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RDCRN Consortium Studies are opening!

do I need to go m{jlmlcal Studies Open! Lesrn More >

fast Yhdsted: 11 May 2008
Welcome! You have reached the home
page for the Rare Diseases Clinical Lock here for information on open studies and
Research Mebwark (ROCRMY. Each , : \{l futLre studies

Consortium within the netwark,
provides detailed information on

several rare diseases, Clinical Research Consortia :
. . Urea Cycle Disorders Consortium [Study Yasculitis Clinical Research Consortium [Study
What if I am unsure of which Information] Information]
consortium to wvisit? M-acekyiglutamate Synthase (MAGS) Deficiency Wegener’s Granulomatosis (ia)
_ _ _ Carbarmyl Phosphate Swnthetase (ZPS) Deficiency Microscopic Pokyangiitis (MP&)

Scan the lisk bo the right For a disease Crnithine Transcarbarmylase (DTS Deficiency “hurg-Skrauss Syndrome (I255)

name, Cnce vou have located ik, click Araini inate Svnthet Defici (Citrull ia T Palvarteritis Nad (PAN)

an the link For a brief description vhich rg!nlnDSI__ln;n:ma £ _';.-'n _e as.e eficiency (Citrullinemia olwar EH. is Mo n?ns.a

will lead you ko the carrect consortium, Citrin Deficiency (Citrullinermia IT) Takayasu's Arkeritis (TAK)
Argininosuccinate Lyase Deficiency (Argininosuccinic Giant Cell (Temporal) Arkeritis (ECA)
Aciduria)

] e s ) Rare Genetic Steroid Disorders Consorkiung [Study
Arginase Deficiency [ Hyperargininemia) Information]

ornithine Translocase Deficiency (HHH)Y Syndrome

Hows will this consortium be
useful to me?

Congenital Adrenal Hyperplasia

You can take action! Once you have Angelm-? , Rett, and Pradn_:r—Willi Syndromes Androgen Recepkor Defecks

reached the correct consartium, wou Consortium [Study Information] Apparent Mineralacorticoid Excess (Low Renin

will bz able ko join the contact angelman Syndrome Hypertension)

;Egls!:"rrl FDFF.Cl:g"':aI resalaﬁrTthrllals. Rett Syndrome Rare Thrombotic Diseases Consorktium [Study
o il also Find seseral helprul Prader-willi Syndrome Infarmation]

resources that include participating ; j4dd i

clinical center information, support and ~ CINCH - Consortium for Clinical Investigation of Antiphospholipid Antibody Syndromes (APS)

advocacy group information and okher Neurulnqlc 1 Ehannelnnathles [Study InFDrmatlun] Heparin-induced Thrombocytopenia (HIT)
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Consortium Website

- The consortium-specific
public website provides
the public with detailed
Information about the
consortium and how to
join the contact registry.
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arteritis,

We Can Help You: Biernme aware of clinical research and clinical trial opportunities
Connect with expert dockors

Connect with patient suppart groups

Get help in managing vour disease

INFORMATION FOR PATIE

Unsure of a condition or 1ooking 10 learn mare?
Look below to find definitions and more helpful
infor mation,
+ Wegener's Granulomatosis (WGE)
+ Microscopic Palyangiitis (MPA)
+ Churg-Strauss Syndrome (CSS)
+ Polyarteritis Modosa (PAN)
+ Takayasu's Arteritis (TAK)
+ Giant Cell (Ternporaly Arteritis (GCA)
Useful Links
Glossary of Terms

Frequently Asked Questions

)
TAKE
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How Can T Help? - wh
Matters...

our Participation

Joinge

Registry
~ # Learnmore about

joiring the YCRC

" Contact Reqistry

Updated! Find Information About Current
Research
What is a Clinical Trial?

Find Patient Support or Advocacy Groups

Glossary | Frequently Asked Questions | Cantact Web Master | Accessibility | Disclaimer | Site Map

Return to RDCRM Main Page
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Welcone! The Yasculitis Clinical Research Consortium (VCRC) is an integrated group of academic medical centers, patient support arganizations, and
clinical research resources dedicated to conducting clinical tesearch in different Forms of vasculitis. T is our goal to improve the care of patients with
Wegener's granulomatosis, microscopic palyangitis, Churg-Strauss syndrome, polyarteritis nodosa, Takayasu's arteritis, and giant cell {femparal)

FOR PHYSIGIAKNS

Diseases defited. o |
Refer a Patient
Links and Resources

See also: Information for
Investigators

New! Download the WCRC
Contact Reqgistry Paper
Forrm

VCRC News

and Publications

vasculitis
Foundation
announces 2008
Vasculitis
Symposium Learn
More ===

New YCRC Sites
open in Toronto!
Wigwy open studies ==

YCRC Longituding|
Studies Flyers -
Available for Download

RDCRN Makes
Contact Registry
Available for
Diowinlozd to Facilitats
Those Without Internet
Access!
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Consortium Registry Links

- The public consortium
website contains a “join
the registry” page that
provides links to the
registry for each disorder.

