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IOWA STATE UNIVERSITY S -

Office of Research Assurances
OF SCIENCE AND TECHNOLOGY

Vice President for Research

1138 Pearson Hall
Ames, lowa 50011-2207
DATE: 13 January 2009 515 204-4560
FAX 515 204-3267
TO: Brenda Lohman
2625 N. Loop Drive, Suite 500, Room 592
FROM: Jan Canny, IRB Administrator
Office of Research Assurances
IRB ID: 04-414
Approval Date: 13 January 2009 Date for Continuing Review: 1 February 2010

The Co-Chair of Institutional Review Board of lowa State University has conducted the annual
continuing review of the protocol entitied. “Three-City Teacher Study, TCTS." Your study has
been approved for a period of one year. The continuing review date for this study is no later
than 1 February 2010.

Based on the information you provided in Section Il of the documents submitted for continuing
review, we have coded this study in our database as being permanently closed to the |
enroliment of new subjects, where all subjects have completed all research related activities and
the study remains open only for data analysis. To open enrollment or initiate research-related
interaction with subjects you must submit a modification and receive IRB approval prior to
contacting subjects.

Even though enrollment of subjects has ended, federal regulations require continuing review of
ongoing projects. Please submit the form with sufficient time (i.e. three to four weeks) for the
IRB to review and approve continuation of the study, prior to the continuing review date.

Failure to corniplete and submit the continuing review form will result in expiration of IRB
approval on the continuing review date and the file will be administratively closed. As a courtesy
to you, we will send a reminder of the approaching review prior to this date.

Any changes in the protocol or consent form should not be implemented without prior IRB
review and approval, using the “Continuing Review and/or Modification” form. These
documents are located on the Office of Research Assurances website or available by calling
(515) 294-4566, www.compliance.iastate.edu.

You must promptly report any of the following to the IRB: (1) all serious and/or unexpected
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Modification Approval Date _ IRB
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ISU HUMAN SUBJECTS CONTINUING REVIEW AND/OR MODIFICATION FORM

-
. o

TYPE OF SUBMISSION: Continuing Review [ ] Modification [] Continuing Review and Modification ¥~ _..:
-
Principal Investigator: Brenda Lohman | Phone: 294-7413 T
Degree: M.S., Ph.D. | Correspondence Address: 2625 North Loop Drive, Suite 500, Room 592
Department; HDFS | E-mail Address: blohman@jastate.edu
| Project Title: Three-City Teacher Study, TCTS ]
TIRBID: 04-4 14 | Date of Last Continuing Review: January 18, 2008 |
IF STUDENT PROJECT |
Name of Major Professor: Phone: l
_Department: Campus Address: |
1 E-mail Address: |
FUNDING INFORMATION:
E_Extemal Grant/Contract [] Internal Support {no specific funding source) or Internal Grant (indicate name below)
Name of Funding Source: Funded by the Annie E. Casey OSPA Record ID on Gold Sheet: 04-1876 OR
Foundation, subcontracted from Northwestern University 76399
[T Part of Training, Center, Program Project Grant — Director: Overall IRB 1D No: 04-414 |

CONFLICT OF INTEREST

The proposed project or relationship with the sponsor require the disclosure of significant financial interests that present an

ctual or potential conflict of interest for investigators involved with this project. By signing this form, all investigators certify
tfft they have read and understand I1SU’s Conflict of Interest policy as addressed by the ISU Faculty Handbook and made all
disclosures required by it. (http://www provost.iastate.edu/faculty .)

Do you or any member of your research team have a conflict of interest? [ Yes No
I yes, has the appropriate disclosure form been completed? Oyes [No

ASSURANCE

I certify that the information provided in this application is complete and accurate and consistent with proposal(s) submitted to
external funding agencies. 1agree to provide proper surveillance of this project to insure that the rights and welfare of the
human subjects are protected. I will report any adverse reactions to the IRB for review. Iagree that modifications to the
originally approved project will not take place without prior review and approval by the Institutional Review Board, and that all
activities will be performed i?am:e with state and federal regulations and the Iowa State University Federal Wide

a2l

Student Projects: Faculty signature indicates that this )
application has been reviewed and is recommended for IRB review.

lann, A Aanibse S Jamuas, 13,2000
ature of Supervising Faculty Date IRB Approval'Signaturé Bate
- EXPEDITED per 45 CFR 46.110(b) , Category , Letter

STUDY REMAINS EXEMPT per 45 CFR 46.101(b)

WAIVER of SIGNED CONSENT per 45 CFR 46.117(c) __\.21

WAIVER of ELEMENTS of Consent per 45 CFR 46.116 _1ls

VULNERABLE POPULATION per 45 CFR 46._no

ORA 11/08/07 ) 1
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" Please answer each question. If the question does not pertain to this study, please type not applicable (N/A).

