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ABSTRACT
Idiopathic inflammatory myopathies 
(IIM), or myositis, are a heterogeneous 
group of systemic autoimmune disorders 
that are associated with significant mor-
bidity and mortality. Conducting high-
quality clinical trials in IIM is challeng-
ing due to the rare and variable presen-
tations of disease. To address this chal-
lenge, the Myositis Clinical Trials Con-
sortium (MCTC) was formed. MCTC is 
a collaborative international alliance 
dedicated to facilitating, promoting, 
coordinating and conducting clinical 
trials and related research in IIM. This 
partnership works to advance the dis-
covery of effective evidence-based treat-
ments for IIM by integrating a diverse 
group of clinical investigators, research 
professionals, medical centres, patient 
groups, and industry partners. The 
Steering Committee, Core Group, and 
Paediatric Subcommittee of MCTC are 
comprised of myositis experts and jun-
ior investigators from around the world, 
representing a diversity of genders, ge-
ographies, and subspecialties. MCTC 
works alongside other current myositis 
organisations to complement existing 
work by concentrating on the operation-
alisation of clinical trials. Our pilot My-
ositis Investigators’ Information Survey 
gathered responses from 173 myositis 
investigators globally and found con-
siderable variability in proficiency with 
outcome measures, geographic dispari-
ties in patient recruitment, and a signifi-
cant disconnect between investigators’ 
routine myositis patient load and clini-
cal trial enrolment. MCTC will meet the 
need to support and diversify myositis 
clinical trials by facilitating trial plan-

ning, feasibility assessments, site selec-
tion, and the training and mentoring of 
junior investigators/centres to establish 
their readiness for clinical trial par-
ticipation. Through experienced leader-
ship, strategic collaborations, and in-
terdisciplinary discussions, MCTC will 
establish standards for IIM clinical trial 
design, protocols, and outcome meas-
ures in myositis.

Introduction
Pressing challenges in myositis 
clinical trials
Idiopathic inflammatory myopathies 
(IIM), or myositis, represent a rare, het-
erogeneous group of systemic autoim-
mune rheumatic diseases characterised 
by muscle weakness and/or inflamma-
tory rashes, as well as a variety of extra-
muscular organ manifestations involv-
ing the lungs, heart, joints, and gastroin-
testinal tract (1). Despite increasing rec-
ognition in recent years, IIM remains a 
group of rare diseases with considerable 
unmet needs and substantial associated 
morbidity and mortality (2). 
First-line therapy for IIM nearly always 
includes high-dose glucocorticoids 
(GC) in combination with traditional 
immunosuppressive agents, despite the 
paucity of randomised controlled trial 
(RCT) data supporting this approach 
(3, 4). Many patients respond poorly 
to these first-line treatments (5) and 
long-term GC exposure often leads to 
various adverse effects and complica-
tions (6). Currently, there are only three 
therapies approved by the US Food and 
Drug Administration (FDA) for IIM: 
prednisone, adrenocorticotropic hor-
mone (ACTH) gel (7) for dermatomy-
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ositis (DM) and polymyositis (PM), and 
intravenous immunoglobulin (IVIg) for 
DM (8). Of these, IVIg remains the 
only treatment approved based on a 
placebo-controlled RCT (9). 
While there has been a sharp increase 
in the number of RCT evaluating 
both novel and repurposed treatments 
against various forms of IIM over the 
last three years (10), conducting high-
quality clinical trials to find effective 
therapies for IIM presents several chal-
lenges unique to rare and heterogene-
ous diseases, including:

Reducing the competitive landscape 
for patient recruitment
Currently, most IIM clinical trials are 
performed at only a small number of 
institutions globally. Therefore, institu-
tions may be simultaneously conduct-
ing multiple competing trials that share 
similar inclusion and exclusion criteria. 
This redundancy not only reduces the 
efficiency of participant recruitment but 
also complicates patient screening and 
enrolment. On the other hand, many 
centres with an otherwise established 
clinical trial infrastructure are not being 
approached for myositis clinical trials 
due to a lack of recognition and limited 
experience in performing myositis out-
come measures. We need to expand the 
availability for clinical trial inclusion to 
these unrecognised centres with collab-
orative support and training from more 
established experts in the field.

Improving diversity in 
trial participation
Despite the increase in the number of 
IIM trials, there remains an underrep-
resentation of many geographic regions 
and important minority groups, includ-
ing Hispanic/Latino, black, and indig-
enous populations (8). This lack of 
diversity limits the generalisability of 
trial results across different demograph-
ics. Similarly, some outcome measures 
employed in myositis trials have not 
been sufficiently studied or validated in 
respect to diverse geographic and eth-
nic populations (10). Limited diversity 
in myositis clinical trials is frequently 
attributed to barriers such as language 
limitations, restricted trial accessibil-
ity, the necessity for travel to academic 

centres, and substantial direct and indi-
rect costs faced by underserved com-
munities.

Enhancing access to 
trial participation
Traditional trial models require in-
person evaluations by investigators, 
limiting recruitment to the geographic 
catchment area around current trial 
centres. Advances in trial designs/as-
sessments (11), including decentralised 
recruitment and remote data collection 
(12, 13), and expansion of the number 
of centres performing IIM clinical tri-
als are needed to improve access for 
larger numbers of patients with diverse 
ethnic and geographic backgrounds. 
These changes will both improve the 
robustness and generalisability of trial 
findings as well as enhance equity in 
clinical trial access.