Cunicat ResearcH ConsorTiuM
}’ Horne >Take Action =Jain the Registry

%

INFORMATION FOR PATIENTS +

whatishe  Join the VCRC Contact Registry [oine
VERC? " " VG Cora

e encaurage patients from all 50 states in the Urited States and every courtry 1o jain the Cg ISCI Y
Information for | VCRC Contact Regitry. )

Patients: J
What is the Contact Registry?
Learn More
Join the contact registry for a disease by clicking on the disease name below:
Take Action

« Wegener's Granulomatosis (WG
Ioin The WCRC o Mlicroscapic Polyangits (MPA

Contact o Churg-Sfrauss Syndrame (£S5
Registry o Polyarteritis Modosa (PAN

o Takayasu's Artaritis (TAK
# Giant Cell (Temporal) Arteritis (GCA
o Pobymyalgla Rheurnatica (PR,

What Iz A Please note: We are currently enrolling only patients with Churg-Strauss Syndrame, Takayasu's Arter s, Giant Cell

Clinical Trigle | {Temporal) Arteritis, Polyarteritis Nodosa, Wegerer's Granulomatosis, and Micrascopic Pobyangitis, but will enroll other
vasulitis diseases in the fitre, Please check back in appraximately six manths,

Patient Suppart

anil dvocacy | Register by mail: Download the confact registry paper form

Groups

Information For
Physicians
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Description and Purpose of the
Rare Diseases Clinical Research Network (RDCRN)

Contact Registry

Thank you for your interest in this contact registry, The purpose of this contact registry is to provide an opportunity for
individuals with a specific rare disease or disorder to register themselves to receive information about studies conducted by
the Rare Diseases Clinical Research Metwork, You may also learn about progress being made towards treatment advances by
tesearchers who specialize in your disease or disorder,

By joining the Contact Registry, you will be asked to provide information about you (or your child) and how you can be

contacted, The registry will use that information to contact individuals who right gualify for participation in a research study,

We rmay also use your contact information in order to cormunicate treatrnent information and sources,

Because of their rarity, researchers often have difficulty finding enough patients to study these diseases in order to
understand and cure them.

To learn mare about the Contact Registry and how it functions, click "Learn Mare”, [ Learn Maore ]

To join the contact registry, click "Join Contact Registry” and give authorization and [ Juin Contact Registry ]
complete the contact registry form.

If you are currently a member of the Contact Registry and would like to discontinue [ Update Info ]
enrollment ar update your contact infarmation, click "Update Info",

[ Close Window ]
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| earn More

- A “learn more” page has
In depth material
pertaining to the contact
registry.
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iome; >Take Action

INFORMATION FOR PATIENTS +

Why is your participation important? ?‘\‘
There are several ways that you ran take action with the YCRC. You may TAKE
j0in our contact registry, participate in clinical trials, or participate with AC Tl O N
associated patient advocacy groups, More information about each is

featured in this section.

What is the Contact Registry?

The YCRC Contact Registry is & method by which patients with vasculitis can register themsekves
with e WCRC in order to be contacted in the future about clinical ressarch opportunities and
Lpdates on the progress of the YCRC research projects, The contact registry is anorymous and free
of charge.

ou (or your child) are invited o participate in a research project that will develop a nation-wide
registry for patients, This project is part of the Rare Disease Clinical Research Center Network, 2
network of clinical cenfers, each involved in research of specific rare disorders, This network is
funded by the National Institutes of Health,

The reagon we would lke to create the contact registry is to inform patients and/or parents of
patients in the contact registry of clinical research studiss performed in our nes mulki-center
wastulitis Clinical Ressarch Consortium. The vasculitis Clinical Research Consortium has been
established 1o collect information and perform research on vasculitic disorders including Takayasu's
Arteritis, Giant Cell Arteritis, Polyarteritis Nodosa, Wegener’s Granulomatosis, Microscopic
Polyangiitis, and the Churg Strauss Syndrome, Joining the contact registry will help researchers
identify and recruit patients who are elighbls for particination in futre research studies,