SECTION [: KEY PERSONNEL

[ vYes K No

Have there been any personnel/staff changes since the last IRB approval was granted?

If yes, complete the following sections (Additions/Deletions) as appropriate.

Add | Delete

Last Name

First Name

-

|
|
i 1

Add New Row

List all current members and relevant experiences of the project personnel. This information is intended to inform the
committee of the training and background of the investigators and key personnel.

NAME & DEGREE(S)

POSITION AT ISU & ROLE ON
PROJECT

TRAINING & DATE OF TRAINING

{ Brenda Lohman, M.S., Ph.D.

Assistant Professor, Human
Development and Family Studies
Faculty Affiliate, Institute for Social
and Behavioral Research

As a Principal Investigator of the
Three-City Teacher Study, Prof.
Lohman's role at lowa State
University was to oversee the teacher
survey and collection of school
records. She now is supervising the
coding, documenting and analyzing of
this data.

ISU Human Subjects Training,
09/03/03

Involved in data collection of large-
scale surveys for over 10 years.

<

Melissa Schnurr, BS, MS
Brinn Shjegstad, BS, MS
Duhita Mahatmya, BA

=,

LY

Graduate Research Assistants at ISU
assisted the Pl and ISBR Staff in
preparation and implementation of the
project. They are now responsible for
the daily office tasks and the coding,
documenting, and analyzing of this
data.

ISU Human Subject Training
08/27/03 Melissl

01/08/07 Byipn )
08/07 $fizfp7 DPwhite

Add New Row

SECTION II: CONTINUING REVIEW

In addition to completing Section I: Key Personnel, please complete Section IT if this is an application for Continuing
Review. [f this is an application for continuing review and you will be modifying your project in the future, please
complete all sections of the form. If this application is only to request approval for a modification or change to your
study, please complete Section I: Key Personnel and Section III: Proposed Modifications or Changes.

Part A: Enrollment Status

. B Yes [INo
. K Yes I No
. OYes M No
. I Yes [INo

ORA 11/08/07
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Is the research permanently closed to the enrollment of new participants?
Have all participants completed all research-related interventions?
Does research remain active only for long-term follow-up of participants?
Are the remaining research activities limited to data analysis? OR
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5. [0 Yes[XINo Participant enrollment has not begun and no additional risks have been identified.

Number of Participants Approved by [RB: 2000 Number of Participants Consented to Date: 816

teachers teachers

Number of Participants Consented Since Last Continuing Review: Total; 816 Males: 702 Females: 114

Number of Participants Screened: 1194 | Number of Participants Lost to Follow-up: 0 |

Check if any enrolled participants are: It is not know | Check below if this praject involves either:
if our teachers were pregnant; however the TCTS
survey did not have any risks that would have harmed a
pregnant woman or her fetus,

(] Minors (under 18). Age Range of Minors; _ [ Existing Data/Records
[X] Pregnant Women/Fetuses [] Secondary Analysis
[] Cognitively Impaired ] Pathology/Diagnostic Specimens
[] Prisoners !
List Estimated Percent of the Total Enrolled That Are Minorities Below ]
American Indians: 0.4% Alaskan Native:
Asian or Pacific Islander: 3% Adfrican American: 19%
| Black (Not of Hispanic Origin): Hispanic: 21%

1. [ Yes BdNo Have any participants withdrawn or have you asked any participants to withdraw from the study?

List number for each and reason for withdrawal:

]

Part B: Protocol Summary — Please use the amount of space needed to adequately address the questions.

1. Please provide a concise summary of the purpose and main procedures of the study.

The Weifare Reform and Well-Being of Children Study is a longitudinal study of approximately 2000
children and their caregivers in Boston, Chicago, and San Antonio that was conducted by Research
Triangle Institute (RTI). The aim of this study is to assess the long-term consequences of welfare
reform for child well-being (lowa State University IRB approval, 03-805). As an additional study and a
supplement to the wave 3 survey of the Welfare Reform and Well-Being of Children Study, we
collected academic information from one teacher per focal child. This supplemental study is called the
Three-City Teacher Survey (TCTS). It was the goal of the TCTS to interview a sample of
approximately 2000 teachers to obtain an additional assessment regarding the life experencies and
behaviors of the children and adolescents participating in the third wave of Welfare Reform and Child
Well-Being Study. To further enhance our understanding of children’s schooling experiences and
academic outcomes, we are currently collecting academic records from the children’s schools. Overall,
the overarching purpose of this research study is to understand how our nation’s children and families
are doing in today’s times and to find out what kind of support they may need to improve the quality of
their lives.

2. Please provide a summary of how the study is progressing (e.g., progress to date in terms of the overall study plan,

success or problems encountered, reasons enrollment has not begun, etc.)

