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Dept Mail Code Phone Fax E-mail
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CITI Training Completed intheLast Two Y
Years?
Admin Contact
Name Degree Title
Ratan Banik (MD/PhD):
Dept Mail Code Phone Fax E-mail
kmgarcia@stanford.edu
CITI Training Completed intheLast Two Y
Years?
Co-Protocol Director
Name Degree Title
(MD/PhD):
Dept Mail Code Phone Fax E-mail
CITI Training Completed in the Last Two
Years?
Other Contact
Name Degree Title
(M D/PhD):
Dept Mail Code Phone Fax E-mail
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Years?
Faculty Sponsor
Name Degree Title
(MD/PhD):
Dept Mail Code Phone Fax E-mail
CITI Training Completed in the Last Two
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|Other Personnel




Name Degree: MD/PhD Role Department Required Training

Completed
Participant Population(s) Checklist Yes/No
e Children (under 18) Y
* Pregnant Women Y
* Fetuses Y
 Abortuses Y
+ Mentally Disabled Y
 Decisionaly Challenged Y
 Cancer Subjects Y
* Laboratory Personnel Y
 Healthy Volunteers Y
* Students Y
e Employees Y
* Prisoners Y
 Other (i.e., any population that is not specified above) Y
General Checklist
Multi-site Yes/No
* Isthisamulti-site study? A multi-site study is generally a study that involves one or more N
medical or research institutions in which one site takes alead role.(e.g., multi-site clinical
trial)
* |s Stanford the coordinating institution or are you the lead investigator for this multi-site N
study?
Collaborating I nstitution(s) Yes/No
 Arethere any collaborating institution(s)? A collaborating institution is generally an N
institution that collaborates equally on a research endeavor with one or more institutions.
Cancer Center Yes/No
 Cancer Subjects (e.g., clinical trias, behavior/prevention) or Cancer Tissues (e.g., blood, N
cells, body fluids).
Drug /Device Yes/No
* Protocol involves studying potentially addicting drugs? N
* Investigational drugs, reagents, or chemicals? Y
» Commercially available drugs, reagents, or other chemicals administered to subjects (even Y

if they are not being studied)?




* Investigational Device?
» Commercially available device?

Tissues and Specimens

* Human blood, cells, tissues, or body fluids (tissues)?
« Tissuesto be stored for future research projects?

* Tissuesto be sent out of thisinstitution as part of aresearch agreement? For guidelines,
please see http://otl.stanford.edu

Human Embryos or Embryonic Stem Cells

¢ Human Embryos?

* Human Embryonic Stem Cells? Provide NIH Code Number(s) or state that no federal
funding will be used to support this research.

Veterans Affairs (VA)

* The research recruits participants at the Veterans Affairs Palo Alto Health Care
System(VAPAHCS).

e Theresearch involves the use of VAPAHCS non-public information to identify or contact
human research participants or prospective subjects or to use such data for research
purposes.

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

e 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.

e Theresearch is conducted using any property or facility of VAPAHCS.

Equipment

e Use of Patient related equipment? If Y es, equipment must meet the standards established by
Hospital Instrumentation and Electrical Safety Committee (650-725-5000)

» Medica equipment used for human patients/subjects also used on animals?
« Radioisotopes/radiation-producing machines, even if standard of care?

Payment
 Subjectswill be paid for participation?

Funding
 Training Grant?
 Program Project Grant?

Yes/No

zZz 2

YesNo

<

Yes/No

Yes/No

Yes/No

Yes/No



* Federally Sponsored Project?
* Industry Sponsored Clinical Trial? N

z

Study L ocation(s) Checklist Yes/No

» Stanford University Y
* General Clinical Research Center (GCRC)

» Stanford Hospital and Clinics

* Lucile Packard Children's Hospital (LPCH)

VA (Specify Pl at VA)

* San Mateo County

Other (Click ADD to specify details)

Funding

NONE

Funding - Grants/Contracts

Funding Administered By: STANFORD SPO # (if available): 123xyz

Grant # (if available): 456def Funded By (include pending): Other Labs
Principal Investigator: ratanb
Grant/Contract Titleif different from Protocol Title:

null  For Federal projects, are contents of this protocol the same as described in Federal proposal application?
N Isthis an Umbrella protocol ?
N Isthis protocl under an Umbrella protocol ?

|Funding - Fellowships

|Gift Funding

| Dept. Funding

|Other Funding

Resour ces:
a) Qualified staff.

