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Looking for a 
different treatment 
option for your 
dermatomyositis?

If you are still experiencing symptoms of 
dermatomyositis with your current treatment, you 
may want to consider the VALOR Study.

The VALOR Study is testing an oral investigational 
medicine to see if it can reduce the symptoms of 
dermatomyositis in adults from 18 to 74 years old.

Why consider the VALOR Study?

If you are eligible to participate:

To learn more, talk to your doctor and visit www.ValorStudy.com

You will receive study 
treatment and all study 
related care at no cost 

to you.

Your health will be 
closely monitored by a 
doctor who specializes 

in dermatomyositis.

You will contribute to 
advancing the medical 

understanding of 
dermatomyositis.

A Phase 3,  randomized, double-blind, placebo-
controlled study to investigate the eff icacy and safety 

of oral brepocitinib in adults with dermatomyositis 

By referring patients, you are neither requiring them to participate nor 
guaranteeing their enrollment. Patients enrolled in the study can remain in 

your care during their participation. 

Priovant Therapeutics is currently sponsoring a Phase 3, 
double-blind, placebo-controlled clinical research study 

of the investigational medicine brepocitinib in adults 
with dermatomyositis who have both muscle and skin 

disease involvement and are receiving (or are intolerant to) 
corticosteroids and/or immunomodulators.

Brepocitinib is an orally bioavailable small molecule tyrosine 
kinase (TYK)2/Janus kinase (JAK)1 inhibitor. Through dual 
inhibition of TYK2 and JAK1, brepocitinib is expected to 

reduce the activity of cytokines that have signaling pathways 
mediated by these 2 kinases, including type I interferons, 

interferon-gamma, and several interleukins, which have been 
implicated in the pathogenesis of dermatomyositis.

The primary objective of this study is to evaluate the eff icacy 
of brepocitinib for the treatment of dermatomyositis based 
on Total Improvement Score after 52 weeks of brepocitinib 

administration once daily in comparison to placebo.

Following a screening period of up to 8 weeks, eligible 
participants will be randomized 1:1:1 to take oral brepocitinib 

30 mg, brepocitinib 15 mg, or placebo once a day for 52 
weeks. Upon completion of the Blinded Treatment Period, 

participants will enter a 4-week safety Follow-up Period or a 
separate extension study. 

Please refer to the opposite side of this letter for more 
information on the study.

If you would like to refer a patient or request further 
information, please contact

Principal Investigator:  

Phone number:  

Aff iliation:  

Priovant Therapeutics - The VALOR Study - Patient Letter - 30-Mar-2022 - English (Master) - V1.0 PrintCode

Are you satisf ied with your current dermatomyositis treatment?

If you are still experiencing symptoms of dermatomyositis with your current 
treatment, you may be interested in learning about a clinical study sponsored by 

Priovant Therapeutics.

The VALOR Study is evaluating an investigational medicine called brepocitinib to see 
if it may improve symptoms of dermatomyositis in adults 18 to 74 years old.

How long is the study?

Why should I participate?

Your participation in the study may last up to 64 weeks, and you will have a 
visit to the study site approximately every 4 to 6 weeks. 

Once you complete the Study Treatment Period, you may have the option to 
continue in an extension study. If you are eligible and choose to take part, you 

will not be required to complete the Follow-up Period.

To learn more about the VALOR Study, go to www.ValorStudy.com 
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If you would like to learn more about the VALOR Study, contact:

Screening 
Period

Study 
Treatment 

Period

Follow-up 
Period

Up to 8 
weeks

52 weeks  
(1 year)

4 weeks

If you are eligible and decide to participate, you will:

Participation is voluntary ,  and if you decide to join, you can choose to stop 
at any time.

• Receive study-related treatments and care at no cost. 

• Be monitored by study doctors who specialize in 
dermatomyositis. 

• Join others in helping to advance research for 
dermatomyositis.

SCHEDULE AND PLANNER

For adults l iving with dermatomyositis

Please keep this card with you at all times.

I am participating in a clinical trial (PVT-2201-301) sponsored 
by Priovant Therapeutics, Inc. for the investigational medicine 
brepocitinib.
For information about the trial, emergency unblinding (if 
necessary) or in case of an accident, please contact:

Study doctor name:  

Telephone number:  

Emergency phone number (24 hour):  

Address:  

 

Not to be used as source documentation. 1

Study contacts

 

 

 

Inclusion Criteria
An individual will be eligible for participation in this study only if all of the following inclusion 
criteria are met:

Age and Sex
1. Male or female, and the participant must be ≥ 18 to < 75 years of age at the time of signing 

the informed consent form (ICF).
Type of Participant and Disease Characteristics

2. Participants with a diagnosis of dermatomyositis according to EULAR/ACR Classification 
Criteria for Idiopathic Inflammatory Myopathies (see Appendix 1) [Lundberg, 2017]. 
Note: Participants with possible IIM are not eligible. For patients with probable IIM, 
diagnosis confirmation from the Independent Eligibility Adjudication Committee will be 
required prior to randomization.

