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Volunteer Subject Orientation Packet

Dear Prospective Field Test Subject:

Thank you for your inquiry and interest to become a volunteer user for the field-testing of our novel “engineered” Ergonomic Arm Support System.  The criteria for participation are as follows:

· Supervisor’s permission to spend 4 hours away from your work location during one workday to participate in the field-testing (see attached form #1).

· Ability to schedule 4 consecutive hours away from your job during one workday in order to participate in the field-testing.

· No currently diagnosed upper extremity musculoskeletal injury or discomfort (self-disclosure).

· No known allergies to the adhesive material used for the surface EMG procedure.

· Completion of consent forms (see attached forms).

The field-testing will involve placement of electrodes on your skin surface to measure electromyographic measurements (electrical muscle activity) during various static and dynamic positions.  Joint angles will also be physically measured.  Video and digital photographs of your upper extremities positions and movements will also be recorded.  These recordings will be kept anonymous by digitally altering your face.  Your test data will also be kept confidential and only be referenced by a code number.

If you have any questions about the research, you may call either Dr. Chung (x5818) or Dr. Siminovitch (x5823).  If you have any questions about your rights or treatment as a participant in this research project, please contact the Berkeley Lab, Human Subjects Committee at (510) 486-6267, email: PDLichty@lbl.gov
Please review the materials and if you concur with the conditions for participation.  If you remain interested, complete the consent forms, obtain the necessary signatures, and return the packet to Jeffrey Chung at Mail Stop 90K-0198.

Thank you again for your interest.

Jeffrey Chung, PhD (EH&S)

Michael Siminovitch, Ph.D (EETD)

Steve Dellinges (Engineering Designworks)

Robin Lafever (Engineering Designworks)
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Supervisor’s Approval Form

Participation in “Ergonomic Arm Support System” Field-Testing
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Employee Name (please print)

The above Berkeley Lab employee has expressed interest in volunteering to be a test subject to evaluate a novel “engineered” ergonomic arm support system developed by an interdisciplinary R&D team from EH&S, EETD and Engineering.  This project is funded by LBNL.  The employee’s participation will require your permission spend four (4) hours away from his/her work schedule during one workday (on a day and time period that minimizes impact on business activities) to be involved in field-testing activities.  The employee is not expected to use his/her vacation time or be on unpaid leave while participating in this project.

Employee involvement as a human subject in this project requires supervisor approval.  Please sign this form if you grant permission for this employee to be involved in this project.  The day and 4-hour time period will be arranged so as to minimize disruption to your normal business activities).

I hereby agree to this employee’s participation.
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Supervisor’s Name (please print)


Supervisor’s Signature


Date

Please contact the principle investigators below if you have any questions.  Thank you for your support of this research project.

Jeffrey Chung, PhD (EH&S)

JYChung@lbl.gov
x5818

Michael Siminovitch, Ph.D (EETD)

MJSiminovitch@lbl.gov
x5863


STANDARD CONSENT FORM

"Ergo Arm Support R&D Project"

PURPOSE AND BACKGROUND

You are volunteering to participate in a research study conducted by Jeffrey Chung, Ph.D, Michael Siminovitch, Ph.D, Steve Dellinges and Robin Lafever of Lawrence Berkeley National Laboratory.  You will not be using your vacation time or be placed on unpaid leave status.

This LBNL internally funded study is a continuation of the research and development efforts to create a cost-effective and functional ergonomic arm support device.  A working model has been built.   The purpose of this phase is to formally collect user feedback through a written survey, as well as collect preliminary electromyographic (EMG) measurement data to develop the existing engineering model into a functional engineering prototype.  

1.
PROCEDURES.  If you agree to be in this study, the following will happen:  

· You will report to the apparatus evaluation room and be provided with an orientation of electromyography, view the EMG instrumentation and receive instructions about the test measurement and test protocol you will participate in.  Please wear a tank top.

· Your skin will be prepared and surface electrodes will be attached for EMG monitoring.  There will be a total of six (6) surface electrodes attached to various muscle groups of your forearms, upper arms, shoulders and upper back during your session to help us test the efficacy of the device.  This electro diagnosis instrumentation will help quantify changes in muscular activity during use of the experimental apparatus, while performing various upper extremity postural positions and movements.  