Please state and justify the number and qualifications of your study staff.
sample response

b) Training.

Describe thetraining you will provideto ensurethat all persons assisting with theresearch are
informed about the protocol and their research-related dutiesand functions.



sample response

¢) Facilities.
Please describe and justify.
sample response

d) Sufficient time.
Explain whether you will have sufficient timeto conduct and complete the resear ch. I nclude how much
timeisrequired.
sample response

€) Accessto target population.
Explain and justify whether you will have accessto a population that will allow recruitment of the
required number of participants.
sample response

f) Accessto resourcesif needed as a consequence of the resear ch.
State whether you have medical or psychological resources available that participants might require as
a consequence of the resear ch when applicable. Please describe these resour ces.
sample response

g) Lead Investigator or Coordinating I nstitution in Multi-site Study.
Please explain (i) your rolein coordinating the studies, (ii) proceduresfor routine communication with
other sites, (iii) documentation of routine communications with other sites, (iv) planned management of
communication of adver se outcomes, unexpected problemsinvolving risk to participants or others,
protocol modifications or interim findings.

1. Purpose

a) Inlayperson'slanguage state the purpose of the study in 3-5 sentences.
sample response

b) Statewhat thelnvestigator(s) hopeto learn from the study. I nclude an assessment of theimportance of
this new knowledge.
sample response

¢) Explain why human subjects must be used for thisproject. (i.e. purpose of study isto test efficacy of

investigational devicein individuals with specific condition; purpose of study isto examine specific
behavioral traitsin humansin classroom or other environment)

sample response

2. Study Procedures

a)

Describe all the procedures, from screening through closeout, which the human subject must undergo
in theresear ch project, including study visits, drug treatments, randomization and the proceduresthat
arepart of standard of care.

sample response

b) Explain how the aboveresearch proceduresaretheleast risky that can be performed consistent with



0)

d)

e)

f)

9

/resear ch/documents/SoundStudyDesignM edical .pdf sound resear ch design.
sample response
Stateif deception will be used. If so, providetherationale and describe debriefing procedures. Since

you will not be fully informing the participant in your consent process and form, complete an
alteration of consent (in section 13). Submit a debriefing script (in section 16).

sample response

Stateif audio or video recording will occur. Describe what will become of the recor ding after use, e.g.,
shown at scientific meetings, erased. Describe the final disposition of the recordings.

sample response

Describe alter native procedures or courses of treatment, if any, that might be advantageousto the
participant. Describe potential risks and benefits associated with these. Any standard treatment that is
being withheld must be disclosed in the consent process and form. (i.e. standar d-of-car e drug, different
interventional procedure, no procedure or treatment, palliative care, other research studies).

sample response

Will it be possible to continue the more (most) appropriate therapy for the participant(s) after the
conclusion of the study?

sample response

Study Endpoint. What arethe guidelinesor end points by which you can evaluate the different
treatments (i.e. study drug, device, procedure) during the study? If one provesto be clearly more
effective than another (or others) during the course of a study, will the study be terminated before the
projected total participant population has been enrolled? When will the study end if no important
differences are detected?

sample response

3. Background

a)

b)

Describe past experimental and/or clinical findings leading to the formulation of the study.
sample response

Describe any animal experimentation and findings leading to the for mulation of the study.
sample response

4. Radioisotopes or Radiation M achines

a)

State whether theradiation procedures are performed as a normal part of clinical management for the
medical condition that isunder study or whether they are being performed because the research
subject is participating in thisproject (extra CT scans, mor e fluor oscopy time, additional Nuclear
Medicine Studies, etc.,). If some are Standard of Care and some are Not Standard of Care, check both
boxes.

NOT STANDARD OF CARE Y STANDARD OF CARE
If it is not standard of care, If it isonly standard of care, skip the rest

complete the rest of this section. of this section.