3. Participants meeting both of the following disease severity criteria (at screening and 
baseline):
• MMT-8 score ≥ 80 and < 142 (out of 150 total possible) 

and
• Active cutaneous manifestation of dermatomyositis documented as part of the 

investigator’s exam.
4. For participants with onset of dermatomyositis symptoms within 3 years of screening, have 

a documented computed tomography (CT) (or positron emission tomography-computed 
tomography [PET-CT]) scan with contrast of the chest, abdomen, and pelvis, taken after 
the onset of symptoms and within 1 year of screening, without findings suggestive of 
malignancy. 
Note: For participants without available CT (or PET-CT) scan results, a CT (or PET-CT) scan 
may be performed during the Screening Period.

5. Current therapy consisting of corticosteroid ≤ 20 mg/day (including a dose of 0 mg [i.e., not 
taking corticosteroid]) of prednisone or equivalent (see Appendix 2 for commonly-used 
corticosteroid equivalents). The dose must be stable for at least 4 weeks, and total duration 
of therapy at least 12 weeks, prior to screening.

6. At most, one non-steroid immunomodulatory/immunosuppressive therapy (see Table 2 for 
eligible therapies), with a stable dose for at least 12 weeks prior to screening. 
Note: Participants not receiving either corticosteroids or other immunomodulatory/
immunosuppressive therapy for the treatment of dermatomyositis require documented 
failure of response (which may include medical history by participant report) or intolerance 
to at least 1 prior dermatomyositis-related immunomodulatory/immunosuppressive 
therapy (hydroxychloroquine alone is not sufficient to meet this criterion) and must have 
been discontinued per the timelines specified in Table 6 or Table 15 prior to screening.

Resources for paticipants

This document outlines the materials that are available for use throughout the Valor Study for participants and 
parents/caregivers. These resources aim to accelerate recruitment, facilitate enrollment, and aid in retention. All 

materials are available in local languages for all countries in the Valor Study.

8-Ring Cards: A set of f ive double-sided 5” x 7” quick reference ring cards to be used 
during enrollment by study coordinators and additional site staff to aid in pre-study 
activities. This material lists inclusion/exclusion criteria f rom the protocol for site staff 
to review and conf irm participant eligibility for the Valor Study.
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4-HCP Referral Letter and Fact Sheet: A double-sided letter and fact sheet that 
introduces the study design, rationale, goals, and inclusion and exclusion criteria in a 
clinical fashion to referring colleagues. This letter explains the referral process and study 
activities, inviting HCPs to consider if any of their patients may qualify to be referred for 
participation. This letter is a recruitment tool intended to be distributed digitally.

3-Study Website containing Understanding the Valor Study video: A website for 
potential participants to reference containing information on the study schedule, a 
high-level overview of procedures and tests, side effects and risks, and the voluntary 
nature of the study. This website will host the Understanding the Valor Study video 
which educates potential participants on the Valor Study and what can be expected 
if they decide to join the study. The video can be used during recruitment and 
throughout the duration of the study.

2-Patient Letter: A letter for sites to provide for potential participants to assess study 
interest. The patient letter provides information on the purpose of the Valor Study 
and what happens during the trial. This letter is a recruitment tool intended to be 
distributed pre-consent.

1-Recruitment Poster: An illustrative poster for display at participating sites 
promoting the study to potential participants. This poster is intended to keep the 
study at the top of mind among site staff, raising awareness and promoting the study 
opportunities, while inviting potential participants to speak with site staff about 
involvement in the Valor Study.
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Pre-consent resources

5-Study Schedule Planner: An illustrative book that explains the purpose of the 
Valor Study to participants. This material informs participants of what to expect for 
study-related procedures and tests, the study schedule, side effects and risks, and the 
voluntary nature of the study. It is intended to be distributed at consent.

6-Thank You Card: A printed thank you card to send a personal message of 
appreciation to participants at any time during their participation in the Valor Study. 

7-Wallet Card: A card to provide to participants as an off icial record of their 
enrollment in the Valor Study. It contains contact information for the study site staff 
to be used if more information is needed about the study, and in the event of an 
emergency or adverse event.

Post-consent resources

Site-facing resources


