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Minors (under 18)

Pregnant Women

Mentally Disabled

Decisionally Challenged

Laboratory Personnel

Healthy Volunteers

Students

Employees

Prisoners

Other (i.e., any population that is not specified above)

General Checklist Yes/No

Training Grant

Program Project Grant?

Cooperating Institution(s)?

Federally Sponsored Project?

Human blood, cells, tissues, or body fluids (tissues)?
Subjects will be paid for participation?

Study L ocation(s) Checklist Yes/No

University

GCRC

University Hospital and Clinics

Lucile Packard Children's Hospital

VA (Specify Pl at VA)

San Mateo County

Other Category (Specify other study locations,
including overseas)

VA Checklist Yes/No

When human research activities meet the criteriato be considered VA Research, the
IRB must be made aware in order to meet its obligations to protect human subjects.
The research recruits subjects at the VAPAHCS, or

The research involves the use of the VAPAHCSs nonpublic information to identify
or contact human research subjects or prospective subjects or to use such data for
research purposes, or

Theresearch is sponsored (i.e., funded) by the VAPAHCS, or

Theresearch is conducted by or under the direction of any employee or agent of
VAPAHCS (full- time, part-time, intermittent, consultant, without compensation
(WOC), on-station fee-basis, on- station contract, or on-station sharing agreement
basis) in connection with her/his VAPAHCS responsibilities, or

Theresearch is conducted using any property or facility of VAPAHCS.



Funding Checklist

Funding - Grantg/Contracts

Funding - Fellowships

NONE
Gift Funding

Dept. Funding

Other Funding (e.g., OTL, URO)

1. Purpose

a) Providea 3-5 sentencelay summary of the purpose of the study.
[

b) What doesthe Investigator (s) hopeto learn from the study?
[

2. Study Procedures

a) Describeall study procedures.
[

b) Stateif audio or video taping will occur. Describe what will become of the tapes after use, e.g., shown
at scientific meetings, erased. Describe the final disposition of the tapes.

[

c) Stateif deception will beused. If so, provide arationale and describe debriefing procedures. Submit a
debriefing script in Section #11 (Attachments).
[

3. Background

a) Describe past findingsleading to the for mulation of the study.
[

4. Subject Population

a) State how many subjectswill be involved and describe the type of subjects (e.g., students, patients with
cardiac problems, particular kind of cancer, etc.) and state the reason for using such subjects.

b) Statetheagerange, gender, and ethnic background.

c) Statethenumber and rationalefor involvement of potentially vulnerable subjectsto be entered into
the study, including minors, pregnant women, economically and educationally disadvantaged,
decisionally impaired, and homeless people. Speaf)(the measur es being taken to minimizetherisks
and the chance of harm to the potentially vulnerable subjects.

d) If women, minorities, or minorsare not included, a clear compelling rationale must be provided.
[

€) Statethenumber, if any, of subjectswho arelaboratory personnel, _emaPoneeﬁ, and/or students. They
should render the same written informed consent. If compensation is allowed, they should also receive
it. (Please see University policy at http://www.keyusa.com/IRB.htm).

f)  Describe how potential subjectswill be identified for recruitment (e.g., chart review, referral from
|nd|V|.duaI‘streatm%phys!uan_, those individuals answering an ad). Describe how subjectswill be
recruited and how they will |r_1|t|aJI£/ learn about theresearch, e.g., clinics, advertising (attach
recruitment materialsin Section #

1 (Attachments). You may not contact potential subjects prior to
IRB approval.




g) Describeyour recruitment procedures. Attach advertisements, flyers, etc., in Section #11
(Attachments).

h)  Payment. Explain the amount and schedule of payment, if any, that will be paid for participation in
the study. Include provisionsfor prorating payment.

i)  Estimatethe probable duration of the entire study aswell asan estimate of the total time each subject
isto beinvolved and data about the subject isto be collected (e.g., Thisisa 2 year study).

5. Risks

HHS Regulations define a subject at risk as follows: "...any individual who may be exposed to the possibility
of injury, including physical, psychological, or social injury, as a consequence of participation as a subject in
any research, development, or related activity which departs from the application of those accepted methods
necessary to meet his needs, or which increases the ordinary risks of daily life, including the recognized risks
inherent in a chosen occupation or field of service."