Note: Only applications from the faculty of the Stanford School of Medicine or senior medical staff at the V eterans
Affairs Palo Alto Health Care System will be accepted. In general the Protocol Director must be alicensed clinician;
however, in the unusual circumstance that the protocol director is not a physician, collaboration and appropriate
assistance by such a physician is mandatory and both names must appear.

b) For radioisotope projects, provide the following radiation-related information:



0)

I dentify the radionuclide and chemical form.
For each dosage, providetheroute of administration and the amount administered (mCi).

Provide dosimetry information and refer ence the sour ce documents (package insert, MIRD
calculation, peer reviewed literature).

For radiation machine projects, provide the following diagnostic procedur es:

For well-established radiographic procedures, identify the procedures and the number of times each
will be performed on a single resear ch participant.

For each radiographic procedure, provide the setup and technique sufficient to permit dose
modeling. The chief technologist can usually provide thisinformation.

For radiographic proceduresthat are not well-established, provide FDA status of the machine, and
information sufficient to permit dose modeling.

d) For radiation machine projects, provide the following ther apeutic procedures:

For a well-established therapeutic procedur e, identify the area treated, dose per fraction and
number of fractions. State whether the therapeutic procedureisbeing performed asanormal part of
clinical management for theresearch participants's medical condition or whether it isbeing
performed because the resear ch participant isparticipating in this project.

For atherapeutic procedurethat isnot well-established, provide FDA status of the machine, basis
for dosimetry, areatreated, dose per fraction and number of fractions.

5. Devices

a) Investigational Devices

51

Device Name: 987ghi

Describe the device to be used.

sample response

Manufacturer devicesinc.

Significant: N IDE #:
Non-siginificant

Rationale for the device being non-significant risk:

sample response

Holder of |DE:

Y Is IDE held by the sponsor? If yes, provide a copy of the sponsor's protocol, the device
manual, and the FDA letter granting the IDE# (attach in section 16).:

N IsIDE held by the investigator? If yes, provide a copy of the letter submitted to the FDA
and the FDA's response (attach in section 16).

Ordering, Storage and Control

To prevent the device being used by a person other than the investigator, and in someone other than a
resear ch participant: Confirm that the device will be handled according to the SHC/L PCH policy for
Investigational New Devices (ordered through SHC/LPCH Materials Management and stored in the
SHC/LPCH unit whereit will be used) or as appropriate, handled according to VAPAHCS memo 151-05-10.
Enter " confirmed", else provide an explanation.



sample response

b) Commercial Devices

51

Device Name: sample response

Describe the deviceto be used.
sampleresponse

Manufacturer sample response
IDE Exemption
N Isthisa new and different use of thiscommercially available device?

Y Areall of the | DE statements shown below true?

6. Drugs, Reagents, or Chemicals

a) Investigational Drugs

6.1

Drug Name: 321cxz

Sour ce (i.e. Phar macy, Sponsor, pharmacy
etc.,):

If not pre-mixed, where will the material be mixed and by whom:

sample response

Manufacturer: abcinc.
IND # (if available): 876-9999
Dosage: sample response

Administration Route:

sample response

Holder of IND
Y IsIND held by the sponsor? If yes, provide a copy of the investigator's brochure and the
sponsor's protocol, and the FDA letter granting the IND# (Attach in Section #16).
N IsIND held by theinvestigator? If yes, provide a copy of the letter submitted to the FDA and

the FDA's response(attach in section 16).
Pharmacy Dispensing or Security and Controlled Access Plan.

Y Will the investigational drug/biologic be maintained and dispensed by a pharmacy or through
an outpatient clinic monitored by a pharmacy?

Pharmacy Name: SU phar macy

Describe below (or attach in section 16) the proceduresto be followed to prevent the I nvestigational drug
from being used by a person other than theinvestigator, and to prevent it from being used in someone
other than aresearch participant



b) Commercial Drugs

6.1

Drug Name: sampleresponse

Sour ce (i.e. Phar macy, Sponsor, sample response
etc.):

If not pre-mixed, wherewill the material be mixed and by whom:

sample response

Manufacturer: sample response
IND# (if available): sample response
Dosage: sample response

Administration Route:

sample response

IND Exemption
N Isthis new and different uses of this commercially available drug, reagent or chemical?
Y Are all of these IND Statements true?

