
Site Authorization/CooperationLetter Templates

SITE SPECIFIC AUTHORIZATIONTO CONDUCT RESEARCH

[Note to investigator: Use thisform to obtain authorizationfrom site at which your
research is conducted]

Date:

Dear TAMU Institutional Review Board:

The purpose of this letter is to inform you that I give [Nrmze rg/'/’/'1'nc'1'pa//Izvc*sr1'gc1r()1]
permission to conduct the research titled [I '1'//c Q/iiR(’.\‘(’(II'C'/I Sim/_1] at [Ncunc cg/'52‘/cj]. We
have agreed to the following study procedures [insert procedures that site has ag,1'cc(l to]
and/or [list any data or p1'i\a~r'a1e information] for the research to be released for the
research.

Sincerely,

[.»-'\v"mnc of "O/'g(nz1':r1I1'o/2 grczzzlizzg /m‘/I11'.s*.x'ic2/2]
/Nmm’ 0/ "Sig/1c:Ir)1j1,']
[Title of 'Si'gIz(1Irnj1»*]



SITE SPECIFIC AUTHORIZATIONTO CONDUCT RESEARCH

[Note to investigator: Use tlzisform to obtain authorizationfrom site at whic/1 your
research is conducted]

Date:

Dear TAMU Institutional Review Board:

The purpose of this letter is to inform you that I give [Name q/'[’/'z‘;2ci/m/ lin'e.s'n'gum:]
permission to conduct the research titled [Title (g_f'Rc’.s'e(II‘c'/I Sim/_i] at [Name of 'Si'r»;] .

We
have agreed to the following study procedures [insert procedures that site has agreed to]
and/or [list any data or private information] for the research to be released for the
research.

I understand that [Nunze (g/'l’r1'nc1'pu//tires-t1'gc’1rm]will receive consent for all
participants. [Name (g/"Pi-1'm'ipul [mes/1'gazm]has agreed to provide my office a copy of
all TexasA&M University IRB-approved, stamped consent documents before he/she
recruits participants on site. Any data collected by [Name of 'P/'1'Izc'ipc1/ lzii'ta.s'r1'g(Hr)i] will
be kept confidential and will be stored in a locked filingcabinetwithinhis/heroffice.
[Name o/'Pri;m'pa/ ]zzi'c.x-/iguzoz] has agreed to provide to us a copy of the aggregate
results from his/herstudy.

Sincerely,

[Ncmze Q/C"()rgani:uii(mgru/Hingpeim1'.s'.w'o/i/
[Name of 'Sig1m/mjif/
/S’/'1'!/eQf'S'1'g1ic1rmji]



TexasA&M University
Protocol Template Social & Behavioral (530.2017)

SOCIAL & BEHAVIORALTEMPLATEWITH INSTRUCTIONS:

Use this template to prepare a document for SOCIAL AND BEHAVIORAL research
with the information from the following sections.

Depending on the nature of what you are doing, some sections may not be applicable to

your research. Mark N/A ifit‘s not applicable.
When you write a protocol. keep an electronic copy. You will need to modify this copy

when making changes.
Remove all instructions in red before submitting to the IRB or use the version without

instructions and use this copy as a guide.

PROTOCOLTITLE:

Include the full protocol title.

VERSION DATE:
Also include version date in footer.

PRINCIPAL INVESTIGATOR:

Name
Department
TelephoneNumber
Email Address

1.0 Purpose of the Study:

1. Describe the purpose, specific aims, or objectives. State the hypotheses to be tested or the
research questions that will guide the study.