Addressing disease and 
pathogenic heterogeneity
IIM represents a clinically heterogene-
ous and pathologically diverse group 
of disorders, unified by related clini-
cal manifestations and outcomes. Ad-
dressing the various IIM subtypes, 
heterogeneous organ involvement, and 
multiple myositis-specific autoanti-
body subgroups poses challenges for 
clinical trials in IIM. These challenges 
necessitate trials that leverage the ex-
pertise of a comprehensive group of 
stakeholders, including investigators 
from diverse clinical backgrounds and 
subspecialties, clinical research profes-
sionals, patient partners/organisations, 
and industry collaborators. This holis-
tic approach enhances the capacity to 
conduct clinical trials targeting specific 
IIM subtypes, autoantibody subgroups, 
or under-represented organ domains, 
such as myositis-associated interstitial 
lung disease (ILD) or isolated cutane-
ous manifestations. 

Disease classification 
and outcome measures
The 2017 European Alliance of Asso-
ciations for Rheumatology (EULAR) 
/ American College of Rheumatology 
(ACR) classification criteria for IIM 
(14) have several shortcomings and are 
currently undergoing revisions to re-

flect recent advances in our understand-
ing of myositis-specific/associated au-
toantibodies and disease pathologies 
(15). Similarly, the EULAR/ACR My-
ositis Response Criteria (MRC) using 
six myositis core set measures and total 
improvement scores (16) have notable 
limitations in terms of subjectivity and 
dependency on expertise and training. 
More robust, objective, and meaning-
ful IIM outcomes are being developed, 
including validated patient-reported 
outcome measures (17). Moreover, an 
urgent need to develop criteria for re-
mission and low disease activity has 
arisen due to the transformative poten-
tial of CD19 chimeric antigen receptor 
(CAR) T-cell (18) and bi-specific T-
cell engager therapies (19) in myositis. 
These efforts require integration into 
the landscape of IIM clinical trials, with 
active collaboration from investigators, 
patients, and the therapeutics industry 
alike.
These challenges underscore the critical 
need for an international, collaborative 
framework to enhance the scope, effi-
ciency, and applicability of clinical tri-
als in myositis. The Scleroderma Clini-
cal Trials Consortium (20) and the Vas-
culitis Clinical Research Consortium 
(21), dedicated to facilitating clinical 
trials and related research for their re-
spective diseases, serve as excellent ex-
amples of how large, well-coordinated 
research networks benefit rare autoim-
mune diseases research. In this context, 
we have developed the Myositis Clini-
cal Trials Consortium (MCTC) with the 
mission of fostering, facilitating, and 
conducting collaborative clinical trials 
and related research to find effective 
treatments for IIM.

What is MCTC?
MCTC is a robust, non-profit interna-
tional network comprised of a diverse 
group of clinical investigators, clinical 
research professionals, medical centres, 
patient partners and organisations, and 
industry stakeholders allied to advance 
the efforts and spectrum of IIM clini-
cal trials and related research across 
the globe. The mission of MCTC is 
straightforward yet ambitious: to facili-
tate rigorous and collaborative research 
initiatives in the landscape of IIM 
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clinical trials which can, in turn, help 
develop and/or discover effective treat-
ment modalities for various forms of 
myositis, ultimately enhancing patient 
outcomes and quality of life.

Development of MCTC
MCTC was established under the lead-
ership of global key opinion leaders 
in the field of myositis. In addition to 
input from myositis experts in multiple 
key disciplines (Fig. 1), MCTC utilises 
active collaborations with specialists in 
juvenile myositis, who now participate 
in the MCTC Paediatric Subcommittee. 
Engagement efforts also integrate clini-
cal research professionals, myositis pa-
tient support organisations and their af-
filiated patient partners, and global in-
dustry representatives. Feedback from 
all these groups has been a key feature 
of the Steering Committee, Paediatric 
Subcommittee, and industry roundtable 
activities conducted by MCTC since its 
inception.

MCTC core goals
The primary goal of MCTC is to facili-
tate, coordinate, and conduct clinical 
trials and related research in IIM. Our 
secondary goals are structured to sup-
port this primary aim, and include:
•	 Facilitation of clinical trial plan-

ning, including study feasibility and 
site selection;

•	 Training of junior investigators/cen-
tres in classification and outcome 
measures, and expediting the clini-
cal trial readiness of newer myositis 
research centres;

•	 Provision of preliminary analysis, 
feasibility assessments, grant sup-
port, collaboration, and other sup-
port for participating members;

•	 Establishment of collaborative clini-
cal trials and studies among various 
participating centres;

•	 Generation of interdisciplinary dis-
cussion and consensus on standards 
for myositis clinical trial design, 
protocols, guidelines, ethics, and 
outcomes;

•	 Development of a multi-centre pro-
spective observational myositis clini-
cal trial registry with data collection 
at individual centres for future myosi-
tis clinical trials and related research.

MCTC focuses on advancing clinical 
trials in myositis, fostering interna-
tional and multidisciplinary collabo-
rations, and supporting junior clinical 
investigators across the globe to en-
sure their readiness for future myositis 
clinical trials. MCTC will serve as a 
pivotal international platform for my-
ositis investigator and site information, 
thereby playing a crucial role in facili-
tating clinical trials globally regardless 
of whether they are pragmatic, investi-
gator-initiated, or industry-sponsored. 
This proactive and inclusive approach 
positions MCTC uniquely in the land-
scape of IIM clinical research, offering 
improved expediency for therapeutic 
advances in this challenging group of 
diseases.

