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VIII. SUMMARY OF ACTIVITY. Answer in spaces provided (add numbered, referenced, single-sided sheets when necessary).
Do not refer to an accompanying grant or contract proposal.

A. BACKGROUND AND PURPOSE OF RESEARCH. Provide relevant background information and explain in lay language
why this research is important and what question(s) or hypotheses this activity is designed to answer.

Amputation of a limb is a life-altering event with profound physical, psychological, and
social implications. To address their functional, vocational, and recreational needs,
people with lower limb amputation (LLA) are often provided with a prosthesis or
artificial leg. While use of a prosthesis can allow an individual to achieve a basic
level of functional mobility, absence of an anatomical foot and ankle still impairs
their physical perfor ce. As a result, people with LLA regularly exhibit decreased
walking speeds, diminished endurance, and restricted ability to participate in desired
life situations.

Over the past three decades, increasingly sophisticated prosthetic foot designs have
been developed by the prosthetics industry to replace amputated structures in the leg.
Contemporary, energy storing feet (ESF) employ advanced materials and unique geometric
designs to improve walking performance and endurance of their users. Although prosthetic
limbs with ESF allow people with LLA the potential to return to an active lifestyle,
even the most advanced ESF do not significantly reduce the increased energy demands
required for walking when compared to conventional prosthetic feet.

Commercially-available running-specific feet (RSF) like the Ossur Cheetah (Ossur,
Reykjavik, Iceland) allow people with LLA to participate in athletic activities and
sporting events. RSF provide significantly enhanced performance, compared to traditional
ESF, by extending the length and increasing the stiffness of the prosthetic keel
(forefoot). RSF also do not include a heel, as they are used only for running
activities. Although transtibial runners with RSF exhibit endurance levels similar to
non-amputees, the RSF design does not allow the biomechanical movements or provide the
stability needed to use the foot for walking (over level or uneven terrain).

A Seattle-area prosthetist, Greg Davidson, currently provides many of his active LLA
patients with a modified running-specific foot (mRSF). The mRSF combines the running
keel (forefoot) of a RSF with the walking heel of a ESF. The mRSF can then be used for
walking, running, and other routine daily activities. Mr. Davidson has fit and provided
this prosthetic foot on over 100 of his patients. Preliminary feedback suggests that
users experience improved overall function and high satisfaction with the device.
However, empirical evidence is needed to support prescription of this prosthetic foot at
other clinical facilities. The goal of this study is therefore to evaluate endurance,
walking performance, mobility, and perceived exertion of transtibial prosthesis users
(i.e., study participants) walking with a conventional ESF and the mRSF. Results will be
compared to determine if the mRSF provides superior performance to the ESF, which is
commonly prescribed to most active individuals with LLA.

Hypotheses:

la. Participants with LLA will exhibit significantly increased endurance (as evidenced
by an ability to walk significantly further in a timed walking test) wearing the
mRSF compared to the ESF.

1b. Participants will report significantly reduced levels of exertion after performing a
timed walking test in the mRSF, compared to the ESF.

2a. Participants will report significantly increased mobility, balance confidence, and
health and significantly decreased fatigue when using the mRSF, compared to the ESF.

3a. Use of the mRSF will significantly reduce participants’ net energy cost of walking
(ECW) at slow, comfortable, and fast walking speeds, compared to the ESF.

B. RESEARCH PROCEDURES INVOLVED.

1. Provide a complete description of: a. the study design, and b. sequence and timing of all study procedures that will be
performed, e.g., volume of blood, size of biopsy, drug administration, questionnaire, name of psychological test. Provide this
information for each phase of the study (pilot, screening, intervention and follow-up). Use lay language. Attach study flow
sheet, if available.
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We will conduct a study to compare endurance, walking performance, mobility, and
perceived exertion of participants with transtibial amputation wearing two different
prostheses: (1) a prosthesis with a modified Running Specific Foot (mRSF), and (2) a
prosthesis with a Energy Storing Foot (ESF). To maximize study resources, we will
recruit participants who will be receiving from their prosthetist the mRSF prosthesis
as part of their normal clinical care. We will fabricate a duplicate prosthesis with
the ESF as part of this study to be used as a comparison.

Note: Both the mRSF and ESF included in this study are devices that people with LLA use
daily in their normal lives outside of this study. These feet (and other components
included in the prostheses created for this study) are class I devices and exempt from
U.S. Food and Drug Administration premarket notification procedures.