7. Medical Equipment for Human Subjectsand Laboratory Animals

If medical equipment used for human patients/participantsisalso used on animals, describe such
equipment and disinfection procedures.

sample response

8. Participant Population

a)

b)

0)

d)

State the following: (i) the number of participants expected to be enrolled at Stanfor d-affiliated site(s);
(iithe total number of participants expected to enroll at all sites; (iii) the type of participants (i.e.
students, patients with certain cancer, patientswith certain cardiac condition) and the reasons for
using such participants.

sample response

Statethe agerange, gender, and ethnic background of the participant population being recruited.
sample response

Statethe number and rationale for involvement of potentially vulnerable subjectsin the study
(including children, pregnant women, economically and educationally disadvantaged, decisionally
impaired, homeless people, employees and students). Specify the measures being taken to minimize the
risks and the chance of harm to the potentially vulnerable subjects and the additional safeguards that
have been included in the protocol to protect their rightsand welfare.

sample response

If women, minorities, or children arenot included, a clear compelling rationale must be provided (e.g.,
disease does not accur in children, drug or device would interferewith normal growth and



development, etc.).
sample response

e) Statethenumber, if any, of participantswho arelaboratory per sonnel, employees, and/or students.
They should render the same written informed consent. | f payment is allowed, they should also receive
it. Please see Stanford University policy at http://www.stanfor d.edu/dept/DoR/r ph/7-5.html).
sample response

f) Statethenumber, if any, of participants who are healthy volunteers. Providerationalefor the
inclusion of healthy volunteersin this study. Specify any risksto which participants may possibly be
exposed. Specify the measures being taken to minimize therisks and the chance of harm to the
volunteers and the additional safeguardsthat have been included in the protocol to protect their rights
and welfare.
sample response

g) Describehow potential participantswill beidentified for recruitment (e.g., chart review, referral from
individual'streating physician, responsesto an ad). Describe how participants will berecruited and
how they will initially learn about the research (e.g., clinics, advertising). Attach recruitment materials
in Section #16 (Attachments). You may not contact potential participants prior to |RB approval.
sample response

h) Inclusion and Exclusion Criteria.

Identify inclusion criteria.
sample response
I dentify exclusion criteria.
sample response

i) Describeyour screening procedures, including how qualifying laboratory values will be obtained. If
you ar e collecting personal health information prior to enrollment (e.g., telephone screening), please
request a limited waiver of authorization (in section 15).
sample response

i) Describe how you will be cognizant of other protocolsin which participants might be enrolled. Please
explain if participantswill be enrolled in mor e than one study.
sample response

k) Payment. Explain the amount and schedule of payment, if any, that will be paid for participation in the
study. Substantiate that proposed payments are reasonable and commensurate with the expected
contributions of participant and that they do not constitute undue pressur e on the participant to
volunteer for the research study. Include provisionsfor prorating payment.
sample response

I) Costs. Please explain any coststhat will be charged to the participant.
sample response

m) Estimatethe probable duration of the entire study. Also estimate thetotal time per participant for: (i)
screening of participant; (ii) active participation in study; (iii) analysis of participant data.
sample response

9. Risks

a) For the following categories include a scientific estimate of the frequency, severity, and reversibility of potential
risks. Wherever possible, include statistical incidence of complications and the mortality rate of proposed
procedures. Where there has been insufficient time to accumulate significant data on risk, a statement to this
effect should be included. (In describing these risks in the consent form to the participant it is helpful to use
comparisons which are meaningful to persons unfamiliar with medical terminology.)



b)

d)

I nvestigational devices.
sample response

Investigational drugs. Information about risks can often be found in the Investigator's brochure.
sample response

Commercially available drugs, reagents or chemicals. I nfor mation about risks can often befound in
the package insert.

sample response

Proceduresto be performed. Include all investigational, non-investigational and non-invasive
procedures (e.g., surgery, blood draws, treadmill tests).

sample response

Radioisotopes/r adiation-producing machines (e.g., X-rays, CT scans, fluor oscopy) and associated risks.
sample response

