrodt such as education on your disease and Acthar.

| authorize Mallinckrodt and its partners to use, disclose, and/or transfer the personal information | supply (1) to contact me and provide me with informational

and marketing materials and clinical trial opportunities related to my condition or treatment by any means of communication, including but not limited to text, email,
mail, or telephone; (2) to help Mallinckrodt improve, develop, and evaluate products, services, materials, and programs related to my condition or treatment; (3) to
enroll me in and provide me with Acthar-related programs and services that | may select or refuse at any time; (4) to disclose my enrollment and use of these services
to my prescriber and insurers; and (5) to use my information that cannot identify me for scientific and market research. This authorization will remain in effect until |
cancel it, which I may do at any time in writing by contacting Mallinckrodt via fax at 1-877-937-2284 or by calling Acthar Patient Support at 1-888-435-2284. | may

request a copy of this signed authorization.
TLEGAD RELATIONSHIP TO PATIENT oATE ]

» x

THIS SECTION MUST BE COMPLETED IN ITS ENTIRETY, INCLUDING DATE
PATIENT PATIENT SIGNATURE

» x

[Tms SECTION MUST BE COMPLETED IN ITS ENTIRETY, INCLUDING DATE

*ACTHAR GEL COMMERCIAL STARTER PROGRAM TERMS & CONDITIONS: Eligible patients for this Program must meet the following criteria: have a valid prescriptior
for a selected FDA-approved indication of systemic lupus erythematosus, dermatomyositis/polymyositis, theumatoid arthritis, psoriatic arthritis, or ankylosing spondyltis,

have not used Acthar Gel (currently or in the past), have verified commercial or private insurance, and are not participating in Medicare, Medicaid, or any government-funded
healthcare plan. This Program s valid for one vial of Acthar Gel at a time as needed; however, the patient will no longer receive Acthar Gel under this Program when the patient
receive: I denial of coverage. The patient agrees not to seek reimbursement from any third-party payer for all or any part of Acthar Gel dispensed
pursuant to this Program. This Program is void where prohibited by law. Mallinckrod reserves the right to rescind, revoke, or amend this Program at any time without notice.
By participating in this Program, the patient agrees to these terms and conditions.

US-2100746 3

Page 3

Your dedicated Case Manager at Acthar Patient Support
will contact both your office and your patient.

CALL 1-888-435-2284 IF YOU HAVE ANY QUESTIONS.

SELECT IMPORTANT SAFETY INFORMATION

Warnings and Precautions (continued)

* Acthar can cause elevation of blood pressure, salt and water retention, and hypokalemia. Monitor blood pressure

and sodium and potassium levels

* Acthar often acts by masking symptoms of other diseases/disorders. Monitor patients carefully during and for a

period following discontinuation of therapy

* Acthar can cause gastrointestinal (Gl) bleeding and gastric ulcer. There is also an
increased risk for perforation in patients with certain Gl disorders. Monitor for signs

of perforation and bleeding

* Acthar may be associated with central nervous system effects ranging from

euphoria, insomnia, irritability, mood swings, personality changes, and
severe depression to psychosis. Existing conditions may be aggravated

Actharace

(repository corticotropin injection) 80 U/mL

Patient Support
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Dosing Information

Acthar® Gel offers flexible dosing, with a recommended 40-80 units Additional dosing from clinical experience with Acthar Gel
every 1-3 days across multiple indications. In MS, flexible dosing is
also available, with a recommended 80-120 units daily for 2-3 weeks. Indication Source Injection route Dose* Schedule
Phase 4, two-part, multicenter,

. . . Twice weekly for
2
Recommended dosing from the label A randomlzec(jNv;/ggggawal study | Subcutaneous | 80 units (1 ml) 12 to 24 weeks

Prospective, open-label
proof-of-concept study (N=10)8

Referral Form

Twice weekly
for 24 weeks

For RA, SLE, DM/PM, PsA, symptomatic sarcoidosis, nephrotic syndrome,
and ophthalmic diseases: 40 to 80 units (0.5 to 1 mL) given intramuscularly or
subcutaneously every 1 to 3 days.*t

DM/PM3

Subcutaneous | 80 units (1 mL)

Symptomatic Retrospective chart review Subcutaneous | 40 to 80 units Twice weekly
sarcoidosis* (N=47) or intramuscular | (0.5to 1 mL) for =6 months

For MS relapse: 80 to 120 units (1 to 1.5 mL) given intramuscularly or subcutaneously

daily for 2 to 3 weeks.*T Twice weekly

Multiple clinical datasets Subcutaneous | 80 units (1 mL) for 6 months

Phase 4, multicenter, open-label
study (N=36)

Twice weekly

For IS: 150 units/m? divided into twice daily intramuscular injections of 75 units/m? Keratitis2
for 12 weeks

over a 2-week period.*™*
You can download the IS Dosing Calculator from the Apple App Store or Google Play Store.