We will conduct a randomized crossover study to compare endurance, energy expenditure,
and reported health of participants with transtibial amputation wearing prostheses with
the mRSF and ESF described above. Study participants will be randomly assigned to the
first foot condition (i.e. ESF or mRSF). To standardize test conditions, the
participant’s prosthetist (Greg Davidson) will fabricate two comparable prostheses with
identical (i.e. duplicated) prosthetic sockets, interfaces, and suspension mechanisms.
The same socket cannot be used for both prostheses because of the unique, direct-
lamination attachment of the mRSF to the socket. The duplicate socket will be fitted
with common ESF, the Ossur Vari-flex foot. We have obtained written commitments from
Ossur to donate prosthetic components and from Davidson Prosthetics to donate time and
materials needed to fabricate the duplicate sockets and test prostheses. Participants
will be asked to wear the same athletic shoes for all sessions in order to standardized
footwear between tests.

Participants will be recruited from their local prosthetist’s office (Davidson
Prosthetics, Federal Way, WA). Davidson Prosthetics is the sole location for
recruitment as this is the only provider of the mRSF in the Northwestern United States.

Participants will be asked to come to the University of Washington Assessment and
Training Laboratory (ATL) for three test sessions. Participation in the study will
require participants attend three visits over the course of about three months,
totaling approximately 7.5 hours.

Session 1: At the first session, we will screen participants, explain the study to
them, and obtain informed consent (Appendix 1). Participants who agree will then be
administered a baseline survey and perform initial speed testing. The baseline survey
will include non-identifiable, medical, and demographic questions we will use to
characterize the study sample (Appendix 2). Participants will then be asked to walk on
a treadmill for 6 minutes to determine their comfortable walking speed. The treadmill
is equipped with full-length handrails that allow the participant to steady him/herself
as needed. A researcher will be next to the subject at all times to assist the subject
if he or she were to become distressed.

Participants will be given blinded control of the treadmill speed for the first 30
seconds of testing in order to select their preferred speed. Each participant’s
comfortable speed will be noted and used as a reference for the metabolic testing {see
Session 2 and 3, described below). Slow and fast speeds will be self-selected using an
identical method (blinded control of the treadmill adjustment). Participants will be
asked to perform a 6 minute practice trial at their self-selected fast speed to ensure
the participant is capable of sustaining the speed without undo stress. If a
participant is unable to sustain the set speed for the entire 6 minutes, he/she may
reduce speed as desired, and a weighted average of the start and end fast speeds will
be used for treadmill testing in Sessions 2 and 3. We will also give participants a
step activity monitor to wear on their prosthesis. The activity monitor is a small,
unobtrusive sensor about the size of a pager that is worn on the prosthesis and
measures steps taken by the participant while they are away from the lab. Participants
will be shown how to attach the activity monitor to their prosthesis by study
investigators. Session 1 is expected to take about 1.5 hours.

Sess 2: The second session will be performed after participants use the randomly-
assigned ESF or mRSF prosthesis for a period of 1 month. Upon arrival at the lab, study

APPLICATION: Human Subjects Review (13-11), Full Board or Subcommittee (Rev. 11/26/2014)



PAGE9
staff will remove the activity monitor and ask the participant to complete a self-
report survey (Appendix 2) to evaluate their perceived performance, health, and
satisfaction with their prosthesis. The survey will be administered on a tablet
computer {iPad) and includes the following standardized instruments selected to measure
participants’ mobility, fatigue, balance confidence, activity restrictions, and
satisfaction:

e Prosthetic Limb Users Survey of Mobility - PLUS-M measures respondents’ self-
reported mobility with a prosthesis. The PLUS-M was developed by the
investigators in a prior study to address methodological limitations present in
existing mobility measures. We will administer the PLUS-M computer adaptive test
(CAT) to achieve the greatest precision of measurement and ease respondents’
burden (i.e., CAT requires participants answer fewer questions than would taking
the entire survey).

e PROMIS - Fatigue - PROMIS-F measures symptoms and effects of fatigue on
respondents’ ability to execute daily activities over a l-week recall period. We
will also administer PROMIS-F by CAT.

e Activities Specific Balance Confidence Scale - ABC measures respondents’
confidence in performing basic ambulatory activities. We will administer a
version of the ABC recommended to ease administration and improve scoring. All 16
questions of the ABC will be administered (CAT not available).

e Trinity Amputation and Prosthesis Experience Scales - Revised - TAPES-R is a
multidimensional health instrument that measures activity restrictions and
satisfaction with a prosthesis. We will administer 19 TAPES-R questions (CAT not
available).

