Study Title: Does Physical Therapy Rehabilitation
modulate the Sleep-wake pattern in Stroke Patients?

24951 N. Circle Drive. SAHP, LLU
Loma Linda, CA. Phone # 909-651-5828

3. WHAT ARE THE REASONABLY FORESEEABLE RISKS OR DISCOMFORTS I

5. WHAT ARE MY RIGHTS AS A SUBJEU1Y
Participation in this study is voluntary. Your decision whether or not to participate or withdraw

at any time from the study will not affect your ongoing medical care/relationship to your doctors
and will not involve any penalty or loss of benefits to which you are otherwise entitled.

Likewise, the investigator may withdraw you from the study for any reason without your
agreement or may stop the study entirely.

6. HOW WILL INFORMATION ABOUT ME BE KEPT CONFIDENTIAL?

Efforts will be made to keep your personal information confidential. We cannot guarantee
absolute confidentiality. Your personal information may be disclosed if required by law. You
will not be identified by name in any publications describing the results of this study. All data
collected will be kept in a secured password computer in room A117 at Nichol Hall, Loma Linda
University.

Your rights regarding permission to use your health information are described on the attached
“Authorization for Use of Protected Health Information” form.

7. WHAT COSTS ARE INVOLVED?

There is no cost to you for participating in this study.

Loma Linda University

gl;l:iect Tnipls Adventist Health Sciences Center

_— Institutional Review Board
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Study Title: Does Physical Therapy Rehabilitation
modulate the Sleep-wake pattern in Stroke Patients?

24951 N. Circle Drive. SAHP, LLU
Loma Linda, CA. Phone # 909-651-5828

8. WILL 1 BE PAID TO PARTICIPATE IN THIS STUDY?

o You will not be paid for study participation; however, you will receive a $25.00 upon

completing this study as expression of our appreciation for helping with this study.

e In order to receive such payments, you may be asked to provide your home address
and/or your Social Security number.

9. WHO DO I CALL IF I HAVE QUESTIONS?

If you wish to contact an impartial third party not associated with this study regarding any
questions about your rights or to report a complaint you may have about the study, you may
contact the Office of Patient Relations, Loma Linda University Medical Center, Loma Linda, CA
92354, phone (909) 558-4647, e-mail patientrelations@Ilu.edu for information and assistance.

10. SUBJECT’S STATEMENT OF CONSENT

1 have read the contents of the consent form and have listened to the verbal explanation given
by the investigator.

My questions concerning this study have been answered to my satisfaction.

Signing this consent document does not waive my rights nor does it release the investigators,
institution or sponsors from their responsibilities.

I may call Lee Berk or his designees during routine office hours at (909) 558-5828 or during

non-office hours at (909) 558-5828 and leave a message.

I hereby give voluntary consent to participate in this study.

I understand I will be given a copy of this consent form after signing it or after verbally
consenting it (due to be physically unable to sign the consent) with a witness signature.

Signature of Subject Printed Name of Subject
Date
Subject Initials Loma Linda University
Date —— Adventist Health Sciences Cenier
Institutional Review Board
Page 4 of 5

Consent Version Date:
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Study Title: Does Physical Therapy Rehabilitation
modulate the Sleep-wake pattern in Stroke Patients?

24951 N. Circle Drive. SAHP, LLU
Loma Linda, CA. Phone # 909-651-5828

Subject is unable to sign because

Printed name of Subject

I attest that the above named subject has indicated their consent to participate in this study.

Signature of Witness Printed Name of Witness

Date

11. INVESTIGATOR’S STATEMENT

I attest that the requirements for informed consent for the medical research project described in
this form have been satisfied, that I have discussed the research project with the subject and
explained to him or her in non-technical terms all of the information contained in this informed
consent form, including any risks and adverse reactions that may reasonably be expected to
occur. I further certify that I encouraged the subject to ask questions and that all questions asked
were answered. I will provide the subject with a signed and dated copy of this consent form.

Signature of Investigator Printed Name of Investigator

Date

Loma Linda University
Adventist Health Sciences Censer
Institutional Review Board

ed Void after, 3 /4
Subject Initials ‘:"*; m| ; er’mgﬁ éhalr Rdd W

Date
Page 5 of 5
Consent Version Date:
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APPENDIX B

BECK’S DEPRESSION INVENTORY

Beck's Depression Inventory
This depression inventory can be self-scored. The scoring scale is at the end of the questionnaire.
L,
I do not feel sad.
I feel sad
T am sad all the time and I can't snap out of it.
T am so sad and unhappy that I can't stand 1it.

W —= O

o

T am not particularly discouraged about the future.

I feel discouraged about the future.