Operational framework 
of MCTC
MCTC is a collaborative initiative of 
myositis physicians (investigators) 
and non-physician healthcare profes-
sionals, clinical research coordinators 
(CRCs) and other research profession-
als, pharmaceuticals/industry partners, 
as well as myositis patient partners 
and patient support organisations (Fig. 
1A). MCTC operates through a struc-
tured framework designed to optimise 
efficiency, which is divided into sev-
eral key groups: the Steering Commit-
tee, the Core Group, various Working 
Groups, and the Paediatric Subcommit-
tee, each serving distinct yet intercon-
nected functions.

Steering Committee
The Steering Committee is the govern-
ing body of the MCTC, responsible for 
setting the strategic direction and overall 
policy of the consortium (Fig. 1A). This 
committee is composed of global my-
ositis experts and representatives from 
patient advocacy groups. Thirty-eight 
selected reputed senior and mid-career 
myositis investigators from around the 
world were recruited to form the initial 
Steering Committee of MCTC. The 
primary role of the Steering Commit-
tee is to oversee the development and 
execution of the consortium’s agenda, 
ensuring that it aligns with the MCTC 
core goals and its paramount mandate 
to advance myositis clinical trials.

Core Group
The Core Group acts as the operational 
backbone of the MCTC, handling the 
implementation, management, and 
coordination of consortium activities 
(Fig. 1A). Example activities include 
communication between the consor-
tium members, organisation of meet-
ings and workshops, and dissemination 
of research findings and other initia-
tives. The Core Group is also respon-
sible for operationalising and execut-
ing initiatives/projects approved by 
the Steering Committee and providing 
updates and feedback to the Steering 
Committee and general membership. 
The Core Group primarily comprises 
early-career investigators/research 
professionals and trainees dedicated 
to pursuing careers in myositis. Simi-
lar to the Steering Committee, a pre-
mium is placed on ensuring a diversity 
of geographic location, clinical focus, 
and professional background amongst 
the group. The involvement of these 
junior members facilitates interaction 
and mentoring from prominent interna-
tional myositis experts, thus generating 
upcoming MCTC leaders to ensure the 
sustainability of the consortium in the 
future. The current Core Group com-
prises 19 early/mid-career investiga-
tors and fellows dedicated to myositis 
research, 2 Steering Committee mem-
bers (RA and PG), 1 clinical research 
coordinator, 1 clinical trial project di-
rector, and 1 data manager.

Working Groups
Working Groups are specialised task-
oriented and project-based teams with-
in MCTC formed to address challenges 
or opportunities identified by the Steer-
ing Committee. Each Working Group 
will be led by experts in relevant fields 
working collaboratively to achieve 
defined objectives. Examples of the 
tasks of the Working Groups include 
developing new clinical trial protocols, 
creating patient recruitment strategies, 
standardising data collection methods, 
and exploring innovative treatment 
modalities for diverse disease mani-
festations within the myositis disease 
spectrum, such as cancer-associated 
myositis and predominant skin or lung 
IIM manifestations.
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Paediatric Subcommittee
MCTC has organised an initial Paediat-
ric Subcommittee comprised of a Steer-
ing Committee member and 6 other 
paediatric rheumatologists to focus on 
advancing clinical trials in the field of 
juvenile myositis. This Subcommittee 
advises the Steering Committee on op-
timal methods of facilitating this work 
in collaboration with existing paedi-

atric research networks and advocacy           
organisations.
The operational format of MCTC lever-
ages expertise from diverse fields, and 
ensures a high level of organisation and 
accountability, thereby facilitating ef-
fective communication and collabora-
tion among members spread across dif-
ferent geographical locations. Both the 
Steering Committee and Core Group 

emphasise diversity in gender (Fig. 1B), 
geography (Fig. 1C), and subspecialty 
(Fig. 1D). The future structure and ro-
tation scheme for the Steering Com-
mittee and Core Group of MCTC are 
currently being developed, with plans 
for positions to potentially rotate every 
2–3 years. This rotation will be deter-
mined through a voting process involv-
ing both the current Steering Commit-
tee and Core Group members and the 
general membership, ensuring dynamic 
leadership and fresh perspectives in 
guiding the activities of the consortium. 
This approach is designed to maintain a 
vibrant and effective leadership cycle, 
fostering continuous innovation and re-
sponsiveness within MCTC.

Collaborations with existing 
myositis networks and patient 
support organisations
MCTC will collaborate with existing 
myositis networks including but not 
limited to the International Myositis 
Assessment and Clinical Studies Group 
(IMACS) (22), the International My-
ositis Society (iMyoS) (23), MYONET 
(24), and the Myositis International 
Health and Research Collaborative Alli-
ance (MIHRA) (25). MCTC values and 
respects the foundational work of these 
organisations, and our focus is distinc-
tively on the practical aspects of clinical 
trial execution. MCTC works in coop-
eration with these established myositis 
organisations, ensuring that its efforts 
complement rather than duplicate or 
replace existing work by concentrating 
on the operationalisation and manage-
ment of clinical trials, thereby bridg-
ing the gap between academic research, 
real-world practice, and industry. This 
approach ensures that the MCTC adds 
unique value to the myositis research 
community by enhancing the efficiency 
and effectiveness of IIM clinical trials.
MCTC will also offer close collabo-
ration with myositis patient support 
organisations, such as The Myositis 
Association (TMA), Myositis Support 
and Understanding (MSU), and other 
patient support groups globally. Repre-
sentatives of these patient support or-
ganisations will also serve as Steering 
Committee members on a rotating basis.
Our Paediatric Subcommittee will col-

