Dear Registry Applicant,

Thank you for your interest in the National Registry of Myotonic Dystrophy and
Facioscapulohumeral Muscular Dystrophy Patients and Family Members! The
Registry was established through a contract with the National Institutes of Health to link
people with Myotonic Dystrophy and FSHD with researchers who are studying these
rare diseases. At this time, we are registering individuals with FSHD and DM, as well
as unaffected family members. Therefore, we invite you to encourage other family
members to apply.

In this packet, you will find the forms necessary to apply to the Registry. To apply,
please complete the following steps:

1. There are two identical Consent Forms. Please read and sign one of these
forms. The entire copy of the signed Consent Form must be returned to us in
order for us to review your information. The second Consent Form is for your

files.
2. Please complete the Patient Information Form and return it to us.
3. Please complete the Request for Medical Information Form and return it to us.

This form gives us your permission to communicate directly with your neurologist
and/or primary care physician. We would be happy to request your medical
records on your behalf once we receive this signed form.

4. Optional: If you would like to communicate with us via email, you must sign an
additional consent form, the Patient Email Consent Form. This form is optional,
but must be completed if you want to use email to communicate with National
Registry staff. There are two copies of this form — return one signed copy to us.
The second copy is for your files.

For your convenience, we have enclosed a postage paid envelope. Please place all
signed forms into this envelope and return the packet to us. Once all of your
information is received, it will be reviewed carefully. You may receive a phone call or
letter from one of the study coordinators to clarify information.

If you have any questions as you complete this process, please do not hesitate to call
us. Our toll free number is 1-888-925-4302. Once we have your signed email consent
form, you may email us at dystrophy_registry@URMC.rochester.edu.


mailto:dystrophy_registry@URMC.rochester.edu

We sincerely appreciate your willingness to participate in this important endeavor!

Sincerely,
‘ ‘ | -
%&u W W@%
James Hilbert, MS Elizabeth Luebbe

Health Project Coordinator Health Project Coordinator












part of the research. This permission is called an Authorization. We will use related
information from your medical records, results of laboratory tests, and both clinical and
research observations made while you take part in the research.

We will use your health information to conduct the study, to determine research results,
and possibly to develop new tests, procedures, and commercial products. Health
information is used to report results of research to sponsors and federal regulators. It
may be audited to make sure we are following regulations, policies and study plans.
Strong Health policies let you see and copy this information after the study ends, but not
until the study is completed. If you have never received a copy of the Strong Health
HIPAA Notice, please ask the investigator for one.

To meet regulations or for reasons related to this research, the study investigator may
share a copy of this consent form and records that identify you with the following
people: The Department of Health and Human Services; the University of Rochester;
and The National Institutes of Health.

If you decide to take part, your Authorization for this study will not expire unless you
cancel (revoke) it. The information collected during your participation will be kept
indefinitely. You can always cancel this Authorization by writing to the study
investigator. If you cancel your Authorization, you will also be removed from the study.
However, standard medical care and any other benefits to which you are otherwise
entitled will not be affected. Canceling your Authorization only affects uses and sharing
of information after the study investigator gets your written request. Information
gathered before then may need to be used and given to others. For example, by
Federal law, we must send study information to the FDA for drug and device studies it
regulates. Information that may need to be reported to FDA cannot be removed from
your research records.

As stated in the section on Voluntary Participation in the Consent Form, you can also
refuse to sign this consent/Authorization and not be part of the study. You can also tell
us you want to leave the study at any time without canceling the Authorization. By
signing this consent form, you give us permission to use and/or share your health
information as stated above.

The information for this Registry is collected under the authority of Sections 435-442 of
the PHS Act (285d-285d-7 of Title 42, USC). The data will be maintained in accordance
with the Privacy Act 42 United States Code 241.

This project has been funded in whole or in part by the National Institutes of Health
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(grant #U54-NS048843 and contracts #N01-AR-5-2274 and #NO1-AR-0-2250).

CONTACT PERSONS

For more information about this research study please contact:

James Hilbert, MS

University of Rochester, Department of Neurology
601 EImwood Ave, Box 673, Rochester, NY 14642
Telephone: (888) 925-4302 or (585) 506-0004.

If you have any questions about your rights as a research subject, you may contact:

Human Subjects Protection Specialist

University of Rochester Research Subjects Review Board
601 EImwood Avenue, Box 315, Rochester, NY 14642-8315
Telephone: (585) 276-0005 or Toll Free: (877) 449-4441
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VOLUNTARY PARTICIPATION

Participation in this study is voluntary. You are free not to participate or to withdraw at
anytime, for whatever reason, without risking loss of present or future care you would

otherwise receive. In the event you decide to withdraw from the Registry, all information
you have provided will be destroyed.