We will next assess participants’ walking performance and endurance using the 6-minute
walk test (6MWT). The 6MWT is a sub-maximal test of aerobic capacity and endurance that
exhibits good test-retest reliability in transtibial prosthesis users. The 6MWT will be
conducted using a 100ft unobstructed indoor hallway, in accordance with recommended
administration guidelines. During the 6MWT, participants will walk back and forth over
a pressure-sensitive instrumented mat placed in the middle of the hallway. The mat will
collect outcomes associated with walking such as step length, step width, walking
speed. Upon conclusion of the 6MWT, participants will self-report their exertion using
the Borg Rating of Perceived Exertion (RPE). The Borg RPE measures participants’
perceived exertion after completing a standardized physical test. Note, participants
will perform the 6MWT after evaluation of resting 02 consumption (see below) but before
the treadmill testing so as to ensure baseline 02 consumption is not adversely affected
by the 6MWT.

To assess the effects of the studied prosthetic feet on energy cost of walking, we will
measure participants’ real-time metabolic energy expenditure (i.e., 02 consumption)
across three walking speeds (slow, comfortable, fast). The gold standard method for
determining energy consumption is measurement of the amount of oxygen a person intakes
(VO2) and carbon dioxide that a person expires (VC02). We will measure V02 and VCO2
using a portable Cosmed K4b2 monitor. The K4b2 monitor continuously samples the
participant’s expiration and inspiration using a mask that fits over their nose and
mouth. Plastic tubes convey the gases to sensors that are located in a small,
lightweight (1 1lb) backpack system. Breath-by-breath measurements of the expired gases
are stored in the system until they are uploaded by the researcher to a laptop after
the experiment is completed.

Participants will be fitted with the K4b2 monitor upon conclusion of the self-report
survey {(described above). They will sit quietly for 5 minutes to achieve steady-state
resting V02 consumption rate (ml/min). Resting VO2 rate will be quantified as an
average over the final minute of resting. Participants will then stand for 5 minutes to
achieve a standing V02 consumption rate (ml/min), again averaged over the final minute
of standing.

Participants will remo the K4b2 monitor and conduct the 6MWT according to the
protocol described above. After completing the Borg RPE, the participant will re-don
the K4b2 monitor and sit quietly in order to return to their resting VO2 rate.

APPLICATION: Human Subjects Review (13-11), Full Board or Subcommittee (Rev. 11/26/2014)
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Participants will begin the treadmill testing once they have returned to their resting
V02 rate.

Participants will walk for 6 minutes on the treadmill at comfortable, slow, and fast
walking speeds (as determined in Session 1). The order of the speeds will be
randomized within-subjects to control for fatigue. This randomized order will be
carried over into the third session so that participants are tested in the same order
both times. Walking VO2 consumption rate (ml/min) will be averaged over the final 1
minute period of each activity. Participants will rest at least 5 minutes between each
walking trial in order to return to their resting VO2 rate.

Session 2 will require about 3.0 hours to complete. Upon conclusion of Session 2,
participants will transition to the second prosthesis (ESF or mRSF, depending upon
randomization) and will be asked to use it exclusively for 1 month before returning for
Session 3.

Session 3: The third session will be identical to the Session 2, but will be conducted
with participants using the alternate prosthesis (e.g., ESF if they were previously
tested in the mRSF).

2. Would subjects undergo these or similar procedures (medical, psychological, educational, etc.) if they were not taki  part in
this research? X No [J Yes If*“Yes,” describe how the study procedures differ from what subjects would otherwise
undergo.

The study procedures include outcome measures (survey measures, 6MWT, or Borg RPE)

that a prosthetist might perform in a clinic to evaluate a patient’s performance with a
new prosthesis. However, the Cosmed K4b2 portable metabolic analysis system and
treadmill walking are unlikely to occur in normal prosthetic clinical practice. These
procedures are more likely to be conducted as part of a physical therapy treatment plan
and would not be considered unusual procedures at a physical therapy clinical visit.