We completed our data collection for the teacher survey of the TCTS in December of 2006. We
received a total of 816 teacher surveys for the entire project. We have spent the past year entering the
hard-copy surveys into the database, cleaning and coding the data, creating a long-term storage
system, as well as documenting the survey protocal and response rates. We have now begun to ‘
analyze the data.

ORA 11/08/07
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In addition, we have finished the data collection of the academic records for our students. This portion
of the project was completed in the late Spring of 2007. Please see IRB application (lowa State
University IRB approval 03-805) for approved consent forms for this project. We have collected all
electronic and the hard copies of the academic records for all students in the project from each of our
collaborating instutions (Northwestern University, Boston College, University of Texas at Austin). We
collected academic records for approximately 1000 focal children. We are now in the process of
creating a database for this part of the project and have implemented a long-term storage procedure
here at lowa State University which keeps this information in a locked-file cabinet in a locked-office.

3. Is there any new information (positive or negative) from this study (e.g., interim analysis) or elsewhere (e.g., current
literature) that might affect secmeone’s willingness to enroll or continue in the study? It is especially important for the
investigator to notify the IRB of literature or information that’s relevant to the risks to participants in the study.

[Ne. |

4. Please provide a summary of amendments or modifications since last [RB review.

p priw Ao @

Part C; Adverse Events and Unforeseen Problems 13 fog

1. [ Yes [X No Have there been any adverse events or unanticipated problems involving risks to participants or other
people?

If yes, please give them numbers and describe.

If yes, was it reported to the IRB? Date reported
If report was not submitted, please explain why.

2. [JYesPINo Have there been any participant complaints?

If yes, please describe.

Attach any reports submitted to NIH or a Data and Safety Monitoring Board. [J Attached [IN/A

Part D: Informed Consent

1. Yes [ ] No If asigned Informed Consent Form was required, was Informed Consent obtained from all
participants?

If no, please explain.

2. BdYes (]No Are all signed Informed Consent Forms on file with the PI?

If no, please explain.

ORA 11/08/07 4
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[ Electronic cons

i)

L

[] Attached
DIN/A

[ Attached
XK NA

] Attached
B N/A

ORA 11/08/07

Submit copy of the currently approved Informed Consent Form and an original unstamped copy
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Submit currently approved informational letter

Submit an unstamped copy of all survey instruments, interview questions, recruitment materials,
instructions, and all other material participants will see or hear during their participation so that a
current IRB approval stamp can be added. If changes have been made, please submit the original,
a copy with the changes highlighted, and a copy to be stamped with IRB approval.
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- SECTION I1I: PROPOSED MODIFICATIONS OR CHANGES

If this application is to request approval for modifieation or changes to your project, please complete Section I: Key
Personne] and Section 1L

The submission of a modification form is required whenever changes are made to an approved project. This includes but
is not limited to a title change, changes in investigators, resubmission of a grant proposal involving changes to the original
pmppsa!, changes in the funding source, changes of an instrument, advertisements, reports from a data safety and
monitoring board, addition of a test instrument, etc. NOTE: All changes must be submitted and approved by the IRB
prior to their implementation, unless the change is necessary to protect the safety of participants,
1. Does your project require approval from another institution, please attach letters of approval?

X Yes [INo
2. The following medification(s) are being made (check all that apply):

[[] Change in protocol.

[[] Change in type or total number of participants. New anticipated total:
[] Change in informed consent document.

[] Change in co-investigator(s). New co-PI name:

Signature of new Co-PIL:

[] Change in funding source/sponsor. Please attach copy of grant proposal sent to new funding agency.
[] Other (e.g., change in project title, adding new materials, adding advertisement, etc.)

NOTE: Ifthe change involves a new Principal Investigator, a new Human Subjects Review form must be submitted.

3. Describe the modification(s) indicated above in sufficient detail for evaluation independent of any other documents.
When submitting revised documents please submit one clean copy of the new document and a copy with the changes

highlighted.

ORA 11/08/07 6
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CHILD CARE ACCESSIBILITY SCALE:

>P_HC41<
Now I'd like you to tell me whether you agree or disagree with each of tbeviiag)
statements about the childcare arrangement we've been talking aboutouriakgwer
from Card HC-2.

The first statement is: You found a childcare provider who shares your values. Would y
say you...

1 = Strongly disagree,
2 = Disagree,

3 = Agree, or

4 = Strongly agree?
-1 = DON'T KNOW

-2 = REFUSED

>P_HC42<
How much do you agree or disagree with the next statement: You like the way the
childcare provider views the world. Would you say....

1 = Strongly disagree,
2 = Disagree,

3 = Agree, or

4 = Strongly agree?
-1 = DON'T KNOW

-2 = REFUSED

>P HC44<
There are good choices for childcare where you live.(How much do you agree cealisagr
that there are good choices for childcare where you live? Would you say...)

1 = STRONGLY DISAGREE,
2 = DISAGREE,

3 = AGREE, OR

4 = STRONGLY AGREE?