SIGNATURE/DATES

| have received two identical copies of this consent form (one to keep and one to return)
and have read the contents. If | had any questions, | have called one of the Study
Coordinators listed below and have received the answers to my questions. | agree to

participate in this study. After signing one copy of this consent form, | will mail the
entire form to:

Health Project Coordinator

National Registry of DM and FSHD

University of Rochester, Department of Neurology
601 EImwood Avenue

Rochester, NY 14642

REGISTRY PARTICIPANT PRINTED NAME:

REGISTRY PARTICIPANT SIGNATURE:

DATE:
For Registry Staff Use Only:
REGISTRY COORDINATOR PRINTED NAME:
REGISTRY COORDINATOR’S SIGNATURE:

DATE:
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National Registry of Myotonic Dystrophy and Facioscapulohumeral Muscular
Dystrophy Patients and Family Members

Patient Information Form for Unaffected Blood Relatives of Individuals with
Myotonic Dystrophy or Related Diseases

The purpose of this form is to collect information from individuals who are unaffected blood
relatives of individuals who have myotonic dystrophy or a related disease. Please return this
form within three weeks if at all possible. If you have any questions about this form, please
call Local: (585) 506-0004 in Rochester NY or Toll Free: (888) 925-4302 for assistance. You
may reach us by Fax at: (585) 273-1255 or by mail at: 601 EImwood Avenue, Box 673,
Rochester, NY 14642-8673.

Date:
NAME:

First Middle (Maiden) Last
ADDRESS:

Street

City State Zip Code
TELEPHONE: Home: ( ) Work: ( )

Area Code Number Area Code Number

EMAIL ADDRESS:

Date of Birth: / / Sex: [] Male [] Female
Mo Day Year

The information for this Registry is collected under the authority of Sections 435-442 of the PHS Act (285d-285d-7
of Title 42, USC). The data will be maintained in accordance with the Privacy Act 42 United States Code 241.

This project has been funded in whole or in part by the National Institutes of Health (grant #U54-NS048843 and
contracts #N01-AR-5-2274 and #NO1-AR-0-2250).
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1. Indicate how many family members are affected:

YES NO If “Yes,” how many
are affected?

Brothers and sisters

Children (Are any affected children under
the age of 18? [1yes [1no)

Spouse

Mother

Father

Grandparents

Aunts or uncles

Cousins or other relatives

2. Are any other members of your family in the Registry?
'] Yes 1 No 'l Not sure

3. Have you ever had any of these tests?
Examination by a neurologist T Yes ] No ] Not sure
Electromyography (EMG, needle
inserted into muscles to check

electrical activity) T Yes ] No ] Not sure
Muscle biopsy Tl Yes 'l No '] Not sure
DNA (blood test) 71 Yes 71 No 1 Not sure

ETHNICITY/RACE

Are you Hispanic or Latino? ] Yes '] No
How would you describe your race? Select one or more of the following categories:
1 American Indian or Alaskan Native 1 Asian

1 Black or African American CJ White

[1 Native Hawaiian or other Pacific Islander

Please provide the name, address, and telephone number of a family member or friend we can
contact in case you move or change your phone number.

Name: Relationship:
Address:
Phone Number:

Medical records which confirm your diagnosis must be sent to us for review. Attached is a
Request for Information form. If you sign it and return it to us, we can contact your doctor for
any test results and they can send them directly to us.

IMPORTANT: Please read, sign and return the attached Consent Form. Without it

we cannot consider you for entry into the Registry.
Thank you for your support of the National Registry.

For office use only. Name: Registry Number:
Page 2 of 2 Revised: 09/30/10




National Registry of Myotonic Dystrophy and Facioscapulohumeral
Muscular Dystrophy Patients and Family Members

Authorization for Release of Medical Information

Patient Name: Date of Birth:

Former/maiden name(s) that records may be filed under:

Address: City/State/Zip Code:

Patient’s Phone Number: Date of Request:

We are requesting records from your neurologist, physician or
MDA clinic about your muscle disease only.

I authorize the National Registry of Myotonic Dystrophy and Facioscapulohumeral Muscular Dystrophy to
obtain information from:

Provider name: Provider name:
Address: Address:
Phone: Phone:

Fax: Fax:

TYPES OF RECORDS REQUESTED: Initial diagnostic note Last clinicnote =~ DNA testing EKG EMG

Muscle biopsy Records that pertain to your muscular dystrophy
SEND RECORDS TO: National Registry Phone: (888)925-4302
601 Elmwood Avenue, Box 673 Local Phone: (585)276-0004
Rochester, NY 14642-8673 Fax: (585)273-1255
PURPOSE FOR THIS REQUEST: Research
AUTHORIZATION VALID FOR: One year from the date of authorization or (insert date)

I understand that:
o My right to health care treatment is not conditioned on this authorization.