3. Check all of the boxes below that apply to your research:
Drug administration

[J Administration of a drug (either FDA-approved or investigational) for research purposes to a subject-patient during general
or regional anesthesia.

Administration of a drug (either FDA-approved or investigational) for research purposes to a subject-patient during the 1.5
hours preceding general or regional anesthesia.

Blood lines

(] Inserting an intravenous (central or peripheral) or intra-arterial line for research purposes in a subject-patient during
general or regional anesthesia.

Sample collection

™ Obtaining samples of blood, urine, or cerebrospinal fluid for research purposes while a subject-patient is under general or
regional anesthesia.

(J Obtaining a research sample from tissue or organs that would not otherwise be removed during surgery, while the subject-
patient is under general or regional anesthesia.

Radio-isotopes

[J Administration of a radio-isotope for research purposes during the 3 hours prior to anesthesia or while a subject-patient is
under general or regional anesthesia.

If you checked this box, you are responsible for informing in advance all appropriate clinical personnel (e.g.,
nurses, technicians, anesthesiologists, surgeons) about the administration and use of the radio-isotope, to ensure that
any personal safety issues (e.g., pregnancy) can be appropriately addressed. This is a condition of IRB approval.

Experimental devices

. Implantation of an experimental device while a subject-patient is under general or regional anesthesia.

Other experimental manipulations or procedures

[[] Other manipulations or procedures performed solely for research purposes while a subject-patient is under general or

regional anesthesia (e.g., experimental liver dialysis, experimental brain stimulation)
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Subject identifiers will be recorded (name, telephone number, social security number).
Name and contact information are needed to schedule participant data collection
sessions. Soc: . security information is required by UW when j ints of more than $50
are made to study subjects. Identifying information will be linked to a 5-digit numeric
study code. The file containing identifying information and the linked subject code
will be stored separately from all other study data in a secure and password protected
computer only accessible to study researchers.

2. Will you retain a link between study code numbers and direct identifiers after the data collection is complete? [JNo [X] Yes If
yes, explain why this is necessary and for how long you will keep this link.

This research is a pilot study in a new line of investigation for our research lab
(i.e., same PI and research team). We are currently pursuing funding for parallel
studies of prosthetic foot technologies. We wish to combine data from related studies
to maximize our ability to recruit from the small local population of people with lower
limb loss. Combining data from multiple studies would increase our power to detect
differences and avoid participation of individuals in both studies (participation in
both studies would lead to including a participant’s data twice in the same dataset).
To allow for accurate longitudinal tracking of participants, we will retain the link
between identifiers and study code numbers until 2026. Participants may request that
we destroy their link at any point during the study, or any time thereafter.

3. Describe how you will protect data against disclosure to the public or to other researchers or non-researchers. Explain who (other
than members of the research team) will have access to data (e.g., sponsors, advisers, government agencies, etc.).

Data will be stored on a study specific password protected computer which will be
stored in a locked cabinet in the PI's office. Only members of the research team will
have access to the information.

4. Will you place a copy of the consent form or other study information in the subject’s medical or other personal record?
"7 No [] Yes. Ifyes, explain why this is necessary.

N/A

5. Do you anticipate using any data (information, specimens, etc.) from this study for other studies in the future? [ ] No [X] Yes
If “Yes,” explain and include this information in the consent form.

As noted above, this research is a pilot study in a new line of investigation for our
research lab. We are currently pursuing funding for similar (parallel) studies of the
prosthetic foot technologies included in this study. To maximize available resources
and address larger research questions, we will combine data from this study with data
obtained in subsequent studies. We have added this information to the consent form.

H. ADDITIONAL INFORMATION

1. If the study will involve radiation exposure to subjects, e.g., X-rays, radioisotopes, what is status of review by the UW Radiation
Safety Committee (RSC): [] Pending [] Approved (Attach one copy of approval.) [X] NA

2. Does this research require approval from the UW Institutional Biosafety Committee (IBC) for recombinant/synthetic DNA human
Gene transfer or vaccines?

XINo [ Yes. Ifyes, what is the status of review by IBC? [] Pending [] Approved (Attach one copy of approval.) ™ ' NA

3. Protected Health Information (PHI). Will you or any member of your research team obtain, access, or use a subject’s protected
health information by any method, and for any purpose including “pre-screening”?