Fig. 1. A: MCTC organisational framework designed to optimise inclusivity and efficiency. Deliberate 
emphasis was made to promote diversity of (B) gender representation, (C) geographic distribution, and 
(D) medical subspecialties amongst the MCTC Steering Committee and Core Group members.
CRC: clinical research coordinators; MCTC: Myositis Clinical Trials Consortium; MD: medical doctors.
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laborate with juvenile myositis work-
ing groups of prominent paediatric 
rheumatology societies. These include 
the Childhood Arthritis and Rheuma-
tology Research Alliance (CARRA), 
the Paediatric Rheumatology Euro-
pean Society (PReS), the Paediatric 
Rheumatology International Trials 
Organization (PRINTO), and the Pae-
diatric Rheumatology Collaborative 
Study Group (PRCSG). Additionally, 
we partner with juvenile myositis pa-
tient support groups such as Cure JM 
to enhance our efforts to address this 
important IIM subtype.
We advocate that effective collabora-
tion among the organisations working 
in the arena of IIM is the key to en-
hancing clinical trials in myositis, es-
pecially given current inefficiencies in 
the clinical research landscape for these 
rare diseases (10). The global represen-
tation of MCTC offers a substantial ad-
vantage in encouraging collaborations 
with existing myositis networks and 
patient support organisations around 
the world.

Transparent and active 
collaboration with industry 
in the MCTC: enhancing 
engagement and efficacy
The medical therapeutics industry 
currently encompasses an undeniably 
prominent role in the development of 
IIM treatments and clinical trials. As 
such, active investigator-industry part-
nerships built on aligning clinical trial 
research with unmet patient needs, en-
hancing transparency, and streamlin-
ing logistical processes are required 
to expedite bringing novel and repur-
posed evidence-based interventions to 
IIM patients. MCTC will work as an 
unbiased dynamic forum to facilitate 
these vital alliances worldwide through 
roundtables and other engagement, 
thereby amplifying the landscape of in-
novative industry-sponsored/investiga-
tor-initiated IIM trials and clinical re-
search funding considerations. MCTC 
will also lead efforts in maintaining 
uniformly high standards for ethical 
and transparent industry interactions 
in IIM clinical research, improving        

patients’ trust in these collaborations.
MCTC moreover has the potential to 
act as a neutral yet unified cohesive 
platform that could facilitate regulated 
access to vast high-quality clinical and 
laboratory data as well as biospecimens 
obtained in industry-sponsored trials. 
Effective utilisation of these trial data 
would deepen our understanding of the 
patient populations involved in clinical 
trials compared to those seen in daily 
clinical practice (“non-study” popula-
tions) and offer valuable insights into 
future clinical and basic research in 
IIM. Just as importantly, the MCTC 
communication network will allow ef-
fective, unbiased dissemination of trial 
findings to academic and medical com-
munities, regulatory bodies, patient ad-
vocacy groups, and other stakeholders, 
ultimately enhancing research visibil-
ity to drive faster adoption of IIM trial 
findings into routine clinical care. 
MCTC will additionally endeavour to 
optimise the efficient, equitable selec-
tion of research sites (or even target 
countries in some instances) by rec-
ommending member centres that best 
match the necessary expertise and de-
mographic criteria for the needs of a 
specific trial. These efforts will enhance 
trial resource allocation and patient ac-
cess.  MCTC will seek to lessen the 
administrative burden on member sites 
by providing logistical support and ex-
pert advice to coordinate between sites, 
manage data collection standards, and 
ensure regulatory compliance. MCTC 
will also serve as an essential resource 
to guide both novice and experienced 
investigators and industry stakeholders 
in optimising recruitment strategies and 
improving the accuracy of disease as-
sessments. 
The MCTC commitment to independ-
ent, ethical, transparent multi-tiered 
partnership around shared goals builds 
trust and credibility with industry part-
ners, fostering long-term relationships 
that ensure ongoing high-quality, rel-
evant trials focused on addressing un-
met needs in IIM treatment.

MCTC surveys and website
The MCTC Core Group developed 
three sets of surveys to engage po-
tential myositis clinical trial partners: 

Table I. Characteristics of myositis investigators responding to the pilot Investigator      
Survey.

	 Investigators (n=173)

Primary affiliation, n (%)	
	 Centre	 44 	(25.4)
	 Practice	 5 	(2.9)
	 Clinic	 13 	(7.5)
	 University	 95 	(54.9)
	 Institute	 15 	(8.7)

Medical specialties, n (%)	
	 Adult	 152 	(87.9)
	 Paediatric	 2 	(1.2)
	 Both	 14 	(8.1)
	 Rheumatology	 130 	(75.1)
	 Neurology / Neuromuscular	 21 	(12.1)
	 Pulmonology	 19 	(11.0)
	 Dermatology	 7 	(4.0)
	 Other	 6 	(3.5)

Board-certified or board-eligible in specialty of practice, n (%)	 160 	(92.5)
Completed additional training program focused on myositis, n (%)	 41 	(23.7)

Years of clinical research experience, median [IQR], years	 10 	[5–20]
Number of total peer-review publications in PubMed, median [IQR]	 29 	[8–76]

Previous experience in myositis research, n (%)	 113 	(65.3)
Years of clinical research experience in myositis, median [IQR] (years)	 5 	[0–10]

