TIME

Information about the TiME Trial

This dialysis facility is participating in a national research study called the TiME Trial,
sponsored by the National Institutes of Health (NIH). This facility is participating in
this clinical trial along with many other dialysis units throughout the country.

The purpose of this research is to compare how patients feel, how often they are
hospitalized, and how long they live based on the length of their dialysis sessions.

Because this facility is participating in the TiME Trial, the standard approach at this
facility is to prescribe a dialysis session length of at least 4 hours and 15 minutes for
new patients starting hemodialysis treatment. Your nephrologist will consider the
appropriateness of this treatment time for you, taking into account your individual
health characteristics. If your nephrologist feels that this treatment time is not
appropriate for you, he/she will prescribe a different session time. As always, you
should talk with your doctor about treatment options.

Your dialysis facility will send information about your dialysis treatments and results
of laboratory tests that are done as part of your routine dialysis care to the TIME
Trial study team at the University of Pennsylvania and to the NIH. There will be no
extra tests done for the TiME Trial. Even if your treatment times are shorter than

4 hours and 15 minutes your treatment data and lab results will provide
information that is important for this research. To protect your confidentiality, the
information sent to the University of Pennsylvania and NIH will be identified by a
scrambled code number. The research team will not be able to identify you from
this code. Your confidential information (such as name, address, or date of birth)
will not be distributed.

Thank you for reading this information about the TIME Trial. On the other side of
this paper are answers to frequently asked questions that might be helpful to you.
If you would like more information about the TiME Trial or if you do not want your
anonymous data reported to the study team, please call this toll-free telephone
number and a representative from DaVita will call you back to answer your

questions: | N

DaVita
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Frequently Asked Questions About Research and About the TiME Trial

What is a clinical trial?

A clinical trial is a research study in which treatments are evaluated to determine what is best for patients.
In order to best compare treatments, clinical trials often involve assignment of patients or treatment
centers to a specific treatment approach. Clinical trials help doctors answer a variety of questions about
diseases and their treatments.

Why is this clinical trial being conducted?
This trial is being done to determine if longer dialysis sessions are better for patients in terms of how
patients feel, how often they are hospitalized, and how long they live.

Why am | being included in this clinical trial?

You are being included in this trial because your dialysis unit has agreed to participate. Like all other
patients in this facility who are new to dialysis, you will be included in this trial unless you choose not to
participate.

How wiill this clinical trial affect my care?

Because of this trial, the standard dialysis time for new patients at this facility is at least

4 hours and 15 minutes. This means that that your treatment time might be longer than it otherwise would
have been. However, your nephrologist will decide whether you should receive the research-assigned
treatment time or a different treatment time for your dialysis sessions.

What if | object to having a dialysis session of at least 4 hours and 15 minutes?
As always, you should discuss your care and treatment options with your doctor and let your doctor know if
you have concerns.

How long will my participation in this clinical trial last?
Your participation will be for approximately 2-3 years.

What if | move and have dialysis treatments in a unit that is not part of the clinical trial?

If you move to another DaVita unit, information about your dialysis treatments and results of lab tests that
are done as part of your medical care will continue to be included as trial data even if the dialysis unit is not
part of the trial. Your dialysis session length will be prescribed by your nephrologist in the new unit and
may stay the same or may change. You should call the toll-free telephone number shown below if you do
not want your information included as trial data after you move to a new facility.

Are there risks related to this clinical trial?

Dialysis sessions of 4 hours and 15 minutes are used routinely in dialysis and do not have risks compared
with shorter dialysis treatments as far as we know. There is a very low risk that your dialysis treatment
information could be seen by people other than the researchers. The confidentiality of your data is very
important to us and we will make every effort to keep all information collected in this trial strictly
confidential.

Are there benefits to taking part in this clinical trial?
There is no direct benefit from participating in this research. It is possible that findings from this trial could
help patients in the future.

Whom can I contact if | have questions about this clinical trial?
If at any time you have questions or concerns about this trial, please contact the research team at DaVita

using this toll free telephone number: _
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TIME

Information about the TiME Trial

e This dialysis facility is participating in a national research study called the
TiME Trial sponsored by the National Institutes of Health (NIH). This facility is
participating in this clinical trial along with many other dialysis units throughout the
country.

e The purpose of this research is to compare how patients feel, how often they are
hospitalized, and how long they live based on the length of their dialysis sessions.

e This facility’s participation in the TIME Trial will not affect the length of your dialysis
treatments because it has been assigned to the “usual care” group. This means that
your physician will prescribe your dialysis session length taking into account your
individual health characteristics just as he/she would if the facility were not part of
the TIME Trial. As always, you should talk with your doctor about treatment
options.

e Your dialysis facility will send information about your dialysis treatments and results
of lab tests that are done as part of your medical care to the TIME Trial study team
at the University of Pennsylvania and to the NIH. There will be no extra tests done
for this study. To protect your confidentiality, the information sent to the
University of Pennsylvania and NIH will be identified by a scrambled code number.
The research team will not be able to identify you from this code. Your confidential
information (such as name, address, or date of birth) will not be distributed.

e Thank you for reading this information about the TiME Trial. On the other side of
this paper are answers to frequently asked questions that might be helpful to you.
If you would like more information about the TiME Trial or if you do not want us to
report your anonymous data to the study team, please call this toll-free telephone
number and a representative from DaVita will call you back to answer your

questions: | N
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Frequently Asked Questions About Research and About the TiME Trial

What is a clinical trial?