Information contained within this registry will be used for recruitment to research studies directed at

improving our knowledge and treatment of these rare dissases. The continued efforts of

researchers sesk to improve the fuality of lifi for all who are suffering from these rare dissases

The waork of the researchers cannot occur without the partnership with patients, JOl n

Patients who participate in research make it possible for researchers to find new treatments, creats
rew studies, and wark for the improverment of all our lives, By joining our registry, you will be
contributing to the research of the Rare Diseases Clinical Research Netwark, Y

Registry
Learn more sbouk
joining the YCRC
Contact Registry

who Can Join the Contact Registry?

Wie encourage patients from all SO states in the United States and every country to join the YCRC
Contact Registry. Any patient with a confirmed or suspected diagnosis of a wasculitis disorder (such
as Giant Cell Arteritis, Takayasu's Arteritis, Wegener's Granulomatosis, Microscopic Polyangiitis,
Churg Strauss Syndrome, or Polyarterteritis Nodosa) can register.

How does the Contact Registry Work?

After you have read and agreed 1o the Authorization, the Registry form will appear on your screen.
This form asks you for information such as your (or your child's) narne, address, birth date, place of
birth, email address, or iters relevant 1 your (or your child's) disorders,

Once you have entered and submitted this information online, the data will be stored in a secure,
computerized database. Mo personal identifying information (such as your name, address, telephone

numbery will be given 1 anyone without your expressed approval

Click here to join the Contact Registry!

Horme | Giossary | Frequently Asked Questions | Cantact Web Master | Accessibiity | Disclaimer | Site Map
Return to ROCRN Main Page
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Authorization Agreement

Authorization Agreement

o Reg | Str ants RDCRN Contact Registry
Please read the following carefully. The submission of information in the registry will be considered your consent to the

following statements.

must agree to ~
th H I P Authorization Statement for ITse and Disclosure of Protected Health Information
e . The Thiversity of South Florida and the Rare Diseases Clinical Research MNetwork Data and Technology Coordinating
CO m I I ant Center understand that mformation about yow'(your minor child) and your/(your minor child’s) health 1z personal, and we
p are committed to protecting the privacy of that information. You are granting wour authorization before we use your/
(your minor child’s) protected health information (PHI) for the purpose of providing vou notification of the availability of

aUth O rl Zatl O n I n clinical studies or tnals and updates on the results of clinical studies and trials performed withun the Fare Diseases
Clinical Eesearch Network This form memonalizes your authorization for us to use your PHI for this purpose and helps

O rd er to reg ister us make sure that you are properly mformed of how this information will be used and/or disclesed.

- h h By agreeing to this document you are permitting the Data and Technology Coordinating Center (DTCC) to use PHI
W It t e CO ntaCt collected about you'(your minor child) so that they may contact you with information about availability of clindcal studies

or trialz and nrowmde indates on the reailts of chnical stidies and tnals nerformed bor the Rare Thzrases (hinical

reg I St ry' 1 HEREBY GIWE permission to the Rare Diseases Clinical Research Network to use the information I provide to the online patient: registry, I
understand that if I enter my or my child's contact information, I agree to be contacted about future research studies, [ understand that
if I do provide my or my child’'s name or other contact information, neither will be identified by name or any traceable identification in any
report published or distributed without my permission.

By clicking the “I Agree” button you are agreeing to the terms and conditions of the statements above.

If you consent to the statements above please click 'T Agree”,

| Agree ] [ Close Window




Registry Form

- The registration form
contains information such
as disorder, date of
diagnosis, etc.

 The registrant enters
their information into the
web based form and
registers with the Contact
Registry.

Patierit information (Person with disorder)

......

| Fogestar
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Registry Acknowledgement Email

B Contact Registry - Rare Disease:

- i Fle Edt Wiew Insert Format  Iooks  Actions  Help  Adobs PDF

- An acknowledge Email = Sl n BRI L
From:  RDCRNContactRegistry@epi.usf.edu

= = To: Kenneth Young

IS sent to the registrant
SSSSSSS : Conkack Registry - Rare Diseases Clinical Research Network

- - [
after they register or If et

Thank you for jeining the Rare Diseases Clinical Research Network contact regist

th e u d ate th e i r any questions or concerns, please email us at EDCRIN ContactRegms epius
y p Click here To edit your

contact information.