2.0 Background/ Literature Review / Rationale for the study:

1. Brielly (500 words or fewer):
a. Describe the relevant current context ofthestudy and gaps in current knowledge.
b. Provide the scientific or scholarly background for, rationale for, and significance of

the research based on the existing literature and how will it add to existing knowledge.
c. Add relevant references at the end oftheprotocol (not at the end ofthissection).
d. If you are uploading a funding proposal that has this information. indicate applicable

pages

3.0 Inclusion and exclusion criteria:

1. Brieflydescribe the total numberof participants and the criteria (such as age, gender.
language. etc.) that define who will be included or excluded in your study sample.
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TexasA&M University
Protocol Template Social & Behavioral (5.30.2017)

7
Ago

Indicate specificallywhether you will include or exclude any special populations: (You may
not include membersof these populations as participants in your research unless you indicate
this in your inclusion criteria.)
a. Adults unable to consent

b. Minors: infants, children, teenagers

c. Pregnant women (where the activitiesof the research may affect the pregnancy or the
fetus.)

d. Prisoners

4.0 Procedures Involved:

!\.)

.-“*5”

l0.

Describe the setting of the study, including all locations where research procedures will be
performed .

Describethe study design including the rationale.

Provide a description ofall research procedures and activities.

Include when theyare performed, and any procedures being used to monitor participants for
safety or minimize risks.

Describe the study timelines including: the duration of an individual participant's
participation in the study and the overall anticipated duration of the project.
Describe the actual source records or measures that will be used to collect data about
participants. (All surveys, interview scripts, and data collection forms will be attached
elsewhere in the application. Do not ad_c1 other documents to the_protocol.) Describe what
data will be collected and how it will be collected at all measurement/datacollection time-
points.
If doing online research. include the URL where the data collection will occur.

lf your research is conducted outside of TexasA&M University, please identify any site-
specific regulations or customs affecting your project, including any local scientific and
ethical review structure.

Describe any approvals that will be obtained prior to commencing the research. (e.g., school,
external site. funding agency.)
If the research involves individuals who are vulnerable or susceptible to coercion or undue
influence‘,describe additional safeguards included to protect their rights and welfare:

a. If the research involves pregnant women where the research activitiesare expected to

affect the pregnancy, review “CHECKLIST: Pregnant Women (HRP-412)"to ensure

that you have provided sufficient information.

1 Coercion occurs when an overt or implicit threatof harm is intentionallypresented to obtain compliance. Undue
influence, by contrast, often occurs through an offer of an excessive or inappropriate reward or otheroverture in order to

obtain compliance (htt : .

mean.htm|). For example, the threatof the loss of reputation, good standing in class or of a bad grade if a student does
informed-consent what—does-coercion-or-undue-influence-  

not participate in a study would be an example of coercion. The offer of excessive money or special treatment or rewards
for participation could be an example of undue influence.
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TexasA&M University
Protocol Template Social & Behavioral (530.2017)

b. If the research involves prisoners. review “CHECKLIST: Prisoners (HRP-415)" to

ensure that you have provided sufficient information.

c. If the research involves persons who have not attained the legal age for consent to

treatments or procedures involved in the research (“children"),review the
“CI-IECKLIST:Children (HRP-416)" to ensure that you have provided sufficient
information.

(I. If the research involves cognitively impaired adults, review “CHECKLIST:Cognitively
Impaired Adults (HRP-417)“ to ensure that you have provided sufficient information.

5.0 Multiple sites:

I. Ifthisresearch involves multiple sites, specify which is the lead site and describe the roles
of each site in the %tudy.

Ex.) Indicate that all required approvals are already obtained or will be obtained at each site
prior to project implementation. In addition:

a. Describe the processes you have in place to ensure successful coordination of activities
among sites. For example, do all sites have the most current version of the protocol,
consent document, and HIPAA authorization?How will modificationsbe
communicated to sites and approved prior to implementation? How will participating
sites be kept abreast of any problems, interim results, or the eventual closure of the
study?

b. Describe the processes you have in place to ensure successful coordination of activities
among sites. For example, do all sites have the most current version of the protocol,
consent document, and HIPAAauthorization‘?How will modificationsbe
communicated to sites and approved prior to implementation? How will participating
sites be kept abreast ofany problems, interim results, or the eventual closure of the
study‘?

c. Describe the mechanisms you have in place to ensure that all local site investigators
conduct the study appropriately and that engaged participating sites safeguard data as

required by local informationsecurity policies. Please confirm that all non-compliance
with the study protocol or applicable requirements will be reported in accordance with
localpohcy.