A clinical trial is a research study in which treatments are evaluated to determine what is best
for patients. In order to best compare treatments, clinical trials often involve assignment of
patients or treatment centers to a specific treatment approach. Clinical trials help doctors
answer a variety of questions about diseases and their treatments.

Why is this clinical trial being conducted?
This trial is being done to determine if longer dialysis sessions are better for patients in terms
of how patients feel, how often they are hospitalized, and how long they live.

Why am | being included in this clinical trial?

You are being included in this trial because your dialysis unit has agreed to participate. Like
other patients in this facility who are new to dialysis, you will be included in this trial unless
you choose not to participate.

How will this clinical trial affect my care?
This trial will not affect your care. Your treatment time will be prescribed by your
nephrologist and will not be affected by this facility’s participation in the trial.

How long will my participation in this clinical trial last?
Your participation will be for approximately 2-3 years.

What if | move and have dialysis treatments in a unit that is not part of the clinical trial?

If you move to another DaVita unit, information about your dialysis treatments and results of
lab tests that are done as part of your medical care will continue to be included as trial data
even if the dialysis unit is not part of the trial. Your dialysis session length will be prescribed
by your nephrologist in the new unit and may stay the same or may change. You should call
the toll-free telephone number shown below if you do not want your information included as
trial data after you move to a new facility.

Are there risks related to this clinical trial?

There is a very low risk that your dialysis treatment information could be seen by people
other than the researchers. The confidentiality of your data is very important to us and we
will make every effort to keep all information collected in this trial strictly confidential.

Are there benefits to taking part in this clinical trial?
There is no direct benefit from participating in this research. It is possible that findings from
this trial could help patients in the future.

Whom can | contact if | have questions about this clinical trial?
If at any time you have questions or concerns about this trial, please contact the research
team at DaVita using this toll free telephone number: 1-855-557-5813.
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TIME

Information about the TiME Trial

This dialysis facility is participating in a national research study called the TiME Trial,
sponsored by the National Institutes of Health (NIH). This facility is participating in this
clinical trial along with many other dialysis units throughout the country.

The purpose of this research is to compare how patients feel, how often they are
hospitalized, and how long they live based on the length of their dialysis sessions.

Because this facility is participating in the TiME Trial, the standard approach at this
facility is to prescribe a dialysis session length of at least 4 hours and 15 minutes for new
patients starting hemodialysis treatment. Your nephrologist will consider the
appropriateness of this treatment time for you, taking into account your individual
health characteristics. If your nephrologist feels that this treatment time is not
appropriate for you, he/she will prescribe a different session time. As always, you should
talk with your doctor about treatment options.

Your dialysis facility will send information about your dialysis treatments and results of
laboratory tests that are done as part of your routine dialysis care to the TIME Trial study
team at the University of Pennsylvania and to the NIH. There will be no extra tests done
for the TiME Trial. Even if your treatment times are shorter than 4 hours and 15 minutes
your treatment data and lab results will provide information that is important for this
research. To protect your confidentiality, the information sent to the University of
Pennsylvania and NIH will be identified by a scrambled code number. The research team
will not be able to identify you from this code. Your confidential information (such as
name, address, or date of birth) will not be distributed.

Thank you for reading this information about the TiME Trial. On the other side of this
paper are answers to frequently asked questions that might be helpful to you.

If you would like more information about the TiME Trial or if you do not want your
anonymous data reported to the study team, please call this toll-free telephone number
and a representative from Fresenius Medical Care will call you back to answer your

questions: NN
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Frequently Asked Questions About Research and About the TiME Trial

What is a clinical trial?

A clinical trial is a research study in which treatments are evaluated to determine what is best for patients.
In order to best compare treatments, clinical trials often involve assignment of patients or treatment
centers to a specific treatment approach. Clinical trials help doctors answer a variety of questions about
diseases and their treatments.

Why is this clinical trial being conducted?
This trial is being done to determine if longer dialysis sessions are better for patients in terms of how
patients feel, how often they are hospitalized, and how long they live.

Why am | being included in this clinical trial?

You are being included in this trial because your dialysis unit has agreed to participate. Like all other
patients in this facility who are new to dialysis, you will be included in this trial unless you choose not to
participate.

How will this clinical trial affect my care?

