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1.0 Personnel Change Form

*  For non-key study personnel, refer
to the instructions found here:
Research support staff or study
contacts who are NOT Key Study
Personnel

* Do not fill out this form. ©

Personnel Changes

Instructions:

Use this form when the ONLY changes you are making are to Key Study Personnel (including PI).

UCSF Key Study Personnel (KSP) include the Principal Investigator, other investigators and research personnel who are
directly involved in conducting research with study participants or who are directly involved in using study participants”’
identifiable private information during the course of the research. Key Personnel also include faculty mentors/advisors who
provide direct oversight to Postdoctoral Fellows, Residents and Clinical Fellows serving as PI on the IRB application.

Do NOT use this form when:

» You are making other modifications in addition to the Key Study Personnel changes. Instead, use the Modification Form.
» You are adding or removing personnel who do not meet the UCSF definition of Key Study Personnel. Instead, follow the
IRB guidance for 'Research support staff or study contacts who are NOT Key Study Personnel.’

There is step-by-step guidance on how to fill out this form on the iRIS help site.

1.2 Principal Investigator:
Ami Patel
1.3 Study Title:

test

Personnel Change Request Forms
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s Print Friendly | @ Refresh Constant Fields | E Save Section | i i' Save and Continue to Next Section

ction view of the Form | | Entire view of the Form

Personnel Change Form
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Are you ONLY making changes to Key
Study Personnel?

1.6 Submission Reference # (after the form is submitted, click the Refresh Constant Fields button to display the Reference #):

Yes: You are addmg or removing person ne| WhO 1.7 * PERSONNEL CHANGES ONLY: Are you ONLY making changes to Key Study Personnel: (REQUIRED)
meets the definition of Key Study Personnel.
Continue to next question.

1.8 * COMCURRENT CONTINUING REVIEW: Do you have a Continuing Review in process right now (e.g., the form has been submitted and you have not yet
received your approval letter): (REQUIRED)

No: Do not fill out this form.

For‘ non-key study pe rson nel refe r to the 1.9 * COMCURRENT MODIFICATIONS: Do you have another modification form or personnel change form under review by the UCSF IRB right now (e.g., the
i . ’ form has been submitted in iRIS and you have not yvet received your approval letter): (REQUIRED)
instructions found here:

D ves ©no

= Do you have any other types of changes (e.g. changes to personnel, funding, procedures, recruitment, consent forms,
etc.) that need to be submitted to the IRB: (REQUIRED)

D ves ©No
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17-22212

Personnel Changes - (Version 1.0) [4]Bac

a4y Print Friendly | _@ Refresh Constant Fields | E Save Section | i '." Save and Continue to Next Section |

ction view of the Form | | Entire view of the Form

Do you have a Continuing Review in
process right now?

Yes: Do NOT complete this Personnel
Change form. ©

Please wait to submit these changes until
your Continuing Review has been
approved. The IRB will not process
modifications at the same time as annual
renewals (i.e., 'continuing review')
because it causes document and form
version problems. Contact our office at

irb@ucsf.edu i you Fepn questions e 1.8 :eiz:ﬁ?f:::aﬁ::i:f'f:tfe':iv(lfgg:u?;gﬁ)u have a Continuing Review in process right now (e.g., the form has been submitted and you have not yet
this policy.

1.6 Submission Reference # (after the form is submitted, click the Refresh Constant Fields button to display the Reference #):

1.7 * PERSONNEL CHANGES ONLY: Are you ONLY making changes to Key Study Personnel: (REQUIRED)

1.9 * CONCURRENT MODIFICATIONS: Do you have another modification form or personnel change form under review by the UCSF IRB right now (e.qg., the
form has been submitted in iRIS and you have not yet received your approval letter): (REQUIRED)

No: Continue to next question. Oves Ono

* Do you have any other types of changes (e.g. changes to personnel, funding, procedures, recruitment, consent forms,
etc.) that need to be submitted to the IRB: (REQUIRED)

@ Ne

Personnel Change Request Forms




lt_Pu-inltﬁ-ien.cllmr| @Rﬁfrﬁhtunslantﬁeldsl Emm' [ save and Continue to Next Section

Section view of the Form

1.0 Personnel Change Form

| | Entire view of the Form

Do you have another modification
or change request form?