Physical well-being.

sample response

Psychological well-being.

sample response

Economic well-being.

sample response

Saocial well-being.

sample response

Overall evaluation of Risk.
Medium

In case of overseasresearch, describe qualifications/preparationsthat enable you to both estimate and
minimizerisksto participants.
sample response

Describe the planned proceduresfor protecting against and minimizing all potential risks. Include the
means for monitoring to detect hazardsto the participant (and/or to a potential fetusif applicable).
Include stepsto minimizerisksto the confidentiality of identifiable infor mation.

sample response

Explain the point at which the experiment will terminate. If appropriate, include the standardsfor the
termination of the participation of theindividual participant Also discuss plansfor ensuring necessary
medical or professional intervention in the event of adver se effectsto the participants.

sample response

Data Safety and Monitoring Plan (DSM P). See guidance on Data Safety and Monitoring.
Describe the following:

Thetype of data or eventsthat areto be captured under the monitoring plan.
sample response

TheMonitoring Entity (ME) that will be responsible for monitoring the data collected, including
datarelated to unanticipated problems and adver se events, and their respectiveroles (e.g.,Stanford
Cancer Center, GCRC, investigator, sponsor, coordinating or statistical center, independent
medical monitor, DSMB/DSMC, or some other entity). If thereisno ME, then the Protocol
Director (PD) isresponsiblefor thisfunction.

sample response

If the ME isnot the Stanford Cancer Center or GCRC, provide information about the ME's
members (e.g., name, credentials, title, organization, contact infor mation).

sample response



Thetimeframesfor reporting adver se events and unanticipated problemsto the ME.
sample response

The frequency of assessments of data or events captured by the monitoring plan.
sample response

Specific triggers or stopping rulesthat will dictate when some action is required.
sample response

Asappropriate, proceduresfor communicating to the IRB, the study sponsor, and other
appropriate entities the outcome of thereviews by the ME.

sample response

Select One:

f)

This protocol will not utilize aMonitoring Entity. | understand that as Protocol Director, it is my
responsibility to assess events and new information, and to report to the IRB as specified in the
guidance /research/documents/GuidancelUnanti ci patedProblems.pdf Events and Information that
Require Prompt Reporting to the IRB.

This protocol will utilize aMonitoring Entity. | understand as Protocol Director, it is my

Y responsibility to review reports from the Monitoring Entity and to report to the IRB those
identified as unanticipated problems involving risks to participants or others according to the
criteria of being unexpected, related, and harmful, as specified in the guidance Events and
Information that Require Prompt Reporting to the IRB.

Special Participant Populations

Children's Findings FDA. Asyour research includes an investigational drug/device and children,
please select the category below that your resear ch fallsunder and provide the necessary rationale for
this determination. See full regulation citation.

Y 50.51 Research not involving greater than minimal risk. The research must present no greater than
minimal risk to children and adequate provisions must be made for soliciting the assent of the
children and the permission of their parents or guardians. Please provide rationale for the above
statement.

Rationale for category selected above
sampleresponse

Pregnant Women or Fetuses
Aspregnant women areincluded in your research, please confirm that all of the statementsbelow are
true. Seefull regulation citation.

Y a) Where scientifically appropriate, preclinical studies, including studies on pregnant animals, and
clinical studies, including studies on nonpregnant women, have been conducted and provide data
assessing potential risks to pregnant women and fetuses;

Y b) Therisk to thefetusis caused solely by interventions or procedures that hold out the prospect of
direct benefit for the woman or the fetus; or, if there is no such prospect of benefit, the risk to the
fetusis not greater than minimal and the purpose of the research is the development of important
biomedical knowledge which cannot be obtained by any other means;

Y c) Any risk isthe least possible for achieving the objectives of the research;

Y d) If the research holds out the prospect of direct benefit to the pregnant woman, the prospect of a
direct benefit both to the pregnant woman and the fetus, or no prospect of benefit for the woman
nor the fetus when risk to the fetus is not greater than minimal and the purpose of the research is
the development of important biomedical knowledge that cannot be obtained by any other means,,
her consent is obtained in accord with the informed consent provisions of subpart A of this part;

Y e) If the research holds out the prospect of direct benefit solely to the fetus then the consent of the
pregnant woman and the father is obtained in accord with the informed consent provisions of
subpart A of this part, except that the father's consent need not be obtained if heisunableto



consent because of " unavailability , incompetence, or temporary incapacity or the pregnancy
resulted from rape or incest.