Subcutaneous | 80 units (1 mL)

Funding to support some of these studies was provided by Mallinckrodt Pharmaceuticals.

uoljewJoju] buisoq

R —— This chart does not include all studies available. These studies are subject to various limitations.

* Acthar Gel is administered as a self-injection or by a caregiver, giving patients the flexibility

. . ST f the 11 | i I h . i h lock | h
to take it at home or wherever is best for them en of the 11 enrolled patients completed the study. One patient dropped out due to heart block unrelated to the study drug

and was not included in the efficacy analysis, as she did not complete the minimum 8 weeks of the study drug required for
« Acthar Gel is a gel preparation designed to provide a prolonged release of medication outcome assessment per study protocol.
after injection

SELECT IMPORTANT SAFETY INFORMATION

" » — Warnings and Precautions (continued)
DM/PM=dermatomyositis/polymyaositis; IS=infantile spasms;

MS=multiple sclerosis; PsA=psoriatic arthritis; RA=rheumatoid arthritis; * Patients with comorbid disease may have that disease worsened. Caution should be used when prescribing Acthar
SLE=systemic lupus erythematosus. in patients with diabetes and myasthenia gravis
* Prolonged use of Acthar may produce cataracts, glaucoma, and secondary ocular infections. Monitor for signs

*Acthar Gel is provided as a 5-mL multidose vial containing and symptoms

uolneziaoyiyny Jolid/yioddng

80 USP units per ml.. * Acthar is immunogenic and prolonged administration of Acthar may increase the risk of hypersensitivity reactions.
't may be necessary to taper the dose or increase the injection Dosage and Cases of anaphylaxis have been reported in the postmarketing setting. Neutralizing antibodies with chronic administration
interval to gradually discontinue treatment. f hould may lead to loss of endogenous ACTH and Acthar activity
*Dosing should then be gradually tapered over a 2-week period req.ue.nc.:y S .ou * There may be an enhanced effect in patients with hypothyroidism and in those with cirrhosis of the liver
to avoid adrenal insufficiency. be individualized » Long-term use may have negative effects on growth and physical development in children. Monitor pediatric patients
according to the * Decrease in bone density may occur. Bone density should be monitored in patients on long-term therapy

medical condition,
severity of the disease,
and initial response
of the patient'

Actharace

(repository corticotropin injection) 80 U/mL

S$992.1N0S38Y

6 Please see additional Important Safety Information throughout and full Prescribing Information. P a tl en t SU,0,00I’ t
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Dosing Information

Acthar® Patient Support

With Acthar Patient Support, a dedicated team of experts is ready to help.

Immunology Sales Specialists

Your Sales Specialist will be able to answer questions about completing and submitting your Referral Form.

Access and Reimbursement Managers (ARMS)

Your ARM is your key resource, providing reimbursement education and local area support throughout
the referral process.

Nurse Navigators

The Nurse Navigator serves as a supplemental support system for your patients. Nurse Navigators will never
provide medical advice, but they can help patients understand the administration of Acthar Gel, fit
Acthar Gel into their routine, and address any concerns or anxiety they may have about treatment.*

Case Managers

Your Case Manager is your patients’ key access resource, helping to coordinate the reimbursement process
(prior authorizations and appeals) as well as any additional services that your patient may be eligible for

and would like to take advantage of. Additional services include, but are not limited to, assistance program
support and injection training coordination.

*Nurse Navigators do not give medical advice and will direct patients to healthcare professionals for any treatment-related
questions, including further referrals.