¢ [ may cancel this authorization at any time by submitting a written request to the address provided in/the “SEND RECORDS
TO” section of this form, except where a disclosure has already been made in reliance on my prior authorization,

¢ If the person or facility receiving this information is not a health care or medical insurance provider covered by privacy
regulations, the information stated above could be redisclosed.

e Release of HIV-related information, mental health related care, or substance abuse diagnosis and treatment information
requires additional authorization.

Signature of Patient or Representative: DATE:

Relationship to Patient (if requester is not the patient):

Please return this form to us so we can communicate directly with your
hysician, or if you prefer, you may provide it directly to your physician.
phy ’ fderegz 6((1. El'm'gvood Aveﬁ’(x!,, Box 673, Rochester, N¥ 146X2 phy
Phone: Toll-free 1-888-925-4302  Local 585-506-0004 Fax 585-273-1255
E-mail Dystrophy_registry@urmc.rochester.edu
RSRB #8812 Website www.dystrophyregistry.org 09/23/2004



STRONG W HEALTH

UNIVERSITY OF ROCHESTER
MEDICAL CENTER

PATIENT E-MAIL CONSENT FORM

Patient Name:

Patient MR#:

Patient E-mail:

Provider: Dr. Richard Moxley Il

Provider E-mail: dystrophy_registry@urmc.rochester.edu

Personal Representative*:
Name:

Relationship:

E-Mail:

* see HIPAA Policy OP16 Personal Representative

1. RISK OF USING E-MAIL

Transmitting patient information by E-mail has a

number of risks that patients should consider. These

include, but are not limited to, the following:

a) E-mail can be circulated, forwarded, stored
electronically and on paper, and broadcast to
unintended recipients.

b) E-mail senders can easily misaddress an E-mail.

c) Backup copies of E-mail may exist even after the
sender or the recipient has deleted his or her copy.

d) Employers and on-line services have a right to
inspect E-mail transmitted through their systems.

e) E-mail can be intercepted, altered, forwarded, or
used without authorization or detection.

f) E-mail can be used to introduce viruses into
computer systems.

2. CONDITIONS FOR THE USE OF E-MAIL

The Provider cannot guarantee but will use reasonable

means to maintain security and confidentiality of E-mail

information sent and received. The Patient and

Provider must consent to the following conditions:

a) E-mail is not appropriate for urgent or emergency
situations. The Provider cannot guarantee that any
particular E-mail will be read or responded to.

b) E-mail must be concise. The Patient should
schedule an appointment if the issue is too complex
or sensitive to discuss via E-mail.

¢) E-mail communications between patient and
provider will be filed in the Patient’s permanent
medical record.

d) The Patient’'s messages may also be delegated to
another provider or staff member for response.
Office staff may also receive and read or respond to
patient messages.

e) The Provider will not forward patient-identifiable
E-mails outside of the URMC healthcare system
without the Patient’s prior written consent, except
as authorized or required by law.

SH 42

f) The Patient should not use E-mail for
communication regarding sensitive medical
information.

g) Itis the Patient’s responsibility to follow up
and/or schedule an appointment if warranted.

h) Recommended uses of patient-to-provider
E-mail should be limited to:

Appointment requests

Prescription refills

Requests for information

Non-urgent health care questions

Updates to information or exchange of

non-critical information such as laboratory

values, immunizations, etc.

PO T®

. INSTRUCTIONS

To communicate by E-mail, the Patient shall:

a) Avoid use of his/her employer's computer.

b) Put the Patient’s name in the body of the
E-mail.

c) Put the topic (e.g., medical question, billing
guestion) in the subject line.

d) Inform the Provider of changes in the Patient’s
E-mail address.

e) Take precautions to preserve the confidentiality
of E-mail.

f) Contact the Provider’s office via conventional
communication methods (phone, fax, etc.) if the
patient does not receive a reply within a
reasonable period of time.

. PATIENT ACKNOWLEDGMENT AND

AGREEMENT

| acknowledge that | have read and fully
understand this consent form. | understand the
risks associated with the communication of E-mail
between the Provider and me. | consent to the
conditions and instructions outlined here, as well
as any other instructions that the Provider may
impose to communicate with me by Email. | agree
to use only the pre-designated e-mail address
specified above. Any questions | may have had
were answered.

Patient or Personal Representative signature

Date

Provider signature

Date

(09/2005) Original — to be retained in Medical Record  Copy — to be given to the Patient/Personal Representative
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