“Methods" may include but are not limited to: directly looking at a medical record (electronic or paper), requesting medical
record information from a service such as the UW Center for Health Excellence, or viewing surgery schedules, clinic records,
appointment books, elc.

Examples of where PHI may be located include: medical records, dental records, clinical lab tests that you will have performed on
subject samples, pharmacy records, medical billing records, clinical databases, etc.

'No 7 Yes. If“yes™

a. Describe the type of records/data, location and how you will obtain the information:

APPLICATION: Human Subjects Review (13-11), Full Board or Subcommittee (Rev. 11/26/2014)
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Check the appropriate box.

[JPPRA r ilations apply to my research
[CJ FERPA regulations apply to my research
[J Both PPRA and FERPA regulations apply to my research

[J Neither set of regulations apply to my research

7. Will you make audio-visual or tape recordings or photographs of subjects? [ ] No [X] Yes. If yes, explain what type of
recordings you will make, how long you will keep them, and if anyone other than the members of the research team will be able to
see them.

With participant’s consent, we will take video and/or photographs of study procedures
for use in grant applications, presentations, or publications (Appendix 7). Consent for
photos/videos 1s not required to participate in the study. We will not destroy photos
and/or videos.

8. Will your study involve use of equipment involving energy input to the subjects (EMG, EKG, MRI, ultrasound, etc.)?
"7 No [ Yes. Ifyes, attach documentation that ail equipment will be tested regularly by the Scientific Instrument Division (call
(2U6) 543-5580 for information) or describe safety testing procedures you will use.

N/A

9. Confirm by checking the box that the principal investigator on this IRB application has ensured that all investigators (as defined
by UW policy GIM 10) are aware of policy GIM 10 and their responsibility for complying with its relevant requirements.

X Confirmed

10. Does the individual who is the principal investigator on (1) this IRB application or (2) any grants or contracts supporting this
research have a financial conflict of interest with respect to this research? [X] No [ Yes.

If yes, has it been disclosed to the University? (Since August 24, 2012, all disclosures are made through the University’s
online Financial Interest Disclc - ) Final review of this application cannot occur until the disclosure has been made
and reviewed by the University, ana ine outcome has been incorporated into the IRB’s review. [ JNo [ Yes [] Not
applicable, because there is no financial conflict of interest.

1. Is your research:

o  Clinical research that will bill subjects or their health insurance for UW Medicine professional or facility services, items, or
tests*, AND/OR

e  An “applicable clinical trial” as defined below” **
[(ONo X Yes
If you selected “yes”, you must register your research at the federal site ClinjcalTrials.gov

See the HSD document titled: ClinicalTrials.gov — Instructior = =~ "+ ° % ™ “als for step-by-step instructions
about how to register your research.

*New Requirement

As of January 1, 2014, a new federal requirement will require you to provide the clinical trials registration number assigned
to your research in order to bill most UW medicine professional or facility services, items, or tests to research participants
or their health insurance. This new billing requirement applies to some clinical research, such as Phase I studies, that don’t
meet the federal registration definition of “applicable clinical trials”. See also: Clinical Research Bud " E™" ° .
(CRI™

**Applicable clinical trial is defined as:

(1) a pediatric postmarket surveillance study required by the FD.l OR

(2) an interventional study (with one or more arm) of an FDA-regulated drug, biological product, or device that involves
health outcomes and meets one or more of the following conditions:

o The trial has at least one site in the United states: or

o The trial is conducted under an FDA investigational new drug application or investigational device
exemption; or
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done by study investigators who are not involved in potential participant’s health
care. Study investigators will stress that participation is voluntary and in no way
will participation (or non-participation) in the :udy affect their prosthetic (or
other health) care.

5. Subject comprehension. Describe anything that you will do to facilitate or verify your subjects’ comprehension of the
information you provide them during the consent process.

Potential participants will be encouraged to ask questions throughout the consent
process.

6. Do you expect that all of your participants will be fluent in spoken and/or written English? ] No [ Yes.
If “No”, please answer the following questions.
6.1. In what language(s) will they be fluent?
N/A

6.2.7 ° tion of documents ir" t Federal regulations require that consent, assent, and authorization
documents must be presenteu 10 parucipants 1n a language that is understandable to them. The UW [RB expects that
translated documents will be:

¢ Linguistically accurate;
e Atan appropriate reading level for the subject population; and
e Culturally sensitive for the locale in which they will be used.