Y f) Eachindividual providing consent under paragraph (d) or (€) of this section is fully informed
regarding the reasonably foreseeable impact of the research on the fetus or neonate;

Y g) For children as defined in Sec. 46.402(a) who are pregnant, assent and permission are obtained in
accord with the provisions of subpart D of this part;

Y h) No inducements, monetary or otherwise, will be offered to terminate a pregnancy;

Y i) Individual engaged in the research will have no part in any decisions as to the timing, method, or
procedures used to terminate a pregnancy;

Y i) Individual engaged in the research will have no part in determining the viability of a neonate.

10. Benefits

a)

Describe the potential benefit(s) to be gained by the participantsor by the acquisition of important
knowledge which may benefit future participants, etc.

sample response

11. Proceduresto Maintain Confidentiality

a)

b)

0)

d)

f)

9)

Describe proceduresfor protecting the privacy interests of participants. Additionally, include whether
the conditions affecting interaction with the participants and data collection are adequate to protect
privacy (e.g., recording physical measurements of pre-teensin a school-setting, eliciting private
medical or financial information in a quasi-public setting).

sample response

Describe how you will maintain the confidentiality of research recordsin a secure manner. Include (i)
where and under what conditions study data will be kept; (ii) how samples and recordswill be labeled;
(iii) who has access to data, and whether there are levels of access (e.g., restricted accessto sensitive
information); (iv) what security measureswill be used for private information and sensitive
information (e.g., locked file cabinet, safe transmittal and storage, protection against loss, theft, or
access by unauthorized per sons, statistical techniques, encryption); and (v) if a codeisused, what
measures will be taken to protect against deciphering?

sample response

How will you educate resear ch staff to ensurethey appreciate the importance of confidentiality
including being conscious of their oral and written communicationsin such situations asworkplace
conversation, insurance billing, lost or misplaced papers, and unsecured electronic documents?

sample response

For thisstudy, isit feasible to not collect and record protected health information (PHI) or other
individually identifiable information (e.g., use anonymous data)?

sample response

If you are using de-identified data or specimens, will you receive the data or specimens without
identifiers? Who will beresponsible for the de-identification? If x-raysor other digital imagesare
used, explain how the images will be de-identified.

sample response

Arethedata coded in such a manner that you would bere-identify the participant if you needed to?
Who maintainsthekey to this code? Does anyone on your resear ch team have access to this code?

sample response

If PHI or other individually identifiable information is needed, explain at what stage of theresearch
you will collect and record it (e.g., screening and recruitment, or actual enrollment, before or after
obtaining informed consent). Describe what PHI or other individually identifiable infor mation you will



need.
sample response

h) Explain whether you will code or destroy PHI or other individually identifiable information at some
stage of the research.

sample response

i) List any outside partiesto whom you may need to disclose PHI or other individually identifiable
information collected in or derived from the study. Include, for example, a participant's personal
physician(s), other participating study sites and resear ch teams, insurer (s), the sponsor, gover nment
agency(ies) (including FDA if thisis FDA-regulated resear ch), theinstitutional review board or other
oversight bodies, or any other person or group. Include the nature of the PHI or other individually
identifiable information that may be disclosed.

sample response

12. Potential Conflict of I nterest

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

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

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

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

€) N Do any investigators or their immediate family 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 email
bflynn@stanford.edu. http://www.stanford.edu/dept/DoR/ad_hoc.html.

N To your knowledge, does Stanford University have an ownership or royalty interest in any
intellectual property utilized in this protocol ?