Number of clinical research studies on myositis conducted or participated 	 2 	[0–5]
     within the last five years, median [IQR]	
Number of interventional/drug clinical trials on myositis conducted or 	 0 	[0–2]
     participated within the last five years, median [IQR]	

IQR: interquartile range.
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the   Myositis Investigator (Physician) 
Member Information Survey, the My-
ositis Non-investigator (Non-physi-
cian) Collaborator Information Survey, 
and the Myositis Site Information Sur-
vey. The MCTC surveys serve to glob-
ally identify centres, investigators, and 
key stakeholders with significant inter-
est in conducting or supporting myosi-

tis clinical trials and related studies. 
More importantly, the surveys help to 
assess potential targetable opportunities 
to enhance research experience, patient 
access, training, site resources, and 
overall clinical trial readiness of inves-
tigators and centres around the world.  
A secured platform (REDcap) was used 
for pilot survey development and initial 

data storage. The planned full survey 
catalogues will be utilised as a critical 
tool in feasibility assessment and site 
selection for future myositis trials.

Myositis investigator 
member information survey
(investigator survey)
The Investigator Survey is designed to 
generate a registry focused on investi-
gators’ research experience and training 
related to myositis. Information col-
lected from investigators includes their 
affiliation, medical education, myositis 
outcome measures training, clinical 
trial experience, and myositis patient 
care load. These data both help iden-
tify potential investigators for trial in-
volvement and guide training initiatives 
within MCTC. 
The Investigator Survey was piloted 
from July to October 2024 (14 weeks) 
to engage clinicians interested in join-
ing MCTC and elucidate current barri-
ers to IIM trial participation. A public 
link for the survey is available at: htt-
ps://redcap.link/mctc_investigatorsur-
vey. A total of 173 clinical investigators 
of various subspecialties from 23 coun-
tries participated in the pilot (Table I). 
Fig. 2A demonstrates the distribution 
of participating MCTC investigators by 
region. 
Our results identified notable heteroge-
neity in experience with validated out-
come measures commonly used in IIM 
clinical trials: In example, nearly half 
reported no or only limited experience 
in performing manual muscle testing 8 
(MMT-8) (Fig. 2B). The variability in 
outcome measures experience presents 
a notable barrier to study entry and po-
tentially increases variability in pooled 
trial assessments.
The Investigator Survey also identified 
a substantial discrepancy between rou-
tine IIM patient care load and clinical 
trial enrolment (Fig. 3). Among 144 
respondents to questions about patient 
load, 56.9% had seen over 50 myositis 
patients in the previous year yet 61.1% 
had not enrolled any patients in IIM tri-
als over the last three years. Enrolment 
was highest in Europe and North Amer-
ica compared to other regions. The 
pilot survey data underscores the vast 
potential to expand the pool of myositis 

Fig. 2. A: Global distribution of responses to the pilot Investigator Survey highlighting the geographi-
cal diversity of MCTC investigators. 
:) Significant variability in experience performing myositis outcome measures reported by participat-
ing pilot survey investigators.
CDASI: Cutaneous Dermatomyositis Disease Area and Severity Index; CDM-IGA: Cutaneous Der-
matomyositis Investigator Global Assessment; CMAS: Childhood Myositis Assessment Scale; IBM-
FRS: Inclusion Body Myositis-Functional Rating Scale; JDMAI: Juvenile Dermatomyositis Activity 
Index; MCTC: Myositis Clinical Trials Consortium; MDAAT: Myositis Disease Activity Assessment 
Tool; MDI: Myositis Damage Index; MMT-8: Manual Muscle Testing 8; PGDA: Physician reported 
Global Disease Activity; PGIC: Physician-Global Impression of Change.
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investigators and centres, particularly 
outside of North America and Europe.

Myositis collaborator 
information survey 
(collaborator survey) 
MCTC emphasises the crucial roles of 
non-physician collaborators in advanc-
ing myositis trials. The Collaborator 
Survey is designed to engage non-
investigator partners, including but 
not limited to non-clinician healthcare 
professionals, patient representatives 
(members from patient support organi-
sations and patient partners), research 
coordinators, basic scientists, data sci-
entists, industry leaders, and other in-
terested parties. The public link to the 
multi-language collaborator survey is 
available at: https://redcap.link/mctc-
collaboratorsurvery.

Myositis site member 
information survey 
(site survey)
The site survey is designed to collect 
information on site infrastructure to ex-
pedite myositis clinical trial feasibility 
assessments and site selection. The sur-
vey collects data about sites’ experience, 
subject enrolment processes, study co-
ordinator information, ethical approval 
timelines, and capability to perform 
specific investigations and therapeutic 
interventions relevant to myositis clini-
cal trials.

MCTC website
Our public website (https://myositisclin-
icaltrialsconsortium.org) offers a ready 
portal to engage potential investigators/
partners and disseminate information 
regarding MCTC events and initiatives.