Describe how you will obtain translations of relevant documents, and how you will ensure that the translations meet
these requirements.

N/A
6.3. Interpretation. Describe how you will provide interpretation, and when. Specifically:

a. Fory atsituations will you provide interpretation? (At a minimum, an interpreter should be available for the
consent process, unless the [RB has waived consent.)

N/A
b.  Who will be the interpreter?
N/A

c. Describe the qualifications of the interpreter — for example, background, experience, language proficiency in
English and in the other language, native language fluency, certification, other credentials, familiarity with the
research-related vocabulary in English and the target language.

N/A

d. How will you ensure that the subjects will understand ongoing study-related communication? If the subject has
questions, complaints, or adverse events, how will that be communicated to the researchers?

N/A

7. Check all that apply:

O Written Attach copies of all consent forms for each subject group. Include a footer identifying the version date of each form
and a header or title that identifies each different form. If you propose 1o delete one or more of the required elements of
consent from a consenl form, attach and complete the form called SUPPL™" ™ 'T: Huiver Rey Consent Requirements.

See attachment (Appendix 1).

B Waiver of written documentation of consent This means that you are requesting a waiver of the requirement to
obrain written documentation of consent. Complete and attach the form called SUPPLEMENT: Waiver Reguest, Consent
Requirements. . Also, attach the Information Statement, oral consent or assent protocol and script, or other materials you
will use to communicate the necessary elemenis of consent to the subjects.

See attachment (Appendix 8).

" Waiver of consent This means that you are requesting a waiver of the requirement to obtain consent. Complete and attach
the form called SUPPLE* "' ™ "giver Request, ! Re
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UNIVERSITY OF WASHINGTON
SE I, WASHI  IN98105-6613

Human Subjects Division, Box 3594722
Office of Research

February 19, 2015

PI: Associate Professor Brian Hafner, PhD
Rehabilitation Medicine/Prosthetics & Orthotics

Contact: Cody McDonald
Re: Human Subjects Application #49150, “Evaluation of a Modified Running Prosthesis”
Dear Dr. Hafner,

The Human Subjects Division received your application on 7/29/2014. Subcommittee E/A has reviewed
this application under “expedited” minimal risk category #5 and #7. Thank you for your responses and for
forwarding the revised materials. The above Human Subjects Application has been approved by
Subcommittee E/A. The researcher copy of the approved application will be sent to you through campus
mail.

The dates of the initial approval period are from: 2/19/2015 — 2/18/2016.

The approved number of subjects is: 24. In the event you want to enroll additional subjects for this study,
please submit 2 copies of an APPLICATION: Modification, Approved Project form (available on the
HSD website, under Forms).

Waiver of de~ne~*~~n of ¢~~-nt
The IRB has waivea aocumentation of consent for researchers to ask screening questions during the
recruitment process according to the stamped “approved” recruitment script.

IRB — approved consent forms

Located at the back of the approval packet are the stamped “approved” recruitment materials and consent
forms. Per HSD policy, it is necessary for you to make copies of the stamped “approved” consent form to
use with potential subjects.

The researcher copy of the approval packet will be sent through campus mail. It is the PI’s responsibility
to maintain all IRB materials. _
e In the event you will revise the purpose, procedures and/or population of this application, be sure
to send 2 copies of a Modification for review and approval prior to implementing the changes.

e Be sure to close the study upon completion of the study (or alternatively, renew the study) by
sending 2 copies of a Status Report.

Be sure to reference the Human Subjects Application number and investigator on all materials sent to the
Human Subjects Division, Box 359470. '

Best wishes for your study -

Geri C. Faris, HSR Administrator
Human Subjects Division
(206) 616-2345















Subject’s statement

This study has ! :n explained to me. I volunteer to take part in this research. I have had a
chance to ask questions. If I have questions later about the research, or if I have been harmed by
participating in this study, I can contact one of the researchers listed on the first page of this
consent form. If [ have questions about my rights as a research subject, I can call the Human
Subjects Division at (206) 543-0098. I will receive a copy of this consent form.

[] Igive my permission for the researchers to ~~tc ~~~-* the study procedures as described
above in this consent form.

[] 1give my permission for the researchers to videotape the study procedures as described
above in this consent form.

Printed name or subject blgnaturz or suo—JeCI pate
Copies to: Researcher
Subject

Appendix 1: Consent form 02/12/2015 Page of5