· You will be asked to participate in two ways:  (1) while connected to an EMG instrument, operate the ergo arm support device under a variety of established working scenarios and (2) completion of an evaluation survey.

EMG data collected from you will help with the assessment and refinement of this engineered experimental apparatus.

· During the testing session, your upper torso/extremities will be photographed with a digital camera while assuming various static positions.  Movements of your upper torso/extremities will also be recorded on videotape when you are utilizing the experimental apparatus.

You will have the opportunity to review any digital photos and videotaping that is recorded during your test session.  We will require your consent for their use at the conclusion of the experiment.  Your face will be digitally altered to assure confidentiality.

2.
RISKS/DISCOMFORTS

The risks are minimal.  You may find some of your recorded data and video/digital photo documentation collectively published or displayed. Your features will be digitally altered so you will not be recognizable.

EMG measurements may create a slight “tingly sensation” across the muscle groups where the surface electrodes are placed on the top of your skin. We will take care to minimize these risks.  It is believed that its risks are outweighed by the potential benefit to safety in the workplace by obtaining this data and using it to refine the apparatus into an “engineered” prototype.

3.
BENEFITS



There are no foreseeable benefits to the subjects.  The hope is that information obtained from the subjects can be applied towards improving and refining this engineered ergonomic support device.  The resultant device could then become available to the general workforce by providing an additional level of comfort, support and safety for computer users and other workers that rely on use of the upper extremities in the workplace.

4.
STORAGE OF SAMPLES/DATA

Your upper extremity’s joint angles will be physically measured and documented onto a log.  Your postural positions and movements will be recorded as EMG measurements.  All of the information that we obtain from your field-testing session will be kept confidential by assigning you a test subject code number.  The potentially identifiable records will be kept in a locked file in the principal investigator’s office.  The list associating the subjects with their respective code numbers will be locked in a separate location.  If the data are published or made available to other researchers or commercial developers, you will remain anonymous and you will be referenced only by your assigned code number or your data displayed in aggregate with other test subjects’ data.  We will not use your name or identifying information in any reports of our research.

The digital photographs and videotape recordings of your test session will be kept anonymous by digitally altering your face to assure confidentiality.  We will store the digital photos and video recordings in a locked cabinet.  We will use a code number to identify your digital photos and videotaped recordings.  We will keep your name and your code number in a separate locked location. We will not use your name, face or identifying information in any published research reports.  If the photos or video recordings are made available to other researchers or commercial developers, you will remain anonymous by having your face digitally altered and referenced only by your assigned code number

5.
FINANCIAL CONSIDERATIONS
There will be no compensation to you for participating in this study.
6.     QUESTIONS
Any further questions you have about taking part in this study will be answered by: 

Dr. Jeffrey Chung (510) 486-5818 or Dr. Michael Siminovitch (510) 486-5863.

Any questions you have about your rights as a research subject will be answered by:

Berkeley Lab Human Subjects Committee at (510) 486-5507)

If you have any questions abut your rights or treatment as a participant in this research project, please contact the University of California at Berkeley’s Committee for Protection of Human Subjects at (510) 642-7461, or e-mail: subjects@uclink4.berkeley.edu
7.
ALTERNATIVES  [None]
8.
PARTICIPATION IN RESEARCH IS VOLUNTARY. 

You have the right to not take part in this study or to stop taking part at any time.  You will be given a copy of this consent form to keep.  If you wish to participate, you should sign below.

AUTHORIZATION.  I have read this consent form.  All of the questions I asked have been answered to my satisfaction.  I have neither been diagnosed with any musculoskeletal disorder by a licensed healthcare professional nor am I currently experiencing any musculoskeletal discomfort.  I wish to volunteer to participate in this research.

Date

Subject's Signature



Subject’s Name (print legibly)

Date

Person Obtaining Consent (Signature)



Name (print legibly)

Encl.  Biomedical Research Subjects Bill of Rights

Medical Research Subjects' Bill of Rights

California law and University of California policies require that any person asked to take part as a subject in research involving a medical experiment, or any person asked to consent to such participation on behalf of another, is entitled to receive the following list of rights written in a language in which the person is fluent.

This list includes the right to: 

1) Be informed of the nature and purpose of the experiment. 

2) Be given an explanation of the procedures to be followed in the medical experiment, and any drug or device to be utilized. 

3) Be given a description of any attendant discomforts and risks reasonably to be expected from the experiment. 