6.0 Incomplete Disclosure or Deception:

If the study will use incomplete disclosure or deception, please provide a rationale. Please also
provide a description of the debriefing process thatwill be used to make participants aware of the
deception and their right to withdraw any record oftheirparticipation. Include here if reconsent

will occur (see the Deception Guidance on the IRB website).

7.0 Recruitment:

l. Describe when, where, and how potential participants will be recruited.

2. Describe the types ofstrategies and materials that will be used to recruit participants.
Page 3 of 8
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TexasA&M University
Protocol Template Social & Behavioral (530.2017)

3. Upload all recruitment materials as separate documents in iRIS

8.0 Consent Process

1. If obtaining consent using a written consent document, describe:

a. Where the consent process will take place.
b. Any process to ensure ongoing consent if appropriate. This may include reconsent for

longitudinal studies or if there are multiple stages to a project over time.

C. The details of the consent process including:
i. The role of the individuals listed in the application as being involved in the consent

process.

ii. The amount of time that will be devoted to the consent discussion.

iii. Steps that will be taken to minimize the possibilityof coercion or undue influence.

iv. Steps that will be taken to ensure the participants’ understanding.
2. If there are Non-English speaking participants who will be enrolled, describe the process to

ensure that the oral and written informationprovided to those participants will be in the
language withwhich they are most comfortable speaking or writing. Indicate the language that
will be used by those obtaining consent. If you will be using a translator during recruitment,
consent, data collection, or data analysis specify how you will identify an appropriate translator
and what theprovisions will be for protecting the confidentialityof participants.

L

3. Participants who are not yet adults (irifants, children, teenagers):
a. Describewhetherparental permission will be obtained from:

i. Both parents unless one parent is deceased. unknown, incompetent. or not reasonably
available, or when only one parent has legal responsibilityfor the care and custody of
the child.

ii. One parent even if the otherparent is alive, known, competent, reasonablyavailable,
and shares legal responsibilityfor the care and custody of the child.

iii. Individuals other than parents, and if so, who will be allowed to provide permission.
Describe the process used to determine these individuals’ authorityto consent to each
child’s participation.

b. Describe the process for assent ofthechildren. Indicate whether:

i. Assent will be required ofall, some, or none of the children. If some, indicated, which
children will be required to assent and which will not.

ii. If assent will not be obtained from some or all children, an explanationof why not.

iii. Describe whether assent of the children will be documented and the process to

document assent.

c. For research conducted outside of the state, provide information that describes which
persons have not attained the legal age for consent procedures involved the research, under
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TexasA&M University
Protocol Template Social & Behavioral (530.2017)

the applicable law ofthejurisdiction in which research will be conducted. See the definition
of “children" in “SOP: Legally AuthorizedRepresentatives, Children, and Guardians (HRP-
013)."

4. Cognitively Impaired Adults:

Describe the process to determine whether an individual is capable of consent. Indicate if you
will be obtaining assent and documenting assent.

5. Adults Unable to Consent:

a. List the individuals from whom permission will be obtained in order of priority. (E.g.,
durable power of attorney for health care, court appointed guardian for health care

decisions, spouse, and adult child.)
i. For research conducted in the state, review “SOP: Legally AuthorizedRepresentatives,

Children, and Guardians (HRP-O13)" to be aware of which individuals in the state meet
the definition of“legallyauthorizedrepresentative.”
ii. For research conducted outside of the state, provide information that describes

which individuals are authorizedunder applicable law to consent on behalfof a

prospective participant to their participation in the procedure(s) involved in this
research. One methodof obtaining this information is to have the Office ofGeneral
Counsel review your protocol.

