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Dear Dr. Auerbach,

This is to acknowledge that the University of California, San Francisco (UCSF),
operating under Federalwide Assurance FWAO0000068 has received the
documentation and Institutional Review Board determination of expedited review
approval for the above-captioned human subjects research project and intend to rely
upon the determination made by the University of California Davis IRB operating
under Federalwide Assurance FWAQ000457. The research, as described in the
approved protacol, is now authorized to begin on the UCSF campus.

Any amendments to the protocol, annual renewals, and other required notifications
should be submitted to the UC Davis IRB for approval, with copies of all submissions
to the UCSF HRPP. The authorization 10 conduct research on the UCSF campus
expires on the Reviewing Campus Expiration date, noted above.

The research must be conducted in accordance with all applicable Federal and State
Laws, University of California and UCSF Policies, and with the terms of the UC
MOU for IRB Review of the Multi-Campus Research.

Please feel free to contact us with any questions.

cc: UC Davis IRB
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*ROTECTION OF HUMAN SUBJECTS — DECLARATION / ASSURANCE OF IRB APPROVAL

“Principal investigator Protocol No. Approval Date Expiration Date | Risk Level
‘Estella Geraghty MD : 200715336-1 05/08/07 05/08/08 Minirmal Risk
- Pl Department Sponsor Name Level of Review Expedited Status
MED INT MED - GENL MEDICINE Departmental Sponsor : ‘Expedited Category New

“This Assurance, on file with the Department of Health and Human Services, covars this activity:
FWA No; 00004557 Explrathn Date; January 18, 2010 - OREG: 0000251

The following research study has been reviewed by the IRE [n accordance with the Common Rule and any other govemning
regulations:! .
Madical Comanagement Of Surgical Patients

"he above refersnced activity has been determined to meet the definition of human subjects research ez defined by Federal
legulations and UC Davis IRB Policy. As principal investigator for a study invelving human subjects, you assume certain
esponsibilities, specifically: . ' .

1. You will conduct the study according to the protoco! approved by the IRB. As the P you will be accountable for your own research and
the protection of human subjects. You will ensure, at ali imes, that you have the appropriate resources and facilities to conduct this
study. You will ensure that ail research personnel involved in the conduct of the study have been approptiataly trained on the protection
of human subjects, in addition te the study procedures.

2. Any unanlicipated problems involving risks to particlpants or cthers will be reported to the IRB in accordance with IRB policy. Changes
in approved research inftiated without [RE approval to eliminate apparent immediate hazards to the participant, are 10 be reported to the
IRB in accordance with the policy *Reporting of Unanticipated Probiems Involving Risks to Participants or Others.”

3. Any changes in your research plan must be submitted to the IRB for review and approval prier to implementation of the change.
Proposed changes in approved research cannot be initiated without IRB approval, except when necessary to eliminate appargnt
immediate hazards to participants. .

| . 4. Your protocol must be renewed prior to expiration of the study. Although a courtesy renewal notice will be issued to you four months

| a prior to expiration, should you fail to receive this netice it is your responsibliity to contact the IRE Administration for a duplicate copy.

' Falnl.ereB to submit renewal documents to the IRE Administration by the Administrative Due Date may result in termination of the siudy by
the IRB, ’

. 5. Advertisements for the recriuitment of subjects must be approved by the IRB ator to implementation.
8. ' if you plan to collect protected health information, you are required to comply with HIPAA requiraments.
7. Studies conducted af the CCRE must be reviewed and approved by the VA Research & Development Committee prior to initiation of the
8 study., Contact the VA R&D Committes for submission requirements.

Shotild your study involve the use of investigational drugs, you are required to provide a complete copy of the approved protocol to the
Investigational Drug Service Pharmacy. . _
Fthis is a Clinical Study, the Hospital Health System requires that:
»  Acomplete copy of the IRB approved Description of Study and signed Consent Form be placed In the patient's medical record:
Ensure that you have swipsd the patient's hame plate card or printed the patient’s name at the top of page 1 of the consent docurnent,
Medical procedures should be documented in the patient's medical record.
*  Allinvestigational drugs be distributed through the UCDMC Pharmacy. A copy of the signed consent form must be submitted to the
Pharmacy if investigational drugs are dispansed through the Outpatient Pharmacy. _
*  Ifthe study involves radiation use, e copy of the IRB approved consent form be sent to; RUC, Health Physics, 2500 FSSB,

| B:ﬁ:,;gdo?ggg:;g g‘:vh;;"ﬁm“ . Signature : The IRE Chair/Designee signing below certifles that :
IRB Adminigtration the information provided above s correct and that, as required, |
3 o _ future reviews will be performed untll study closure and i
521 oxocklon Bld., Suite 1400, Rm. 1429 certification will be provided |
Sacraments, CA 95317 . pro X ”b |
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