- -
I n fo r m at I O n Click here To withdraw from the contact registry
]

s Clinical Research Network - Message (HTML)

We greatly appreciate you taking the time to join our registry. If you have

?Qﬁ
el

 The registrant is
provided with links in the
Email to update their
Information.
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Sample Study Email

- Emails can be sent to
registrants by
automations, schedules, or
manually.

e The Emails can be
customized to include
content from each
Consortium.

» A template Is created to
Improve Email efficiency
and quality.

= [TEST] Automation Email 5502 Pratocol Activation Update - Message [HTML)

File Edit Wew Insert Fe Tooks  Actions  Help  Adobe POF
ickrenty | iReptvion | e Poert [ o L L XS K e o T A
From: youngkg@epi.usf . edu Sent:  Mon 3/10/2005 3:15PM
To: Kenneth Young
Ce
Subjeck:  [TEST] Automation Email 5502 Protocol Activation Update

2

VASCULITIS

CLINICAL
‘ RESEARCH

CONSORTIUM

Visit us at; www.RareDiseasesNetwork.org,/vasculitis |

Dear Ken Young,

This is an update from the Yasculitis Clinical Research Consortium, The following study is
currently recruiting participants. This update provides information such as a study summary,
eligibility criteria, and a list of participating center locations. If you are interested in participating
in this study or you have more questions, please contact the center nearest to you,

Study Name: 5502 - ¥CRC Longitudinal Protocaol for Giant Cell Arteritis
Study Status: Recruiting

For:
» Giant Cell (Terporaly Arteritis (GC4)

Summary:

In the longitudinal studies, clinical and laboratary information will be collected on patients with

vasculitis to study the disease over an extended period of time. The data from the longitudinal

studies will be used by scientists to study the genetics and causes of vasculitis, find new ways
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Automated Communications

o Typical automations:
— Welcome
— New Study
— New Clinical Site
— Periodic (every 6 months)

e Automations can be customized by study or
consortium
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Administrator Interface: Campaign Manager

§ Campaign List

#

2]

E
E
E
[.

E
E
E
E
E
E.

= E‘;-ﬁ Campaigns

.3 VCRC Initial

3 UCDC Initial

- BMF Initial

.- VCRC Pittsburg Seminar
-3 UCDC January 2007
-3 GDMCC January 2007
Automation ARPWS
-3 Automation BMF

2 Documents

l: Automations

- Automation CLIC
- Automation GDMCC
.- Automation GSDC
-3 Automation CINCH
.- Automation RLDC
-3 Automation RTDCRC

Automation UCDC

53 scheduled Email Update UCDC [ACTIVE]
- Automation VCRC

f7gl Search Criteria

B‘:; Automations

; 5502 Protocol Activation Update [ACTIVE]
5503 Protocol Activation Update [ACTIVE]
5504 Protocol Activation Update [ACTIVE]
5505 Protocol Activation Update [ACTIVE]
5506 Protocol Activation Update [ACTIVE]
9 Scheduled Email Update VCRC

Campaigns | Registrants |

BE]

i New
Campaign Date Consortia Documents | ﬁ;‘:ﬁ 2]
b |VCRClnisl |VCRC Iniial 14/Jul/2006 | Consortia Contact Hist...
_. BMF Initisl BMF Initial C... Consoria
UCDC Janu... Consortia
Consortia T
o {ﬂ

Logged

On User: Kenny Young

NETWORK



Administrator Interface:
Campaign Configuratio

Campaign: Automation BMF

Campaign

.- Automation BMF

|Bnne Mamow Failure Disease Consartium

v

Consortium: [i-l

Protocol: | M
Bhefea: = Merged Study Update - BMF (Email) M

Teleform Document: | M

Automation Description:

- | Scheduled Email Upate BMF

Action: - |Scheduled Emai

Active:

Campaign Search Criteria: |EMF Al

Bxecution Date:

Ise Execution Date:

Recumence:

L]
Recumrence Pattem
Recur every IE | monthis)
Recumence Range
Stat: [30/%r/2007 (%] &) Noenddate
O Endby: ||
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Administrator Interface: Registrant ANl
Information and Updates

| Campaigne | Registrants

List
o3 BMF Intial Consartium [Seleat- [l
¢ VCRC Pittsburg Seminar
§- 4 UCDC January 2007 Disease | ‘
£ GDMCC January 2007 =i
£ Automation ARPWS Contact Name | |
=4 Automation BMF
-3 Documents Contact Email Address: [ | [ Missing Emsil Address
[ BMF Blank Template
[2 Merged Study Updats - BMF (Email) Contact Method: [T mai =
E Protocol Activation Documenet
Consortia Contact State “:‘ Alabama Miles: ‘ From ZipCode: |:

5l Search Criteria
EH; Automations Hperi: | |
f Dthmiacalpdate Failed to Cortact: O
‘& 5403 Protocol Update
|
8 5405 Protocel Update Canpaign Coriac tisonh. | [»] [ Mot Contacted
" 5406 Protocol Update [ACTIVE]
i T
"8 Scheduled Email Upate BMF [ACTIVE] Date From (Contact History) |

£ Automation CLIC

F-d Automation GDMCC Date To {Contact History):

£ Automation GSDC

[ Automation CINCH Diplay Witdratin O

-1 Automation RLDC i [ Search ] [ Save Search J [ Load Saved Search ] [ Clear Search }

§-- 1 Automation RTDCRC

=-@ ._N.rtomation LELE Select | Contact Name ‘ Disease | Consortium | %e%icé | Address . Emal 4| Phone ‘ Userld/Key ‘
#-J Documents

B.‘ Consortia
‘. Urea Cycle Disorders Consortium
E‘E Search Criteria
128 UCDC Al
= l_z Automations
L@ Scheduled Email Update UCDC [ACTIVE]
=3 Automation VCRC
=3 Documerts
- [[§ Merged Study Update - VCRC (Emai)
E WCRC Blank Template
- Jlg VCRC Protocol Update Email
B.‘ Consortia
. Wasculitis Clinical Research Consortium
@ Search Criteria ] Select Al
EH; Automations
=8l 5502 Protocal Activation Update [ACTIVE]
"8 5503 Protocol Activation Update [ACTIVE]
3 5504 ﬁroto:o! JA\cti\rat\on .L!Dd.me [ACTIVE! m M | Im D']

L [ Contact Selected Registrants

Logged On User:  Kenny Young



Enrollment

Consortia N

Angelman, Rett, & Prader-Willi Syndromes 715
Bone Marrow Failure Disease 356
Cholestatic Liver Disease 263
Neurologic Channelopathies 134
Genetic Diseases of Mucociliary Clearance 251
Genetic Steroid Disorders 46

Rare Lung Disease 247
Rare Thrombotic Disease 384
Urea Cycle Disorders 254
Vasculitis 1710
Total 4360

-
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Preferred Contact Method

Contact
Method N Percent

Email 3106 71%

Fax 10 0%

Malil 558 13%

Missing 41 1%

Phone 645 15%
4360 100%

RAREycr 4 cr
NI A ”"H”.\‘k.’”'

ALRESEARCH
SNETWORK



Reported Referral Method

How did you find out about us? N Percent
Internet 1896 43%
Media 6 0%
Medical Professional 365 8%
Missing 24 1%
Other 99 2%
Publication 141 3%
Support Group or Foundation 1742 40%
Word of mouth 87 2%

4360 100%

-
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Number per month
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Contact Registry’s Global Reach

«10-15% of the Contact Registry have non-
US, non-Canada Addresses

*Over 60 countries represented
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Enrollment on Clinical Studies

Clinical Research
Consortium

Total # of Contact
Registrants Eligible
for Studies
(% enrolled in
selected studies)

Within 200 miles of a
clinical site

Within 100 miles of a
clinical site

Total # of Contact
Registrants Eligible
for Studies
(% enrolled in
selected studies)

Total # of Contact

Registrants Eligible
for Studies

(% enrolled in
selected studies)

Angelman, Rett, & Prader-Willi 648 (15%) 213 (20%) 98 (29%)
Bone Marrow Failures 282 (7%) 96 (13%) 46 (17%)
Genetic Diseases of

Mucociliary Clearance 315 (27%) 52 (42%) 32 (28%)
Urea Cycle Disorders 207 (27%) 97 (37%) 68 (43%)
Vasculitis 1325 (6%) 482 (8%) 229 (12%)

All sampled studies
(12, 2/23/2006)

2777 (12%)

940 (16%)

473 (21%)




Summary

Data-driven and automated system
Fast

Customizable

Flexible

Scalable

Effective



Future Directions

o Additional diseases

* Link to Clinical Trial Registries to expand
the database of available studies

 Ability to download information sheets to
discuss with own physician
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Questions

Jeffrey Krischer, PhD
Jeffrey.Krischer@epi.usf.edu

Rachel Richesson, PhD, MPH
Rachel.Richesson@epi.usf.edu
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