Yes: Do NOT complete this Personnel
Change form. ©

Please wait to submit these changes until
after you have received the approval
letter for the modification in process.
Processing more than one modification at
the same time can cause document and
form version problem:s.

No: Continue to next question.

contractions and preparation for labor, while inflammatory markers can tngger prostaglandin production that may induce premature labor.”™
A small group of studies suggests that resilience to stress may protect against preterm birth and adverse pregnancy outcomes. For instance, positive affect, one of

the most studied aspects of resilience, is associated with reduced risk of preterm delivery and increased length of gestation.‘n Positive affect has also been inversely

associated with factors thought to mediate preterm delivery, including cortisol level, IL-6 and C-reactive protein concentrations in women.'® Such studies drive our
interest in the moderating effect of resilience.

1.6 Submission Reference # (after the form is submitted, click the Refresh Constant Fields button to display the Reference #):

1.7 * PERSONNEL CHANGES ONLY: Are you ONMLY making changes to Key Study Personnel: (REQUIRED)
Oves Une

1.8 * CONCURRENT CONTINUING REVIEW: Do you have a Continuing Review in process right now (e.g., the form has been submitted and you have not yet
received your approval letter): (REQUIRED)

Oves One

1.9 * CONCURRENT MODIFICATIONS: Do you have another modification form or personnel change form under review by the UCSF IRB right now (e.g., the form
has been submitted in iRIS and you have not yet received your approval letter): (REQUIRED)

Oves Ono

* Do you have any other types of changes (e.g. changes to funding, procedures, recruitment, risks etc.) that need to
be submitted to the IRB: (REQUIRED)

Oves One
1.10 * CHANGE OF PI: Is this modification being submitted to change the Principal Investigator (PI): (REQUIRED)
Oves Une

1.11 * CHANGES TO FINANCIAL INTERESTS: Are there any changes in any financial interests related to this study or in any conflicts of interest of the PI or any
other investigator?

Oves One
1.12 * REQUIRED TRAINING: Verification of Human Subjects Protection Training: (REQUIRED)

* Have all new Key Study Personnel completed CITI Human Subjects Protection Training: (REQUIRED)

Personnel Change Request Forms



lt_Pu-inltﬁ-ien.cllmr| @Rﬁfrﬁhtunslantﬁeldsl Emm' [ save and Continue to Next Section

Section view of the Form | | Entire view of the Form

contractions and preparation for labor, while inflammatory markers can tngger prostaglandin production that may induce premature labor.”™

1.0 E personnel Change Form A small group of studies suggests that resilience to stress may protect against preterm birth and adverse pregnancy sutcomes. For instance, positive affect, one of

Do you have any other types of
changes?

Yes: Do NOT complete this Personnel
Change form. ©

Do not use the Personnel Change form as
you indicated you are requesting approval
to make other changes to the study.
Please combine the other changes with
these personnel changes into a single
submission using the Modification form.

No: Continue to next question.

the most studied aspects of resilience, is associated with reduced risk of preterm delivery and increased length of gestation.g Paositive affect_has alzo been inversely
associated with factors thought to mediate preterm delivery, including cortisol level, IL-6 and C-reactive protein concentrations in women.'® Such studies drive our
interest in the moderating effect of resilience.

1.6 Submission Reference # (after the form is submitted, click the Refresh Constant Fields button to display the Reference #):

1.7 * PERSONNEL CHANGES ONLY: Are you ONMLY making changes to Key Study Personnel: (REQUIRED)
Oves Une

1.8 * CONCURRENT CONTINUING REVIEW: Do you have a Continuing Review in process right now (e.g., the form has been submitted and you have not yet
received your approval letter): (REQUIRED)

Oves One

1.9 * CONCURRENT MODIFICATIONS: Do you have another modification form or personnel change form under review by the UCSF IRB right now (e.g., the form
has been submitted in iRIS and you have not yet received your approval letter): (REQUIRED)

Oves Ono

* Do you have any other types of changes (e.g. changes to funding, procedures, recruitment, risks etc.) that need to
be submitted to the IRB: (REQUIRED)

Oves One
1.10 * CHANGE OF PI: Is this modification being submitted to change the Principal Investigator (PI): (REQUIRED)
Oves Une

1.11 * CHANGES TO FINANCIAL INTERESTS: Are there any changes in any financial interests related to this study or in any conflicts of interest of the PI or any
other investigator?