-1 =DON'T KNOW

-2 = REFUSED
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>P_HC45<
When you made this arrangement, you had more than one option.(How much do you agree or
disagree that when you made this arrangement, you had more than one option? Would you

say...)

1= STRONGLY DISAGREE,
2 = DISAGREE,

3 = AGREE, OR

4 = STRONGLY AGREE?

-1 = DON'T KNOW

-2 = REFUSED

>P_HC46<
You've had difficulty finding the childcare you want.(How much do you agree or desagr
that you've had difficulty finding the childcare you want? Would you say...)

1 = STRONGLY DISAGREE,
2 = DISAGREE,

3 = AGREE, OR

4 = STRONGLY AGREE?

-1 =DON'T KNOW

-2 = REFUSED

>P_HC48<
In choosing childcare, you've felt you had to take whatever you could get.(ldolvado
you agree or disagree that in choosing childcare, you've felt you had to take whateve
could get? Would you say...)

1= STRONGLY DISAGREE,
2 = DISAGREE,

3 = AGREE, OR

4 = STRONGLY AGREE?

-1 = DON'T KNOW

-2 = REFUSED

>P_HC49<
For your childcare arrangement, transportation is a big problem.(How much do yeu agre
or disagree that for your childcare arrangement, transportation is abigmpf Would
you say...)

1= STRONGLY DISAGREE,
2 = DISAGREE,

3 = AGREE, OR

4 = STRONGLY AGREE?

-1 = DON'T KNOW
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-2 = REFUSED

>P_HC57<

You never worry about the childcare provider being there when he or she's supposed to.
(How much do you agree or disagree that you never worry about the childcare provider bei
there when she's supposed to. Would you say...)

1= STRONGLY DISAGREE,
2 = DISAGREE,

3 = AGREE, OR

4 = STRONGLY AGREE?

-1 = DON'T KNOW

-2 = REFUSED

>P_HC58<
If [CHILD] is mildly sick, you can still rely on the childcare arrangemgtitw much do
you agree or disagree that if [CHILD] is mildly sick, you can still tythe childcare
arrangement Would you say...)

1 = STRONGLY DISAGREE,
2 = DISAGREE,

3 = AGREE, OR

4 = STRONGLY AGREE?

-1 =DON'T KNOW

-2 = REFUSED

>P_HC59<
If [CHILD]'S childcare provider is out sick, there is another arrangey@nican turn to.
(How much do you agree or disagree that if [CHILD]'S childcare provider is out sick,
there is another arrangement you can turn to? Would you say...)

1= STRONGLY DISAGREE,
2 = DISAGREE,

3 = AGREE, OR

4 = STRONGLY AGREE?

-1 = DON'T KNOW

-2 = REFUSED

ACCESS13
Composite score for accessibility to childcare

Original items used to create composite variable: phc4la, phc42a, p hc44a, phcd5a, phc46a,
phc48a, phc49a, phc57a, phc58a, phc59a
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Notes: The composite score was calculated by taking the mean of the abeveTlitammean
was calculated only if 7 items or more were valid. See appendix for more detalil

CHILD CARE AFFORDABILITY SCALE

>P_HC43<

Low cost was the most important reason you chose the childcare you did.(How much do you
agree or disagree that low cost was the most important reason you choskltaeeciiou

did? Would you say...)

1= STRONGLY DISAGREE,
2 = DISAGREE,

3 = AGREE, OR

4 = STRONGLY AGREE?

-1 = DON'T KNOW

-2 = REFUSED

>P_HC47<

Your family does without things you need in order to pay for childcare.(How much do you
agree or disagree that your family does without things you need in orderftr phjldcare?
Would you say...)

1 = STRONGLY DISAGRE,
2 = DISAGREE,

3 = AGREE, OR

4 = STRONGLY AGREE?
-1 = DON'T KNOW

-2 = REFUSED

>P HC51<
You have difficulty paying for childcare.(How much do you agree or disagregahdtave
difficulty paying for childcare? Would you say...)

1= STRONGLY DISAGREE,
2 = DISAGREE

3 = AGREE, OR

4 = STRONGLY AGREE?

-1 = DON'T KNOW

-2 = REFUSED
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>P_HC52<
You can't afford the kind of childcare you would like.(How much do you agree or disagree
that you can't afford the kind of childcare you would like? Would you say...)

1 = STRONGLY DISAGREE
2 = DISAGREE,

3 = AGREE, OR

4 = STRONGLY AGREE?
-1 =DON'T KNOW

-2 = REFUSED

AFFORD13
Composite score for affordability

Original items used to create composite variable: phc43a, phc47a, phc51a, phc52a

Notes: The composite score was calculated by taking the mean of the abeveTlitammean
was calculated only if 3 items or more were valid. See appendix for more det