Because of this trial, the standard dialysis time for new patients at this facility is at least

4 hours and 15 minutes. This means that that your treatment time might be longer than it otherwise would
have been. However, your nephrologist will decide whether you should receive the research-assigned
treatment time or a different treatment time for your dialysis sessions.

What if | object to having a dialysis session of at least 4 hours and 15 minutes?
As always, you should discuss your care and treatment options with your doctor and let your doctor know if
you have concerns.

How long will my participation in this clinical trial last?
Your participation will be for approximately 2-3 years.

What if | move and have dialysis treatments in a unit that is not part of the clinical trial?

If you move to another Fresenius Medical Care unit, information about your dialysis treatments and results
of lab tests that are done as part of your medical care will continue to be included as trial data even if the
dialysis unit is not part of the trial. Your dialysis session length will be prescribed by your nephrologist in
the new unit and may stay the same or may change. You should call the toll-free telephone number shown
below if you do not want your information included as trial data after you move to a new facility.

Are there risks related to this clinical trial?

Dialysis sessions of 4 hours and 15 minutes are used routinely in dialysis and do not have risks compared
with shorter dialysis treatments as far as we know. There is a very low risk that your dialysis treatment
information could be seen by people other than the researchers. The confidentiality of your data is very
important to us and we will make every effort to keep all information collected in this trial strictly
confidential.

Are there benefits to taking part in this clinical trial?
There is no direct benefit from participating in this research. It is possible that findings from this trial could
help patients in the future.

Whom can I contact if | have questions about this clinical trial?
If at any time you have questions or concerns about this trial, please contact the research team at
Fresenius Medical Care using this toll free telephone number: _
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Information about the TiME Trial

e This dialysis facility is participating in a national research study called the
TiME Trial sponsored by the National Institutes of Health (NIH). This facility is
participating in this clinical trial along with many other dialysis units throughout the
country.

e The purpose of this research is to compare how patients feel, how often they are
hospitalized, and how long they live based on the length of their dialysis sessions.

e This facility’s participation in the TIME Trial will not affect the length of your dialysis
treatments because it has been assigned to the “usual care” group. This means
that your physician will prescribe your dialysis session length taking into account
your individual health characteristics just as he/she would if the facility were not
part of the TiME Trial. As always, you should talk with your doctor about treatment
options.

e Your dialysis facility will send information about your dialysis treatments and results
of lab tests that are done as part of your medical care to the TiIME Trial study team
at the University of Pennsylvania and to the NIH. There will be no extra tests done
for this study. To protect your confidentiality, the information sent to the
University of Pennsylvania and NIH will be identified by a scrambled code number.
The research team will not be able to identify you from this code. Your confidential
information (such as name, address, or date of birth) will not be distributed.

e Thank you for reading this information about the TiME Trial. On the other side of
this paper are answers to frequently asked questions that might be helpful to you.
If you would like more information about the TiME Trial or if you do not want us to
report your anonymous data to the study team, please call this toll-free telephone
number and a representative from Fresenius Medical Care will call you back to

answer your questions: _
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Frequently Asked Questions About Research and About the TiME Trial

What is a clinical trial?

A clinical trial is a research study in which treatments are evaluated to determine what is best
for patients. In order to best compare treatments, clinical trials often involve assignment of
patients or treatment centers to a specific treatment approach. Clinical trials help doctors
answer a variety of questions about diseases and their treatments.

Why is this clinical trial being conducted?
This trial is being done to determine if longer dialysis sessions are better for patients in terms
of how patients feel, how often they are hospitalized, and how long they live.

Why am | being included in this clinical trial?

You are being included in this trial because your dialysis unit has agreed to participate. Like
other patients in this facility who are new to dialysis you will be included in this trial unless
you choose not to participate.

How will this clinical trial affect my care?
This trial will not affect your care. Your treatment time will be prescribed by your ephrologist
and will not be affected by this facility’s participation in the trial.

How long will my participation in this clinical trial last?
Your participation will be for approximately 2-3 years.

What if | move and have dialysis treatments in a unit that is not part of the clinical trial?

If you move to another Fresenius Medical Care unit, information about your dialysis
treatments and results of lab tests that are done as part of your medical care will continue to
be included as trial data even if the dialysis unit is not part of the trial. Your dialysis session
length will be prescribed by your nephrologist in the new unit and may stay the same or may
change. You should call the toll-free telephone number shown below if you do not want your
information included as trial data after you move to a new facility.

Are there risks related to this clinical trial?

There is a very low risk that your dialysis treatment information could be seen by people
other than the researchers. The confidentiality of your data is very important to us and we
will make every effort to keep all information collected in this trial strictly confidential.

Are there benefits to taking part in this clinical trial?
There is no direct benefit from participating in this research. It is possible that findings from
this trial could help patients in the future.

Whom can | contact if | have questions about this clincial trial?
If at any time you have questions or concerns about this trial, please contact the research
team at Fresenius Medical Care using this toll free telephone number: _
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