Oves One
1.12 * REQUIRED TRAINING: Verification of Human Subjects Protection Training: (REQUIRED)

* Have all new Key Study Personnel completed CITI Human Subjects Protection Training: (REQUIRED)

Personnel Change Request Forms



Is this modification being submitted
to change the Principal Investigator
(P1)?

Yes:

*  Verify that the new PI’s position
corresponds with the selection under
the follow-up question.

*  Make sure to include documentation
that the new Pl will assume PI
responsibilities for the study.

* Attach the following item in Section
1.14 below
* IRB Application Form

* Attach the following item in Section
1.15 below
* Aletter signed by the outgoing
Pl requesting the change
* Revised consent forms and
other participant-contact
documents that name the PI

tPrintFriendlyl _@neﬁslucﬂnslantﬁeldsl Es:m:sml _ESawandConﬁnuelnllﬂdSecﬁm

1

Entire view of the Form

_> ]

has been submitted in iRIS and you have not yet received your approval Ieﬂe—r): (REQUIRED:;

Oves Ono
= Do you have any other types of changes (e.g. changes to funding, procedures, recruitment, risks etc.) that need to
be submitted to the IRB: (REQUIRED)

Oves Ono
1.10 * CHANGE OF PI: Is this modification being submitted to change the Principal Investigator (PI): (REQUIRED)
ves (U No

1.11 * CHANGES TO FINANCIAL INTERESTS: Are there any changes in any financial interests related to this study or in any conflicts of interest of the PI or any
other investigator?

Oves Ono
1.12 * REQUIRED TRAINING: Verification of Human Subjects Protection Training: (REQUIRED)

* Have all new Key Study Personnel completed CITI Human Subjects Protection Training: (REQUIRED)

Oves Ono

1.13 * DESCRIPTION OF CHANGES: Describe the personnel changes that are being made: (REQUIRED)

O & B MG s @ B I U= x, X2 1= = S A~
O || Format -~ | Font ~| Size ~| B EH B



‘Printﬁ'iendlyl _@neﬁshmmntﬁeldsl Save Section ESaveandConﬁnuetnMSecﬁon

Section view of the Form | | Entire view of the Form

1.0 B personnel Change F. has been submitted in iRIS and you have not yet received your approval letter): (REQUIRED)

" P
L Yes L/ No

* Do you have any other types of changes (e.g. changes to funding, procedures, recruitment, risks etc.) that need to
be submitted to the IRB: (REQUIRED)

" P
L Yes L/ No

1.10 * CHAMNGE OF PI: Is this modification being submitted to change the Principal Investigator (PI): (REQUIRED)

Are there any changes in any
financial interests related to this Dves Ut

StUdy or in any conflicts Of interest 1.11 * CHANGES TO FINANCIAL INTERESTS: Are there any changes in any financial interests related to this study or in any conflicts of interest of the PI or any

other investigator?
of the Pl or any other investigator?

" Yy
Yes No

1.12 * REQUIRED TRAINING: Verification of Human Subjects Protection Training: (REQUIRED)
Yes: The Conflict of Interest Advisory

Committee (COIAC) office may contact
you for additional information.

Continue to next question. 1.13 * DESCRIPTION OF CHANGES: Describe the personnel changes that are being made: (REQUIRED)

* Have all new Key Study Personnel completed CITI Human Subjects Protection Training: (REQUIRED)

F P
Yes L/No

O 55 @M o ae @& B F U= x X2 I= & A A

No: Continue to next question. Format Size - E =
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http://coi.ucsf.edu/coiac

Have all the new key study personnel
completed the required Human Subjects
Protection Training?

Yes: To verify all Key Study Personnel has
completed CITI Human Subjects Protection
Training for study approval, check the
following lists: UCSF CITI Completion list and
the SFVAMC list

No: If the Pl lacks current CITI Human Subjects
Protection Training, your submission can be
reviewed, but CANNOT be approved until the
Pl completes or renews the CITI training.
Please complete the training for study
approval.