ETANT ThEl MIFURRAL PROCEES
With the Acthar Referral Form

e e Pt g saceeing B

To get the prescription and reimbursement
process started:

; ’ l ﬁ

Bommiciad ed Bl cut the Acthar Fay iy Accthar Putient Suppert s
Ralerral Form VATT-SIT-230

Acthar Referral Forms
are available at

Actharhcp.com/
referral-forms
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SELECT IMPORTANT SAFETY INFORMATION
Adverse Reactions

* Commonly reported postmarketing adverse reactions for Acthar include injection site reaction, asthenic conditions
(including fatigue, malaise, asthenia, and lethargy), fluid retention (including peripheral swelling), insomnia, headache,
and blood glucose increased

* The most common adverse reactions for the treatment of infantile spasms (IS) are increased risk of infections,
convulsions, hypertension, irritability, and pyrexia. Some patients with IS progress to other forms of seizures; IS
sometimes masks these seizures, which may become visible once the clinical spasms from IS resolve

8 Please see additional Important Safety Information throughout and full Prescribing Information.

Prior Authorizations (PASs)

When a PA for Acthar Gel is required by the health insurance company, verbal
PAs or ePAs may offer a higher success rate and faster turnaround time than
faxed PAs.

Work with your Access and Reimbursement Manager (ARM) and/or Case Manager (CM) to determine the
preferred method to submit a PA.

Verbal PA

When available, a verbal PA offers many potential benefits, including:

* Eliminating or reducing paperwork, faxes, and callbacks

* Real-time answers to questions

* Less physician involvement needed down the road

* No scribing errors

» Most importantly, reduced process time, which may allow patients to get on therapy sooner

Electronic PA (ePA)/Faxed PA

Instructions:
« To initiate the PA process, fax the Acthar Referral Form to Acthar Patient Support, and
make sure your email address is on the form

* ePAs may offer a higher success rate and faster turnaround time than faxed PAs. If an
ePA is available, you will receive an email with a link to the ePA portal and a personal
identification number (PIN)

* Click on the link and enter your national provider identifier (NPI) and PIN where indicated

» Once inside the portal, you will be able to electronically complete and submit the
prior authorization

* If the submission is not immediately approved, expect to receive approval or denial
after only 12 hours

Call 1-888-435-2284
to speak with a Case Manager

Monday through Friday, 8 am to 9 pm ET
Saturday, 9 amto 2 pPm ET

There are a number of portals you may use to submit an electronic PA, such as CoverMyMeds.

Actharace

(repository corticotropin injection) 80 U/mL

Patient Support
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Appeals Kit Patient Resources

When a patient’s insurance provider denies coverage for Acthar® Gel, If an appeal is denied, there are resources available to help
the Appeals Kit simplifies the process for you to create and submit patients and their caregivers raise their voices, team up with
a customized Letter of Medical Necessity (LMN). their doctor, and write an appeals letter.

All are available to download at Acthar.com/resources
Appeals Kits are available across all therapeutic Spanish resources can also be found on the website.
areas and include:

w
v v o o st
Team up with your doctor and appeal a denial —

Step-by-step instructions et o o7 = S—

—rt it e e g ko e e e e
o

rvacription Ip denied. W Ehoshén', You sre st slens, P P e e

detail how to complete the LMN template. . it do v oy o ke : o B e i i

LMN checklist

lists critical information to include in an effective LMN.

LMN templates

provide sample language for you to customize when
addressing an insurance denial.

Patient Bill Patient Appeal Appeals Letter Patient Appeals

Supporting resources of Rights Discussion Guide Template Verbal Template

are available such as clinical trials, consensus documents, and et i
publications to support why the Acthar Gel prescription may be | Support From

medically necessary and may be included as part of the response e art ' .
to the heyalth plan’sr{jenial ' ’ ’ otk / g L Additional resources are

Acthar Gel Prescribing Information is included as a resource. =, — available to help patients start
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e . B | Acthar Gel. Contact your
ki Case Manager or ARM to
order copies for your practice.

Call 1-888-435-2284 Nurse Navigator Acthar Gel Patient
to request an Appeals Kit from your Leave Behind Brochure
Case Manager or contact your local ARM
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Acthar Patient Support at

Actharhcp.com/support
From prescription to delivery, Acthar Patient Support
is with you and your patients every step of the way.

To get the prescription and reimbursement
process started.

