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Presenter
Presentation Notes
Want to make it clear that these are three separate things we are trying to distinguishOverlap for shared goals in moving the field for treatment forward



 Standard clinical care services 
offered by the Clinic team
– Genetic Counseling
– Neurology
– Psychology/Psychiatry
– Speech Language
– Physical/Occupational Therapy

 Connections to Clinical Trials 
and treatment opportunities

 Patients do NOT need to be 
enrolled in LADDER or the 
CNS to access clinical 
services

Clinical Services
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Presentation Notes
May include depending on clinic: SpeechPsychBehaviorNeurologyGeneticsPt/OTPediatricsMed managementNutrition/GIThe 15q Clinical Research Network also provides a foundation to support future clinical trials by having established sites with experts and patients in place to conduct those trials when they become available.



Linking Angelman and Dup15q Data for Expanded Research 
(LADDER)

The objective of LADDER is to develop a comprehensive platform and system to link 
data on individuals with Angelman or Dup15q syndromes collected from multiple 
sources, such as research studies, registries, caregiver reports, and clinic visits, with 
the goal of providing a comprehensive database to expand research and accelerate 
the development of interventions and treatments. 

LADDERClinical Needs 
Study

Natural History 
Study Data

Research 
Studies

Global Angelman 
Syndrome 
Registry

Dup 15q Registry



LADDER Forms? Clinical Needs Surveys? 

 Clinical Needs Survey = LADDER forms 
– Enrollment in the LADDER Database allows previously collected data to be 

linked and stored in the database. 
– The LADDER forms were developed as part of the LADDER project as a 

data collection tool to streamline and standardize data collected from 
caregivers/clinicians and stored in the LADDER Database.
• Following discussions with the IRB, the Clinical Needs study was created to allow 

the clinics, as part of a research study, to use the LADDER clinician form to 
collect clinical research data and to have access to the LADDER caregiver survey 
data. 

• Enrollment in LADDER is separate from, but a prerequisite for Clinical Needs 
study enrollment.

• Because there has been confusion between the LADDER Database 
and the Clinical Needs Study, the LADDER forms will now be 
referred to as the Clinical Needs Study Caregiver and Clinician 
surveys. 

THEY’RE 
THE 

SAME 
THING!



Clinical Needs Study 

 LADDER as a data repository is exempt from IRB; however, active 
data collection does require IRB oversight.

 The Clinical Needs Study is currently approved through Advarra as a 
central IRB.

 There are some steps your site will need to follow to participate in 
the study which helps to facilitate this streamlined data collection 
across clinics and for clinical trials.

Presenter
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HAVE TO HAVE JOINED LADDER TO BE IN THE CLINICAL NEEDS STUDYCan also use these forms only as your intake for those who don’t want to participate will need to program on own server



Standardized Clinic Data Elements 

 Questions consolidated from various 
sources (e.g., active clinic intake 
forms, existing registries, ongoing 
research studies) and reviewed by 
stakeholders, clinicians, and 
researchers across network

– Parent/caregiver report 
 Additional clinician form that is 

completed after the patient’s visit 
with clinician gathered data during 
the appointment

Presenter
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 Intake Information 
 Family Composition and 

Relevant History
 Patient Medical History
 Diagnostic Confirmation 

(including Genetic report 
upload) 

 Educational and Therapeutic 
Support

 Seizures
 Sensory
 Language and Communication
 Behavior

 Sleep Motor Needs
 Feeding/Eating/GI concerns
 Other Concerns/Needs
 Research Experience and 

Interests

Clinical Needs Study Data Elements 

REDCap programming  
includes nearly 2000 

variables, but with 
targeted routing, should 
only take respondents 

20-45 minutes to 
complete all forms
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Use of RedCap programmed routing means that although the forms include nearly 2000 variables, it will only take respondents 20-45 minutes to complete all forms



Getting Set Up

• Steps for getting IRB approval
1. Determine whether your institution will consider ceding oversight to Advarra.

 If Yes, you will need to follow your IRB’s procedures to initiate a reliance agreement 
(for Smart IRB submissions, see screen shots below from UNC submission).

 If No, you will need to submit the study to your IRB independently.
2. Submit to your IRB

 We will provide:
• Advarra submission and approval notice
• Study protocol
• Approved consent and assent forms (if your institution requires site specific 

consent language, we will need to submit these changes to Advarra)
• RTI LADDER exempt determination notice (if needed) 

 LADDER study team information will be provided if needed.
 Advarra study coordinator: Cheryl Rogers: cheryl.rogers@advarra.com (480)553-8484
 You will need to provide names, roles, and contact information for clinic staff who will be 

conducting study activities.
3. Send us contact info for person coordinating the IRB submission and feel free 

to contact us for help with this.



 The following screenshots from 
UNC’s IRB submission contain 
information which may be helpful 
for your own IRB Application. If 
additional information is needed, 
feel free to contact the LADDER 
team.

Screenshots from UNC IRB Application for CNS
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While formats will differ, most IRBs will ask for the following information



UNC Screenshots (cont.)
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More information can be found in the study protocol and Advarra submission



UNC Screenshots (cont.)
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Items checked are identifiers asked for in the study survey



UNC Screenshots (cont.)
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Presentation Notes
Clinics will not be involved in recruitment of Dup 15 patients for the clinical Needs Study.For those already enrolled in LADDER with D15q, forms will be completed at time of enrollment and participant will consent to CNS, they will be asked to update their information, and clinician form will be sent 



UNC Screenshots (cont.)
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This shot and the next are taken from the Data Sources section covering medical records



UNC Screenshots (cont.)
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This is the data clinicians will be asked to gather, caregivers will be asked to provide more extensive data (see protocol).