All Key Study Personnel, including non-PI KSP,
must complete

before participating in any
study activities.

sy Print Friendly | _@ Refresh Constant Fields |

Save Section _E: Save and Continue to Next Section

—| | Entire view of the Form

has been submitted in iRIS and you have not yet received your approval Iettér}: (REQUIRED)_

Oyes One

= Do you have any other types of changes (e.g. changes to funding, procedures, recruitment, risks etc.) that need to
be submitted to the IRB: (REQUIRED)

Oves Do

1.10 * CHAMNGE OF PI: Is this modification being submitted to change the Principal Investigator (PI): (REQUIRED)

Oves Dno

1.11 * CHANGES TO FINANCIAL INTERESTS: Are there any changes in any financial interests related to this study or in any conflicts of interest of the PI or any
other investigator?

Oves Do

1.12 * REQUIRED TRAINING: Verification of Human Subjects Protection Training: (REQUIRED)

= Have all new Key Study Personnel completed CITI Human Subjects Protection Training: (REQUIRED)

1.13 * DESCRIPTIONMN OF CHANGES: Describe the personnel changes that are being made: (REQUIRED)

Bl maMEB I U= x x?i= = A

size - | @8 F- ez

A'
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https://irb.ucsf.edu/sites/hrpp.ucsf.edu/files/ucsf-citi-training-list.pdf
https://irb.ucsf.edu/sites/hrpp.ucsf.edu/files/va-citi-training-list.pdf
http://irb.ucsf.edu/citi-human-subjects-training

ay Print Friendlvl @Refrﬁh(nnstant Fleldsl i ISaveSecﬁunl IE Save and Continue to Next Section

Section view of the Form ‘ | Entire view of the Form
be submitted to the |RB: (REQUIRED)

1.0 Personnel Change Form i i
DOves Do

1.10 * CHANGE OF PI: Is this modification being submitted to change the Principal Investigator (PI): (REQUIRED)

1.11 * CHANGES TO FINANCIAL INTERESTS: Are there any changes in any financial interests related to this study or in any conflicts of interest of the PI
or any other investigator?

1.12 * REQUIRED TRAINING: Verification of Human Subjects Protection Training: (REQUIRED)

= Have all new Key Study Personnel completed CITI Human Subjects Protection Training: (REQUIRED)

O ves © No

1.13 * DESCRIPTION OF CHANGES: Describe the personnel changes that are being made: (REQUIRED)

Description of Changes: Describe
the personnel changes that are 0% R @A 0 ® B I U X XIS A A-
being made: Format - | Font - | sze - | @ & B =

@ Note: Use this section to include an
itemized list of all personnel changes
being requested as part of this personnel
change request.

Personnel Change Request Forms




Study Number: 16-18799
Study Alias: Stress during Pregnancy Personnel Changes - (VErSiD“ 1.“) E] Back

PI: ‘Weiss, Sandra 1, RN, PhD, FAAN

5PﬁntFﬁend|v| _@Refnshcm-stantﬁeldsl ESaveSecﬁnnl ESaveand(nnﬁnnetnﬂextSecﬁnn

Section view of the Form ‘ ‘ Entire view of the Form ‘

1.0 Personnel Change Form

114 x REVISED STUDY APPLICATION: (REQUIRED)

Please update the 'Grant Key Study Personnel Access to the Study' and 'Qualifications of Key Study Personnel' sections of the

REVISEd StUdy Appllcatlon application to reflect the changes in personnel.

(Required):

@ Click the gray bar to
your Study Application.

& Ciick here to attach the application.

rEVise and attaCh Mo Application has been associated with this submission.

15 REVISED DOCUMENTS AND CONSENT FORMS:

* Do you need to attach any revised consent forms: (REQUIRED)
D ves O No

* Do you need to attach any new or revised Study Documents: (REQUIRED)
D ves © No

1.16 ADDITIONAL INFORMATION: Are there any special processing requests or some additional information you would like to provide:

MNote: The IRB tries to accommodate special requests but it's not always possible. Thank you for your cooperation!