4) Be given an explanation of any benefits to the subject reasonably to be expected from the experiment, if applicable. 

5) Be given a disclosure of any appropriate alternative procedures, drugs or devices that might be advantageous to the subject, and their relative risks and benefits.

6) Be informed of the avenues of medical treatment, if any, available to the subject after the experiment if complications should arise. 

7) Be given the opportunity to ask any questions concerning the experiment or the procedures involved. 

8) Be instructed that consent to participate in the medical experiment may be withdrawn at any time and the subject may discontinue participation in the medical experiment without prejudice. 

9) Be given a copy of the signed and dated written consent form. 

10) Be given the opportunity to decide to consent or not to consent to a medical experiment without the intervention of any elements of force, fraud, deceit, duress, coercion, or undue influence on the subject's decision.

Ergo Arm Support R&D – Phase II

Apparatus Evaluation Form

Thank you for participating in the field-testing of our ergo arm support engineering model.  We have a few follow-up questions we would like to ask you.  Please take a few minutes to give us feedback as to your opinions about the device you just utilized.

A. With your arms in a relaxed, in neutral position (elbows bent at ~ 90 degrees), and cradled by the ergo arm support device, did you feel:  (please circle one answer)

1. Fully supported

2. Somewhat supported

3. No difference 

4. Somewhat loss of control

5. Complete loss of full control

B. When supported by the ergo arm support device, how did your arms feel? (please circle one answer)

1. Arms felt much lighter

2. Arms felt somewhat lighter

3. Arms felt about the same

4. Arms felt somewhat heavier

5. Arms felt much heavier

C. When you used the keyboard with the ergo arm support device, how did your arms feel? (please circle one answer)

1. A lot less muscle effort

2. Somewhat less muscle effort

3. About the same amount of muscle effort

4. Somewhat more muscle effort

5. A lot more muscle effort

D. When you used the pointing device with the ergo arm support device, how did your arms feel?  (please circle one answer)

1. A lot less muscle effort

2. Somewhat less muscle effort

3. About the same amount of muscle effort

4. Somewhat more muscle effort

5. A lot more muscle effort

E. When you reached for the phone with the apparatus, how did your arms feel? (please circle one answer)

1. A lot less muscle effort

2. Somewhat less muscle effort

3. About the same amount of muscle effort

4. Somewhat more muscle effort

5. A lot more muscle effort

F. When you were using the hand tool while standing at the workbench and supported by the ergo arm support device, how did your arms feel? (please circle one answer)

1. A lot less muscle effort

2. Somewhat less muscle effort

3. About the same amount of muscle effort

4. Somewhat more muscle effort

5. A lot more muscle effort

G. If you had an opportunity to name this device, what would you suggest?

H. Are there any additional comments or suggestions you would like to share with us to improve this device?

Thank you again for your feedback.


PHOTOGRAPHIC, AUDIO, AND/OR VIDEO RECORDS 
RELEASE CONSENT FORM

As part of this project, we have made digital photographs, and video recordings of you while you participated in the research.  We would like you to indicate below what uses of these records you are willing to consent to.  This is completely up to you. We will only use the records in ways that you agree to. In any use of these records, your name will not be identified. 

1.  The records can be studied by the research team for use in the research project. 

Photo __________ Audio __________ Video __________ 

             initials                      initials                         initials 

2.  The records can be shown to subjects in other experiments. 

Photo __________ Audio __________ Video __________ 

             initials                      initials                         initials

3.  The records can be used for scientific publications. 

Photo __________ Audio __________ Video __________ 

             initials                      initials                         initials

4.  The records can be shown at meetings of scientists interested in the study of ergonomic arm support devices.

Photo __________ Audio __________ Video __________ 

             initials                      initials                         initials

5.  The records can be shown in classrooms to students. 

Photo __________ Audio __________ Video __________ 

             initials                      initials                         initials

6.  The records can be shown in public presentations to nonscientific groups. 

Photo __________ Audio __________ Video __________ 

             initials                      initials                         initials

7.  The records can be used on television and radio. 

Photo __________ Audio __________ Video __________ 

             initials                      initials                         initials

I have read the above description and give my consent for the use of the records as indicated above. 

______________________________________ 

Date _________________ 

Name (please print)

______________________________________ 

Date _________________

Signature
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