Proposed Clinic Study Procedures Flow

Family contacts clinic 
for appointment

Triage person at 
clinic provides brief 
verbal overview of 

LADDER and CNS—
sends standard email 
for form completion

Once completed, 
clinic is alerted that 
the forms are ready 

to access

Family receives and 
reviews LADDER 

information, enrolls, 
reviews CNS 

information, enrolls, 
completes forms

If the caregiver does not want to enroll in 
LADDER, they will be instructed to reach back 
out to the Clinic coordinator. Clinics can still 
use the CNS forms either in their institutional 
REDCap system or an alternative method 
(e.g., paper).

Presenter
Presentation Notes
One of two emails depending on LADDER enrollment at time of contact



Email Template for Potential Participants
 Template for those who have not enrolled in LADDER:

Dear _____________,

Thank you for your interest in the LADDER database and the LADDER Clinical Needs Study!

Linking Angelman and Dup15q Databases for Expanded Research (LADDER) will allow information about individuals with Angelman 
syndrome which has been gathered from families, clinics, registries, and research studies to be housed in one place. The information held 
in LADDER is private and no information that could identify you or your family is shared with anyone outside of the LADDER team.

Information collected for the Clinical Needs Study will be stored in the LADDER database so you must enroll in LADDER before you sign up 
for the study! The study will collect the same information required for a clinic visit but will store it in the LADDER database. Your doctors 
will be able see your information for the visit and the information can be linked to the other information about your individual with AS 
stored in the database! You only need to complete these forms once and they can be used for both your visit and for the study! The clinic 
will also be asked to provide some basic medical information collected by the doctor during the visit.

By combining all this information, LADDER will provide a wealth of new information to researchers, clinicians, and families. We are 
confident LADDER will lead to improved treatment and care for individuals living with a Chromosome 15 condition!

Joining LADDER should only take about 10 minutes. To join follow these steps:
1. Click here to register for an account.
2. Check your email! You will receive a welcome email with a randomly generated password you can change once you sign in.
3. Return to your account page https://laddertotreatment.org/user/account and complete the Enrollment form.
4. You have enrolled in LADDER and will receive your personal link to the Clinical Needs Study permission form and survey!
5. If you don’t want to join, please contact your clinic coordinator to learn how to complete the clinic survey so the information is 

stored at the clinic only.

Sincerely,

Presenter
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2 email templates: one for those not yet enrolled in LADDER and one for those who have enrolled

https://laddertotreatment.org/user/register
https://laddertotreatment.org/user/account


Email Template for Potential Participants
 Template for those who have enrolled in LADDER:

Dear _____________,

Thank you for enrolling in LADDER and for your interest in participating in the Clinical Needs Study!

LADDER allows information gathered about individuals with Angelman syndrome to be housed in one place. Participating in the Clinical 
Needs study allows you to reduce time spent completing forms and maximizes knowledge to help researchers develop better 
interventions and treatments!

The Clinical Needs study will collect the same information required for a clinic visit but will store it in the LADDER database. Your doctors 
will be able see your information for the visit and the information can be linked to the other information about your individual with AS 
stored in the database! You only need to complete these forms once and they can be used for your visit and for the study! The clinic will 
also be asked to provide some basic medical information collected by the doctor during the visit.

Click here to learn more about the Clinical Needs Study!

Sincerely,

https://laddertotreatment.org/user/register


Frequently Asked Questions

 What about the LADDER Forms?
– The Clinical Needs Study surveys ARE THE LADDER FORMS!

 What if the client does not want to participate in LADDER?
– They can complete the standard Clinical Needs Study survey questions 

through the clinic’s own REDCap (or similar electronic or paper intake 
procedures)

 Can we make changes to questions on the CNS forms?
– You can submit requests to the LADDER team and these requests will be 

reviewed for consideration/integration quarterly



Frequently Asked Questions

 What about HIPAA forms?
– Enrollment in LADDER includes completion of a HIPAA form; however, 

each clinic/site can use their own HIPAA form as required by their IRB.

 Our IRB says we need to use the clinic/site specific consent 
language, what now?

– We will work with each site to get specific language approved with Advarra

 How is the data transferred?
– Each clinic will have their own sign in and access to their client’s data 

ONLY via a secure server

 I have a question about the CRN Contract…
– Great! Please contact Zoe Dannenberg 

(15qnetworkcoordinator@dup15q.org)



contact@laddertotreatment.org
Anne Wheeler: acwheeler@rti.org
Christine Hill: christineh@rti.org

Zoe Dannenberg: 
zoe.Dannenberg@dup15q.org

General 
Questions

Anne Edwards
anneedwards@rti.org

Clinical Needs 
Study/IRB

Casey Okoniewski
kokoniewski@rti.org

Clinic 
Forms/Clinical 
Needs Study

Martin Duparc
mduparc@rti.org

LADDER 
Website & 

Portal

Helpful Information and Resources

https://laddertotreatment.org/Security/login

LADDER
Participant 
Enrollment

https://laddertotreatment.org/for-
researchers/

LADDER 
Data Access 

for 
Researchers

https://laddertotreatment.org/for-families/

LADDER 
Information 
for Families

mailto:acwheeler@rti.org
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