Future outlook
MCTC is poised to significantly ad-
vance myositis clinical trials worldwide 
through the development of robust and 
comprehensive resources and coordina-
tion. Central to these advancements are 
the planned MCTC Site Infrastructure 
Database and MCTC Patient Registry. 
The Site Infrastructure Database, en-
riched with data from the detailed Inves-
tigator, Collaborator, and Site Surveys, 
will serve as a vital tool for mapping the 
current landscape of myositis research, 
pinpointing gaps in site resources, and 
enhancing patient recruitment strate-
gies. Concurrently, the Patient Regis-
try will act as a dynamic platform to 
aggregate IIM patient data on a global 
scale and promote collaboration across 
the international research community. 
Centralising a source of patient char-
acteristics will substantially improve 
the effective and efficient execution of 
large-scale, multinational clinical trials. 
MCTC further plans to develop unified 
training and certification programmes 
for investigators on myositis outcome 
measures and assessments to improve 
the quality and consistency of clinical 
trials. Additionally, our targeted scientif-
ic working groups will drive specialised 
clinical trial research efforts, address-
ing heterogeneous disease presentation 
of myositis including skin-predominant 
disease and myositis-associated ILD. 

Conclusion
The notable disparities in myositis clin-
ical trial engagement highlighted by 
our surveys underscore the need for im-
proved strategies to boost participation, 
particularly in underrepresented re-
gions. MCTC is dedicated to addressing 
these issues through its expansive and 
inclusive global network. In summary, 
MCTC is poised to markedly improve 
the myositis clinical trials landscape by 
providing the essential infrastructure 
for international collaboration, advanc-
ing data collection, and fostering great-
er inclusivity. This holistic approach 
will not only expedite and deepen our 
understanding of treatment options for 
IIM but also ensure that the benefits of 
clinical trials reach as broad an audi-
ence as possible, thereby enhancing the 
outcomes of IIM patients globally.

Fig. 3. Significant disparities between reported (A) routine myositis clinical care load and (B) IIM 
clinical trial enrolment identified by the pilot Investigator Survey.
ASSD: anti-synthetase syndrome; CADM: clinically amyopathic dermatomyositis; DM: dermatomy-
ositis; IBM: inclusion body myositis; ILD: interstitial lung disease; IMNM: immune-mediated necro-
tising myopathies; JDM: juvenile dermatomyositis; OM: overlap myositis; PM: polymyositis.



209Clinical and Experimental Rheumatology 2025Clinical and Experimental Rheumatology 2025

The Myositis Clinical Trials Consortium (MCTC) / A. Bishnoi et al.

Acknowledgements
The authors wish to thank the MCTC 
membership and all the MCTC investi-
gators who completed the pilot Myosi-
tis Investigator Member Information 
Survey.

MCTC Initial Steering Committee 
Members
Rohit Aggarwal*, Chester V. Oddis**, 
Masataka Kuwana**, Jiří Vencovský**, 
Olivier Benveniste, Daniel Brito de 
Araujo, Christina Charles-Schoeman, 
Hector Chinoy, Tamera J. Corte, Ma-
zen M. Dimachkie, Roni P. Dodiuk-
Gad, Paula Eichenbrenner, Manabu 
Fujimoto, Prateek C. Gandiga, Ignacio 
García-De La Torre, Nimmisha Govind, 
Namita A. Goyal, Zoltan Griger, Rob-
ert W. Hallowell, Marie Hudson, Vidya 
Limaye, Liza Rajasekhar, Manuel Lu-
binus, Ingrid E. Lundberg, Shannon 
Malloy, Galina Marder, Layla Metni, 
Jane Myles, Merrilee Needham, Joost 
Raaphorst, Lisa G. Rider, Jorge Rojas-
Serrano, Jens Schmidt, Albert Selva-
O’Callaghan, Samuel Katsuyuki Shinjo, 
Vineeta Shobha, Ho So, Iazsmin Bauer 
Ventura, Swamy Venuturupalli, Ruth 
Ann Vleugels, Guochun Wang, Qian 
Wang, Erin M. Wilfong.
*Principal coordinator
**Regional coordinators
The remaining members are listed alpha-
betically by surname.

MCTC Paediatric Subcommittee
Lisa G. Rider, Brian M. Feldman, Adam 
M. Huber, Hanna Kim, Susan Kim,   
Angelo Ravelli, Annet van Royen-
Kerkhof.

Affiliations
1Dept. of Dermatology, Venereology, 
and Leprology, Postgraduate Institute 
of Medical Education and Research, 
Chandigarh, India;
2Division of Rheumatology and Clinical 
Immunology, Dept. of Medicine, The 
University of Hong Kong, Hong Kong;
3Dept. of Allergy and Rheumatol-
ogy, Nippon Medical School Graduate 
School of Medicine, Tokyo, Japan;
4Division of Pulmonology and Critical 
Care, Dept. of Medicine, University of 
Florida College of Medicine, Gaines-
ville, FL, USA;