-lsze- |8 R E B
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Study Number: 16-18799

Study Alias: Stress during Pregnancy Personnel Changes - (VErSiD“ 1.“) E] Back
PI: ‘Weiss, Sandra 1, RN, PhD, FAAN

- Print Friendly | _@ Refresh Constant Fields | E Save Section | l i' Save and Continue to Next Section

Section view of the Form ‘ ‘ Entire view of the Form ‘

1.0 Personnel Change Form

114 x REVISED STUDY APPLICATION: (REQUIRED)

Please update the 'Grant Key Study Personnel Access to the Study' and 'Qualifications of Key Study Personnel' sections of the
application to reflect the changes in personnel.

& Click here to attach the application.

Mo Application has been associated with this submission.

1.15 .
New and/or revised documents and REVISED DOCUMENTS AND CONSENT FORMS:

consent forms: * Do you need to attach any revised consent forms: (REQUIRED)

Dyves O No

Yes: If your request involves Pl change, * Do you need to attach any new or revised Study Documents: (REQUIRED)
this should be ‘yes’. Attach revised Oves ©no

consent document(s).

1.16 ADDITIONAL INFORMATION: Are there any special processing requests or some additional information you would like to provide:

No: Select “No” if your request involves Note: The IRB tries to accommodate special requests but it's not always possible. Thank you for your cooperation!
personnel changes that do not require

changes to the consent documents.

Personnel Change Request Forms




Study Numbaer: 16-18799

Study Alias: Stress during Pregnancy
PI: Weiss, Sandra 1, RN, PhD, FAAN

Personnel Changes - (Version 1.0) [4]Bac

&PﬁntFﬁemllvl _@Mﬁsh(mstantﬁehlsl ESaveSecﬁunl IE Save and Continue to Next Section

Section view of the Form

1.0 Personnel Change Form

Entire view of the Form |

Attach revised consent forms (only
appears if the answer to the
preceding question is "yes")

< |f you indicated “Yes” to the previous
question, click “Select or Revise Existing”
to attach the revised consent form.

t1* REVISED DOCUMENTS AND CONSENT FORMS:

* Do you need to attach any revised consent forms: (REQUIRED)
“ ez ' MNo

Click the 'Select or Revise Existing' button to attach revised consent forms.
If you don't need to attach any consent forms, change your answer to 'No' above to skip attaching consent forms.

&Sdmtnrﬂﬂuisebﬁsﬁlg | Add aNew Consent

Sponsor

Detach Wersi Title Cat
c ‘ersion Version egory

Expiration Consent

Language Date Outcome

No Consent(s) have been attached to this form.

* Do you need to attach any new or revised Study Documents: (REQUIRED)

@ ves O No
* Type(s) of study documents: (REQUIRED)

[[] Wew study document (i.e., letter of support for change of PI, CITI training certificates, PI eligibility form, etc.)

[[] rRevised study document (previous version has already been submitted to the UCSF IRB)

If you don't need to attach any study documents, change your answer to "No' above to skip attaching documents.

&Selactnrﬂevisel’_xisthg U.ﬂdtlalewmmult a ‘ - Add Multiple Documents

Sponsor

Expiration Wiew
Title Cat
Version S

Date Document Outcome ument

Detach Version

No Document(s) have been attached to this form.

Personnel Change Request Forms



Study Number: 16-18799
Study Alias: Stress during Pregnancy Personnel Changes - (VErSiD“ 1.“) @ Back

PI: ‘Weiss, Sandra 1, RN, PhD, FAAN
- Print Friendly | _@Refnshcunstant Fields | ESaveSecﬁnn | i i‘ Save and Continue to Next Section

Section view of the Form ‘ ‘ Entire view of the Form ‘

1.0 Personnel Change Form

114 x REVISED STUDY APPLICATION: (REQUIRED)

Please update the 'Grant Key Study Personnel Access to the Study' and 'Qualifications of Key Study Personnel' sections of the

Do you need to attach any new or application to reflect the changes in personnel.
revised Study Documents? ) ek here to attach the application.

Mo Application has been associated with this submission.