PO I e T G B RS T000 T
Aty g At G, M o ey vary.

a Actharc

e e (repository corticotropin injection) 80 U/mL
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Assistance Options Acthar® Gel Commercial Starter Program

Acthar Patient Support works closely with your office throughout the For eligible patientst who are awaiting insurance approval for Acthar Gel,
insurance approval process, keeping patients informed along the way. jump-start their treatment on Acthar for free while they await the outcome
If assistance is needed, the following options may be available: of their reimbursement process.
Your patients may be eligible for Uninsured/underinsured support See if your patients are eligible for this program
our $O CO-pay offer* If patients are uninsured or underinsured, they may To be eligible for the commercial starter program, patients must have:
If your patients have commercial or private be able to recei\_/e aSSistc’imce options through 1. A valid prescription for an on-label indication
insurance, they may be able to enroll in the the Acthar Patient Assistance Program: 2. Not used Acthar Gel any time in the past 36 months
Acthar Gel Commercial Co-pay Program * Mallinckrodt provides Acthar Gel at no cost to eligible 3. Commercial or private insurance
and pay as little as $0 for their Acthar Gel patients with a valid, on-label prescription for Acthar Gel
prescription. The program provides the following: who have no insurance, are underinsured, or are Hel our a ropriate patients aet Acthar Gel
« As little as $0 co-pay for eligible patients, rendered uninsured . Py PRIOP . b S d .
up to $15,000 per calendar year * Their Case Manager will transfer them to the Acthar Patient Patients who have commercial or private insurance can get Acthar Gel promptly. McKesson Specialty
(see Terms and Conditions below) Assistance Program to determine eligibility Pharmacy will arrange delivery of Acthar Gel directly with the approved patient, 1 vial at a time, as long
« Convenient online enroliment via the new « This program is administered via a third-party organization as it is prescribed to them or until their reimbursement process is completed.

Cco-pay website
pay Acthar Patient Assistance Program eligibility criteria:

* Valid Acthar Gel prescription for an FDA-approved indication Continue your pa-tient's treatment when the reimbursement
* Permanent US resident .
Your patients can enroll themselves * Household income at or below 700% of the Federal Poverty Level process is completed
in the Acthar Gel Commercial Co-pay * Patients may be subject to random income verffication to determine eligibility « If coverage is approved, the patient will receive Acthar Gel vials through their own Specialty Pharmacy
Program at Acthar.com/copay with coverage by their insurance provider

* If coverage is denied, the patient will then be screened for eligibility to the Acthar Patient
Assistance Program

* When the reimbursement process is completed, the patient will no longer receive Acthar Gel vials

Acthar Gel Commercial Co-pay Program Terms and Conditions: under this program

*“Terms and Conditions apply. This benefit covers Acthar® Gel (repository corticotropin injection). The program provides up to $15,000 per See full program Terms and Conditions below.
calendar year toward the patient’s Acthar Gel prescription costs. Eligibility: Available to patients with commercial prescription insurance
coverage for Acthar Gel. Co-pay assistance program is not available to patients receiving any form of prescription coverage under any
federal, state, or government-funded insurance program or where prohibited by law. Such programs include Medicare (including Medicare
Part D and Medicare Advantage), Medigap, Medicaid, TRICARE, Department of Defense, or Veterans Affairs programs. If at any time a

patient begins receiving prescription drug coverage under any such federal, state, or government-funded healthcare program, patient will Complete the Acthar Gel Commercial Starter program enrollment in section 5
no longer be able to use the Acthar Gel Copay Card and patient must call Acthar Patient Support at 1-888-435-2284 to stop participation. . .

The value of this program is exclusively for the benefit of patients and is intended to be credited towards patient out-of-pocket obligations of the Referral Form and make sure you have approprlate S|gnatures

and maximums, including applicable co-payments, coinsurance, and deductibles. Patients are responsible for any out-of-pocket costs before submitting the form to the Acthar Patient Services HUB.

above and beyond the program’s annual maximum benefit. The offer does not constitute prescription drug coverage and is not intended to
substitute health insurance. Patients who are members of insurance plans that adjust their patients’ out of pocket co-pay or co-insurance
responsibilities for certain prescription drugs based upon the patient’s enroliment in manufacturer sponsored co-pay assistance for such
drugs (often termed “accumulator” or “maximizer” programs) may be restricted from the Acthar Gel Copay Card program. Patients may
not seek reimbursement for value received from the Acthar Gel Copay program from any third-party payers. Restrictions, including monthly
maximums, may apply. Other Terms and Conditions apply. Offer subject to change or discontinuance without notice.