5Division of Rheumatology, Emory 
University, Atlanta, GA, USA;
6Division of Rheumatology and Clinical 
Immunology, University of Pittsburgh 
School of Medicine, Pittsburgh, PA, USA;
7RheumaCARE, Mysuru, India;
8Interstitial Lung Disease and Rheuma-
tology Unit, Instituto Nacional de En-
fermedades Respiratorias Ismael Cosío 
Villegas, Mexico City, Mexico;
9Dept. of Rheumatology, Unidade Local 
de Saúde da Região de Aveiro, Portugal;
10Aveiro Rheumatology Research Cen-
tre, Egas Moniz Health Alliance, Aveiro, 
Portugal;
11Rheumatology Research Unit, Insti-
tuto de Medicina Molecular, Faculdade 
de Medicina, Universidade de Lisboa, 
Portugal;
12Rheumatology Unit, Dept. of Medi-
cine, Surgery and Neurosciences, Uni-
versity of Siena, Italy;
13Section of Rheumatology, Dept. of 
Medicine, Hospital Clínico Universidad 
de Chile, Santiago, Chile;
14Manchester Centre for Clinical Neuro-
sciences, Northern Care Alliance NHS 
Foundation Trust, Manchester Academ-
ic Health Science Centre, Salford, UK;
15Division of Infectious Diseases and 
International Health, Duke University 
School of Medicine, Durham, NC, USA;
16Division of Rheumatology, Centre 
Hospitalier de l’Université de Montréal, 
Canada;
17Division of Rheumatology and Clini-
cal Immunology, University of Tangier, 
Morocco;
18Rheumatology Unit, Bnai Zion Medi-
cal Center, Faculty of Medicine, Techn-
ion Israel Institute of Technology, Haifa, 
Israel;
19Faculty of Health and Medical Scienc-
es, University of Adelaide, and Rheuma-
tology Unit, Southern Adelaide Local 
Health Network, Adelaide, Australia;
20Division of Rheumatology, Dept. of 
Internal Medicine, National Taiwan 
University Hospital Hsin-Chu Branch, 
Taiwan;
21Dept. of Medicine, McGill University, 
Montreal, Canada;
22Division of Rheumatology, Jewish 
General Hospital, Montreal, Canada;
23Institute of Rheumatology and Dept. 
of Rheumatology, 1st Medical Faculty, 
Charles University, Prague, Czech    
Republic.

Competing interests
M. Kuwana has received royalties 
from MBL; speaking honoraria from 
Boehringer-Ingelheim; consulting hon-
oraria from Argenx, Boehringer-Ingel-
heim and GSK; and research grants 
from Boehringer-Ingelheim and MBL.
P.C. Gandiga has received consulting 
honoraria from Kezar Life Sciences 
and Janssen Pharmaceuticals. 
R. Aggarwal has received research 
grants from Boehringer Ingelheim, 
Bristol-Myers Squibb, EMD Serono, 
Janssen, Mallinckrodt, Pfizer, and Q32; 
consulting fees from Alexion, ANI Phar-
maceutical, Argenx, Artasome, Astra-
Zeneca, Boehringer Ingelheim, Bristol 
Myers-Squibb, CabalettaBio, Capella, 
Capstan, Corbus, CSL Behring, EMD 
Serono, Galapagos, Horizontal Thera-
peutics, I-Cell, Immunovant, Janssen, 
Kezar, Kyverna, Lilly, Manta Medicines 
Corporation, Merck, Novartis, Nuvig 
Therapeutic, Octapharma, Pfizer, Roi-
vant, Sanofi, Teva, Tourmaline Bio and 
Verismo Therapeutics. 
The other authors have declared no 
competing interests.

References
  1.	LUNDBERG IE, FUJIMOTO M, VENCOVSKY J 

et al.: Idiopathic inflammatory myopathies. 
Nat Rev Dis Primers 2021; 7(1): 86. 

	 https://doi.org/10.1038/s41572-021-00321-x
  2.	DOBLOUG GC, SVENSSON J, LUNDBERG IE, 

HOLMQVIST M: Mortality in idiopathic in-
flammatory myopathy: results from a Swed-
ish nationwide population-based cohort study. 
Ann Rheum Dis 2018; 77(1): 40-47. https://

	 doi.org/10.1136/annrheumdis-2017-211402
  3.	ODDIS CV, AGGARWAL R: Treatment in my-

ositis. Nat Rev Rheumatol 2018; 14(5): 279-
89. https://doi.org/10.1038/nrrheum.2018.42

  4.	CHUNG MP, PAIK JJ: Past, present, and fu-
ture in dermatomyositis therapeutics. Curr 
Treatm Opt Rheumatol 2022; 8(4): 71-90. 

	 https://doi.org/10.1007/s40674-022-00193-6
  5.	LUNDBERG IE: Expert Perspective: Manage-

ment of refractory inflammatory myopathy. 
Arthritis Rheumatol 2021; 73(8): 1394-407. 

	 https://doi.org/10.1002/art.41762
  6.	MILOSLAVSKY EM, NADEN RP, BIJLSMA JW 

et al.: Development of a Glucocorticoid Tox-
icity Index (GTI) using multicriteria decision 
analysis. Ann Rheum Dis 2017; 76(3): 543-
46. https://

	 doi.org/10.1136/annrheumdis-2016-210002
  7.	AGGARWAL R, MARDER G, KOONTZ DC, 

NANDKUMAR P, QI Z, ODDIS CV: Efficacy 
and safety of adrenocorticotropic hormone 
gel in refractory dermatomyositis and poly-
myositis. Ann Rheum Dis 2018; 77(5): 720-
27. https://

	 doi.org/10.1136/annrheumdis-2017-212047



210 Clinical and Experimental Rheumatology 2025Clinical and Experimental Rheumatology 2025

The Myositis Clinical Trials Consortium (MCTC) / A. Bishnoi et al.