Yes: Attach any revised or new study

materials I|St|ng the PI or Other StUdy 1.15 REVISED DOCUMENTS AND CONSENT FORMS:
personnel.

* Do you need to attach any revised consent forms: (REQUIRED)

No: Some personnel change requests may Oves ©no

involve only people who are not listed on * Do you need to attach any new or revised Study Documents: (REQUIRED)
recruitment documents or other study Oves O no

materials.
1.16 ADDITIONAL INFORMATION: Are there any special processing requests or some additional information you would like to provide:

Check current approved recruitment Note: The IRB tries to accommodate spedial requests but it's not always possible. Thank you for your cooperation!
documents and make sure the Pl or other

personnel are listed.

Personnel Change Request Forms



Study Number: 16-18799
Study Alias: Stress during Pregnancy Personnel Changes - (Versinn 1.“) @BBC

PI: Weiss, Sandra 1, RN, PhD, FAAN
-y Print Fﬁendb.-l _@Reﬁshcnnstant Flelllsl l ISaveSecﬁnnl Ii Save and Continue to Next Section

Section view of the Form ‘ ‘ Entire view of the Form |

1.0 Personnel Change Form

1> REVISED DOCUMENTS AND CONSENT FORMS:

* Do you need to attach any revised consent forms: (REQUIRED)
@ ves O No

Click the 'Select or Revise Existing" button to attach revised consent forms.
If you don't need to attach any consent forms, change your answer to 'No' above to skip attaching consent forms.

&%Etnrﬂzuisebﬁsthg |, Add a New Consent

5 Expiratio Col t
ponSCr  ritle Category Language o nsen

Detach Version Version Date Outcome

No Consent(s) have been attached to this form.

* Do you need to attach any new or revised Study Documents: (REQUIRED)

@ ves O No

<@ |f you indicated “Yes” to the previous
question, indicate if you are submitting
new and/or revised documents.

* Type(s) of study documents: (REQUIRED)
[[] Mew study document (i.e., letter of support for change of PI, CITI training certificates, PI eligibility form, etc.)

[7] Rewised study document (previous version has already been submitted to the UCSF IRE)

If you don't need to attach any study documents, change your answer to 'No' above to skip attaching documents.

Type(s) of study documents:

&Hﬂtnrﬂeuisebﬁsﬁlg UAddalewDuulmuIt | %AMHdhpleDuulmulls

<@ |f you indicated “Yes” to the previous
Detach Version

question, attach any revised or new study Version
documents No Document(s) have been attached to this form.

Expiration View
Date Document Qutcome ument

5
s Title Category

Personnel Change Request Forms




Study Number: 16-18799
Study Alias:  Stress during Pregnancy Personnel Changes - (VEI’SiO“ 1.']] E] Bac
PI: ‘Weiss, Sandra 1, RN, PhD, FAAN

tPrintFriendlyl _@Reﬁahmmntﬁeldsl ESaveSectmnl _Egaweandmnﬁnuemm_r.ecﬁm

Section view of the Form | | Entire view of the Form

WS [EITIRTITII TS

.0 B .
1.0 B personnel Change Form Mo Document(s) have been attached to this form.

Submission Tip:

If you are submitting updated versions of consent forms or documents that have previously been submitted and
approved by the UCSF IRB, please:

« ensure they have been uploaded as revisions to the approved versions
+ use the compare documents function to ensure that all of the changes in the documents match what is
described in this form

Are there any SpECiaI processing Your submission will be returned if additional changes are included. Uploading 'revised documents’ as 'new’
am documents may delay approval.
requests or some additional

information you would Iike to 1.16 ADDITIONAL INFORMATION: Are there any special processing requests or some additional information you would like to provide:

prOVIdE? Note: The IRB tries to accommodate special requests but it's not always possible. Thank you for your cooperation!

O & E5 @8 M 0 & 68 & B 7 U e x, X2 1= = A A-

@ While not all requests can be Format Fot - |sze~ @ B E@
accommodated, please let use know if
there is any special processing
requests for this particular form.

Click “Save and Continue to the Next
Section” when you are done with this
form.

END OF FORM

Click 'Save and Continue to the Next Section' to get to the "Signoff and Submit’ screen.
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