TActhar Gel Commercial Starter Program Terms and Conditions:

Eligible patients for this Program must meet the following criteria: have a valid prescription
for selected on-label indication in the therapeutic area of rheumatology, puimonology,
ophthalmology, or nephrology, have not used Acthar Gel (currently or in the past 36

(7]

() months), have verified commercial or private insurance, and are not participating in

2 SELECT |MPORTANT SAFE Ty |NFORMAT|ON Medicare, Medicaid, or any government-funded healthcare plan. This Program is valid

= for one vial of Acthar Gel at a time as needed; however, the patient will no longer receive ;

8 Pregnancy Acthar Gel under this Progrgm when the patient reoe'ives insurance approval ora final Acth a r‘ GE |_
nCI:.’ * Acthar may cause fetal harm when administered to a pregnant woman denial of coverage. The patient agrees not to seek reimbursement from any third-party (repository corticotrapin injection) 80U/mlL

payer for all or any part of Acthar Gel dispensed pursuant to this Program. This
Program is void where prohibited by law. Mallinckrodt reserves the right to rescind, .

12 Please see additional Important Safety Information throughout and full Prescribing Information. revoke, or amend this Program at any time without notice. By participating in this Pa t[ ent S upp or t
Program, the patient agrees to these terms and conditions.
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Resources

IMPORTANT SAFETY INFORMATION

Contraindications
Acthar is contraindicated:

* For intravenous administration

* In infants under 2 years of age who have suspected congenital infections

* With concomitant administration of live or live attenuated vaccines in patients receiving immunosuppressive doses of Acthar
* In patients with scleroderma, osteoporosis, systemic fungal infections, ocular herpes simplex, recent surgery, history of

or the presence of a peptic ulcer, congestive heart failure, uncontrolled hypertension, primary adrenocortical insufficiency,
adrenocortical hyperfunction, or sensitivity to proteins of porcine origin

Warnings and Precautions

* The adverse effects of Acthar are related primarily to its steroidogenic effects

* Acthar may increase susceptibility to new infection or reactivation of latent infections

* Suppression of the hypothalamic-pituitary-adrenal (HPA) axis may occur following prolonged therapy with the potential for
adrenal insufficiency after withdrawal of the medication. Adrenal insufficiency may be minimized by tapering of the dose when
discontinuing treatment. During recovery of the adrenal gland patients should be protected from the stress (e.g., trauma or
surgery) by the use of corticosteroids. Monitor patients for effects of HPA axis suppression after stopping treatment

* Cushing’s syndrome may occur during therapy but generally resolves after therapy is stopped. Monitor patients for signs
and symptoms

* Acthar can cause elevation of blood pressure, salt and water retention, and hypokalemia. Monitor blood pressure and
sodium and potassium levels

* Acthar often acts by masking symptoms of other diseases/disorders. Monitor patients carefully during and for a period
following discontinuation of therapy

* Acthar can cause gastrointestinal (Gl) bleeding and gastric ulcer. There is also an increased risk for perforation in patients
with certain Gl disorders. Monitor for signs of perforation and bleeding

* Acthar may be associated with central nervous system effects ranging from euphoria, insomnia, irritability, mood swings,
personality changes, and severe depression to psychosis. Existing conditions may be aggravated

* Patients with comorbid disease may have that disease worsened. Caution should be used when prescribing Acthar in patients
with diabetes and myasthenia gravis

* Prolonged use of Acthar may produce cataracts, glaucoma, and secondary ocular infections. Monitor for signs and symptoms

* Acthar is immunogenic and prolonged administration of Acthar may increase the risk of hypersensitivity reactions. Cases
of anaphylaxis have been reported in the postmarketing setting. Neutralizing antibodies with chronic administration may
lead to loss of endogenous ACTH and Acthar activity

* There may be an enhanced effect in patients with hypothyroidism and in those with cirrhosis of the liver
* Long-term use may have negative effects on growth and physical development in children. Monitor pediatric patients
* Decrease in bone density may occur. Bone density should be monitored in patients on long-term therapy

Adverse Reactions

* Commonly reported postmarketing adverse reactions for Acthar include injection site reaction, asthenic conditions (including
fatigue, malaise, asthenia, and lethargy), fluid retention (including peripheral swelling), insomnia, headache, and blood
glucose increased

* The most common adverse reactions for the treatment of infantile spasms (IS) are increased risk of infections, convulsions,
hypertension, irritability, and pyrexia. Some patients with IS progress to other forms of seizures; IS sometimes masks these
seizures, which may become visible once the clinical spasms from IS resolve

Pregnancy
* Acthar may cause fetal harm when administered to a pregnant woman

Please see full Prescribing Information for additional Important Safety Information.
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Questions?
Acthar Patient Support has answers!

Call 1-888-435-2284

to speak with your Case Manager.
Monday through Friday, 8 am to 9 pm ET
Saturday, 9 amto 2 pPm ET

Actharhcp.com/support

Acthanrce
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Patient Support
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