T feel T have nothing to look forward to.

I feel the future is hopeless and that things cannot improve.

S ™

I do not feel like a failure.

I feel T have failed more than the average person.

As I look back on my life, all T can see is a lot of failures.
I feel T am a complete failure as a person.

W = O

T get as much satisfaction out of things as I used to.
I don't enjoy things the way I used to.

T don't get real satisfaction out of anything anymore.
T am dissatistied or bored with everything.

(PSR S i ]

I don't feel particularly guilty

I feel guilty a good part of the time.
I feel quite guilty most of the time.
I feel guilty all of the time.

[SS I S I  }

I don't feel T am being punished.
I feel I may be punished.

T expect to be punished.

I feel T am being punished.

W= O

I don't feel disappointed in myself.
T am disappointed in myself.

T am disgusted with myself.

I hate myself.

LV S ]

T don't feel T am any worse than anybody else.

T am critical of myself for my weaknesses or mistakes.
I blame myself all the time for my faults.

I blame myself for everything bad that happens.

W = O

I don't have any thoughts of killing myself.

I have thoughts of killing myself. but I would not carry them out.
I would like to kill myself.

I would kill myself if T had the chance.

L = O

10.

I don't ery any more than usual.

I ery more now than I used to.

T cry all the time now.

T used to be able to cry, but now I can't cry even though I want to.

LI = O
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11.

12.

14.

l6.

L7

18.

19.

R — o W = O Wk — O B3 DO 1)

[F5]

[PV S I i - W= o

W= O

W= O

= D

T am no more irritated by things than I ever was.

I am slightly more niritated now than usual.

T am quite annoyed or irritated a good deal of the time.
I feel irritated all the time.

T have not lost interest in other people.

I am less interested in other people than I used to be.
I have lost most of my interest in other people.

T have lost all of my mterest in other people.

T make decisions about as well as T ever could.

I put off making decisions more than I used to.

T have greater difficulty in making decisions more than I used to.
T can't make decisions at all anymore.

I don't feel that I look any worse than I used to.

Tam worried that I am looking old or unattractive.

I feel there are permanent changes in my appearance that make me look
unattractive

T believe that T look ugly.

I can work about as well as before.

Tt takes an extra effort to get started at doing something.
I have to push myself very hard to do anything.

T can't do any work at all.

I can sleep as well as usual.

T don't sleep as well as T used to.

I wake up 1-2 hours earlier than usual and find it hard to get back to sleep.
I wake up several hours earlier than I used to and cannot get back to sleep.

T don't get more tired than usual.

I get tired more easily than I used to.

I get tired from doing almost anything.
T am too tired to do anything.

My appetite is no worse than usual.

My appetite is not as good as it used to be.
My appetite is much worse now.

I have no appetite at all anymore.

T haven't lost much weight, if any, lately.
T have lost more than five pounds.

T have lost more than ten pounds.

T have lost more than fifteen pounds.
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APPENDIX F

INSTRUCTIONS FOR SALIVA MELATONIN COLLECTION

Instructions for Saliva Melatonin Collection

Recommendations Prior to Collection:
. . R i . « Avoid drinking coffee, cola and alcohol at least 4 hours
«Finish your meal or snack 30 min prior the saliva collection. X K
. . X prior to the collection.
*Avoid eating bananas and chocolate on the collection day. olf bl d . ibutrofen during th
¢ Drinking water is allowed until 10 min before each sample pos.5| € avold aspirin ar outro uring the
collaction. collection day.

Steg: L 1) 2 hours before

- going to sleep,
prepare the saliva
kit to collect your

first saliva sample. 4) Prepare your room to be in a dim
light. The salivary collection needs to be 7) When you are finishad,

done in a place with low light. place the vial in the
freezer.

2) Wash your hands

and dry using a clean ; Qﬂ“j‘!\é‘g!
/

towel, ~d

- W
; ,?v"‘;alr .ﬂ:vr 1] Please repeat each step, atall 3
£ (AN - times of collection:

oo Ly
AT | f"\ - 1°} 2 hours before gaing to bed.

5) When yau are ready to start the 2"} Right before going ta bed.
zolleclion, place Lha straw in your mouth
as shown in the picture. Allow saliva to

poal in the mouth. the morning.

3] Rinse your mouth with 6} with head tilted forward,
drool down Into the straw

water 10 minutes prior to .

collection. Excapt samples No toath brushing with and continue to collect the all three vials on your

taken in the moming upon toothpaste is allowed during salivain the vial until it is next visit!
awakerming, the sampling period. half filled. Thank you!!

3°) As soon as you wake up in

Non't forget ta bring

100