  8.	AGGARWAL R, CHARLES-SCHOEMAN C, 
SCHESSL J et al.: Trial of intravenous im-
mune globulin in dermatomyositis. N Engl J 
Med 2022; 387(14): 1264-78. 

	 https://doi.org/10.1056/nejmoa2117912
  9.	GANDIGA PC, GHETIE D, ANDERSON E,     

AGGRAWAL R: Intravenous immunoglobu-
lin in idiopathic inflammatory myopathies: a 
practical guide for clinical use. Curr Rheu-
matol Rep 2023; 25(8): 152-68. 

	 https://doi.org/10.1007/s11926-023-01105-w
10.	SAYGIN D, WERTH V, PAIK JJ et al.: Current 

myositis clinical trials and tribulations. Ann 
Rheum Dis 2024; 83(7): 826-29. 

	 https://doi.org/10.1136/ard-2023-224652
11.	AZEVEDO SF, VALENZUELA A, BENITEZ CA 

et al.: Correspondence on ‘Current myositis 
clinical trials and tribulations’ by Saygin et 
al. Ann Rheum Dis 2024; 83(11): e22. 

	 https://doi.org/10.1136/ard-2024-225751
12.	KERET S, SILVA RL, CHANDRA T et al.: Dis-

ease characteristics and medications use in 
idiopathic inflammatory myopathy: a multi-
center prospective observational study of de-
centralized remote vs. traditional clinic enroll-
ment. Rheumatology (Oxford) 2024 Aug 29. 
https://doi.org/10.1093/rheumatology/keae467

13.	AGGARWAL R, ODDIS CV, SULLIVAN DI et 
al.: Design of a randomised controlled hy-
brid trial of nintedanib in patients with pro-
gressive myositis-associated interstitial lung 
disease. BMC Pulm Med 2024; 24(1): 544. 

	 https://doi.org/10.1186/s12890-024-03314-0
14.	LUNDBERG IE, TJÄRNLUND A, BOTTAI M et 

al.: 2017 European League Against Rheu-
matism/American College of Rheumatology 
classification criteria for adult and juvenile 
idiopathic inflammatory myopathies and 

their major subgroups. Ann Rheum Dis 2017; 
76(12): 1955-64. https://

	 doi.org/10.1136/annrheumdis-2017-211468
15.	SAYGIN D, GLAUBITZ S, ZENG R et al.:     

Performance of the 2017 EULAR/ACR Clas-
sification Criteria for adult and juvenile idio-
pathic inflammatory myopathies and their 
major subgroups: a scoping review. Clin Exp 
Rheumatol 2024; 42(2): 403-12. https://

	 doi.org/10.55563/clinexprheumatol/vuc5py
16.	AGGARWAL R, RIDER LG, RUPERTO N et al.: 

2016 American College of Rheumatology/
European League Against Rheumatism crite-
ria for minimal, moderate, and major clinical 
response in adult dermatomyositis and poly-
myositis: An International Myositis Assess-
ment and Clinical Studies Group/Paediatric 
Rheumatology International Trials Organisa-
tion Collaborative Initiative. Ann Rheum Dis. 
2017; 76(5): 792-801. https://

	 doi.org/10.1136/annrheumdis-2017-211400
17.	ROMICH E, SAYGIN D, DIRENZO D et al.: 

Construct validity of PROMIS pain inter-
ference, fatigue, and physical function as 
patient-reported outcomes in adults with idi-
opathic inflammatory myopathies: An inter-
national study from the OMERACT myositis 
working group. Semin Arthritis Rheum 2024; 
68: 152534. https://

	 doi.org/10.1016/j.semarthrit.2024.152534
18.	MÜLLER F, TAUBMANN J, BUCCI L et al.: 

CD19 CAR T-cell therapy in autoimmune 
disease - a case series with follow-up. N Engl 
J Med 2024; 390(8): 687-700. 

	 https://doi.org/10.1056/nejmoa2308917
19.	HAGEN M, BUCCI L, BÖLTZ S et al.: BCMA-

targeted T-cell-engager therapy for autoim-
mune disease. N Engl J Med 2024; 391(9): 867-

69. https://doi.org/10.1056/nejmc2408786
20.	BARON M, KAHALEH B, BERNSTEIN EJ et al.: 

An Interim Report of the Scleroderma Clini-
cal Trials Consortium Working Groups. J 
Scleroderma Relat Disord 2019; 4(1): 17-27. 
https://doi.org/10.1177/2397198318783926

21.	BLOOM JL, PICKETT-NAIRN K, SILVEIRA L 
et al.: The association between age at diag-
nosis and disease characteristics and damage 
in patients with ANCA-associated vasculitis. 
Arthritis Rheumatol 2023; 75: 2216-27. 

	 https://doi.org/10.1002/art.42651
22.	ISENBERG DA, CHINOY H, DIMACHKIE MM, 

MILLER FW, RIDER LG: The origins, evolu-
tion and future of the International Myositis 
Assessment and Clinical Studies Group (IM-
ACS). Clin Exp Rheumatol 2022; 40(2): 214-
18. https://

	 doi.org/10.55563/clinexprheumatol/yg743i
23.	SCHMIDT J, KORSTEN P, ZECHEL S, 

SCHLÜTER S: Introducing the international 
Myositis Society (iMyoS): a novel multipro-
fessional society to foster the care, education, 
and research on myositis. Clin Exp Rheumatol 
2022; 40(2): 210-13. https://

	 doi.org/10.55563/clinexprheumatol/1a7tkf
24.	LILLEKER JB, VENCOVSKY J, WANG G et al.: 

The EuroMyositis registry: an international 
collaborative tool to facilitate myositis re-
search. Ann Rheum Dis 2018; 77(1): 30-39. 
https://

	 doi.org/10.1136/annrheumdis-2017-211868
25.	SAKETKOO LA, PAIK JJ, ALEXANDERSON 

H et al.: Collaborative research in myositis-
related disorders: MIHRA, a global shared 
community model. Clin Exp Rheumatol 
2024; 42(2): 207-12. https://

	 doi.org/10.55563/clinexprheumatol/hc1lsf