If audio/video taping will be used, stateif it could increase potential risk to subject's confidentiality.
a) For thefollowing categories, include an estimate of the potential risk.
Physica well-being.
- Psychological well-being.
- Political well-being.

Economic well-being.
- Socia well-being.

b) In case of overseasresearch, describe qualifications/preparationsthat enable you to estimate and
minimizerisksto subjects.

c) Discussplansfor ensuring necessary medical or professional intervention in the event of a distressed
subject.

6. Benefits

a) Describethe potential benefit(s) to be gained by the subjects or by the acquisition of important
knowledge which may benefit future subjects, etc.

7. Proceduresto Maintain Confidentiality

a) Describe procedures protecting the privacy of the subjects and for maintaining confidentiality of
data, asrequired by federal regulations, if applicable.

b) If information derived from the study will be provided to the subject's per sonal physician, a
gover nment agency, or any other person or group, describe to whom the information will be given
and the nature of the information.

C)  Specify whereand under what conditions study data will be kept, how sampleswill be labeled, who
has access to data, and what will be available to whom.

8. Potential Conflict of Interest

Please answer the following questions athrough f:



a) Do any of the involved investigators or their immediate family (as described below)
have consulting arrangements, management responsibilities or equity holdingsin the
Sponsoring company, vendor(s), provider(s) of goods, or subcontractor(s)?

b) Do any investigators or their immediate family have any financia relationship with the
Sponsoring company, including the receipt of honoraria, income, or stock/stock options
as payment?

c) Isany Investigator(s) amember of an advisory board with the Sponsoring company?

d) Do any investigators receive gift funds from the Sponsoring company?

e) Do any investigators or their immediate family have an ownership or royalty interest in
any intellectual property utilized in this protocol ?

f) Does University have an ownership or royalty interest in any intellectual property

utilized in this protocol ?
"Immediate family" means a spouse, dependent children as defined by the IRS, or a domestic partner.

If one or more of the above relationships exist, please include a statement in the consent form to disclose this
relationship, i.e., apaid consultant, a paid member of the Scientific Advisory Board, has stock or stock options,
or receives payment for lectures given on behalf of the sponsor (see sample consent form). The consent form
should disclose what institution(s) or companies are involved in the study through funding, cooperative
research, or by providing study drugs or equipment (see sample consent form).

If you answer yesto any of the questions above, you must file a Col disclosure with your School Dean. If you
are afaculty member in the School of Medicine, contact Barbara Flynn @ 723-7226, or
emaileprotocol @keyusa.com. http://www.keyusa.com/IRB.htm .

9. Consent Background

Y ou can add different Consent Forms, Alteration Forms, and Waivers. Provide consent process
background information, in the table below, for each Consent Form(s), Alteration Form(s), and
Waiver(s).

10. Assent Background

All minors must provide an affirmative consent to participating by signing a simplified assent form, unless
the Investigator(s) provides evidence to the IRB that the minors are not capable of assenting because of age,
maturity, psychological state, or other factors.

16.Attachments

Document Type

Document Name

Obligations

Any change in the research protocol must be submitted to the IRB for review prior to the implementation of
such change. Any complications in subjects or evidence of increase in the original estimate of risk should be
reported at once to the IRB before continuing with the project. Inasmuch as the Institutional Review Board
(IRB) include faculty, staff, legal counsel, public members, and students, protocols should be written in
language that can be understood by all Panel members. The investigators must inform the participants of any
significant new knowledge obtained during the course of the research.

All continuing projects and activities must be reviewed and re-approved at least annually by the IRB. IRB
approval of any project isfor amaximum period of one year. It is the responsibility of the Investigator(s) to
resubmit the project to the IRB for annual review prior to the end of that year. (A "RENEWAL" form [notice
to renew protocol] is sent to the Principal Investigator 7 weeks prior to the expiration date of the protocol.)



Department Chair must approve faculty and staff research that isnot part of a sponsored project. VA
applicants must have Division Chief or Ward Supervisor approval. E-mail the Department Chair
approval to eprotocol @keyusa.com.

All dataincluding all signed consent form documents must be retained for a minimum of three years past the
completion of the research. Additional requirements may be imposed by your funding agency, your
department, or other entities. (Policy on Retention of and Access to Research Data, Research Policy

Handbook, http://www.keyusa.com/IRB.htm)
The Principal Investigator has read and agrees to abide by the above obligations.