13. Consent Background

13.1 Consent SAMPLE CONSENT DOCUMENT

Check if VA related Y
a) Describe theinformed consent process. I nclude the following.
i) Whoisobtaining consent? (The person obtaining consent must be knowledgeable about the study.)
ii) When and where will consent be obtained?
iii) How much time will be devoted to consent discussion?

iv) Will these periods provide sufficient opportunity for the participant to consider whether or not to
participate and sign the written consent?

v) What stepsare you taking to minimize the possibility of coercion and undue influence?



vi) If consent relatesto children and if you have a reason for only one parent signing, provide that
rationale for IRB consideration.

sample response

b) What isthe Procedure to assess under standing of the information contained in the consent? How will
the information be provided to participantsif they do not under stand English or if they have a hearing
impairment? See HRPP Chapter14.5 for guidance.

sample response

C) What steps ar e you taking to determine that potential participants are competent to participatein the
decision-making process? | f your study may enroll adultswho are unable to consent, describe (i) how
you will assess the capacity to consent, (ii) what provisionswill betaken if the participant regainsthe
capacity to consent,(iii) who will be used as a legally authorized representative, and (1v) what
provisionswill be made for the assent of the participant.

sample response

Additional VA questions:

i) List the people to whom you have formally delegated responsibility to obtain informed consent, and
state whether they have the appropriatetraining to perform this activity.

sample response

i) Will legally effective informed consent be obtained from the participant or the participant'slegally
authorized representative (LAR) or both? If LAR, isit clear who can serveas LAR?

sample response

iii)  Will the circumstances of the consent process provide the prospective participant or their
representative sufficient opportunity to consider whether to participate?

sample response
iv)  Will the circumstances of the consent process minimize the possibility of coercion or undue influence?
sample response

V) Will theinformation being communicated to the participant or the representative during the consent
process exclude any exculpatory language through which the participant or therepresentativeismade
to waive or appear to waive the participant'slegal rights, or release or appear toreleasethe
investigator, the sponsor, the institution, or itsagent from liability for _negrl]lgence (e.0. | giveup any
property rights| may havein bodily fluids or tissue samples obtained in the cour se of the resear ch)?

sample response

14. Assent Background (lessthan 18 years of age)

14.1 Waiver of Assent no waiver

Addressthefollowing four regulatory criteriafor a wavier of assent and provide a protocol-specific
justification for each:

Y The resear ch involves no more than minimal risk to the participants.

Thewaiver will not adver sely affect therights and welfare of the participants.

Y
Y Theresearch could not practicably be carried out without the waiver.
Y

Whenever appropriate, the participantswill be provided with additional pertinent information
after participation.

15. HIPAA Background



16. Attachments

Attachment Name Attached Date Attached By Submitted Date
VA sample response 02/06/2007 ratanb
Obligations

The Protocol Director agreesto:

Adhere to principles of /research/documents/SoundStudyDesignM edical .pdf sound scientific research

designed to yield valid results.
» Conduct the study according to the protocol approved by the IRB

» Beappropriately qualified to conduct the research and be trained in Human Research protection ethical
principles, regulations, policies and procedures.

» Ensure all research personnel are adequately trained and supervised

» Ensure that the rights and welfare of participants are protected including privacy and confidentiality of data

» Disclose to the appropriate departments any potential conflict of interest

» Report promptly any new information, modification, or
[research/documents/GuidanceUnantici patedProblems.pdf unanticipated problems that raise risks to
participants or others

* Apply relevant professional standards.

Any change in the research protocol must be submitted to the IRB for review prior to the implementation of
such change. Any complications in participants 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.

IRB approval of any project isfor amaximum period of one year. For continuing projects and activities, it is
the responsibility of the investigator(s) to resubmit the project to the IRB for review and re-approval prior to
the end of the approval period. A Notice to Renew Protocol is sent to the Protocol Director 7 weeks prior to
the expiration date of the protocol.

Department Chair must approve faculty and staff research that is not part of a sponsored project. VA
applicants must have Division Chief or Ward Supervisor approval. E-mail the Department Chair approval to
IRBCoordinator@lists.stanford.edu.

All dataincluding 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.stanford.edu/dept/DoR/rph/2-10.html)

PLEASE NOTE: List al items (verbatim) that you want to be reflected in your approval leter (e.g.,
Amendment, Investigator's Brochure, consent form(s), advertisement, etc.) in the box below. Include number
and date when appropriate.

sample response

The Protocol Director has read and agrees to abide by the above obligations.