9.0 Process to Document Consent:

1. Describe whether and how consent of the participant will be documented in writing.
2. If you will document consent in writing, you will attach a consent document. You must use

[TEMPLATE— Social & Behavioral Consent]to create the consent document or script.]
3. If you will obtain consent, but not document consent in writing, you must attach a consent

script. See the following sample [TEMPLATE— Simple Survey Consent Script]. Review
“CHECKLIST: Waiver of Written Documentation of Consent (HRP-41 1)" to ensure that you
have provided sufficient information.

4 Waiver or Alteration of Consent Process (consent will not be obtained):10.0. Risks to Participants:
1. List the reasonably foreseeable risks, discomforts, hazards, or inconveniencesrelated the

participants’ participation in the research. Describe the probability,magnitude, duration, and
reversibilityof the risks.

2. Consider physical, psychological. social, legal, and economic risks as well as community or

group harms.

3. If applicable, describe risks to others who are not participants.
4. Withdrawal ofParticipants:

a. Describeanticipated circumstances under which participants will be withdrawn from the
research without theirconsent.

b. Describeprocedures that will be followed when participants withdraw from the research,
includingwithdrawal from some but not procedures with continued data collection.
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TexasA&M University
Protocol Template Social & Behavioral (530.2017)

c. Describe the use ofdata after withdrawal.

11.0 Potential Benefits to Participants:

Note: participation in the research itself and compensation from participating in the research are

not benefits.

1. Describethe potential benefits that individual participants may experience from taking pan in
the research. Describe also the probability,magnitude. and duration ofthepotential benefits.

2. Indicate ifthere is no direct benefit to participants. Do not include benefits to society or others.

12.0 FinancialCompensation:
1. Describe any financial compensation that will be provided to participants. Include how much

money or what gifts will be provided and for what activities.

2. Include whether compensation will be prorated ifthereare multiple research activitiesor ifa
participant withdraws from the study before finishing.

3. Describe any costs that participants may be responsible for becauseof participation in the
research.

13.0 Provisions to Protect the Privacy Interests of Participants:
I. Describe the steps that will be taken to protect participants’ privacy interests throughout the

research activities.

2. Indicate who on the research team and how the research team is pennitted to access any sources

of infonnationabout the participants.

14.0 Confidentialityand Data Management:
1. Describehow data (and if applicable, biological specimens) will be handled study-wide

including:
a. What informationwill be included as data (or associated with the specimens)? “Data"

includes all infonnationcollected in the conduct of the research. such as but not limited to:

consents, surveys, intewiew notes. audio or video recordings, photographs. notes of
observations. field notes, etc.

b. Where and how will data (or specimens) be stored‘? How will data be transported from the
point of collection to where they will be stored? Note: electronic storage ofdata in both
domestic and international research must be secured using adequate protections.

c. How long will the data or specimens be stored? (Note: IRB policy is 5 years after the
completion of the study. However, there are circumstance when other time frames may
apply (signed HIPAA Authorizationsor Waivers require 6 years from end of research).

d. Who will have access to the stored data or specimens‘?
e. Who is responsible for receipt or transmission of the data or specimens‘?
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TexasA&M University
Protocol Template Social & Behavioral (530.2017)

2. Describe the steps thatwill be taken secure the data (e.g., training, authorizationof access,
password protection, encryption, physical controls, certificates of confidentiality,and
separation of identifiers and data) during storage, use, and transmission.

3. Describe any procedures that will be used for quality control of collected data. lfconducting
online research, specify if you will be using any attention cheek measures. If yes, you need to
indicate what you will be doing and what happens ifa participant fails the attention checks.

4. Describe the data analysis plan, including any statistical procedures is applicable.

15.0 Data Monitoring Plan to Ensure the Safety of Participants:
1. Describethe plan to periodicallyevaluate the informationcollected regarding risks or harms to

determine whether participants remain safe. For example, if you are collecting depression or

suicidality data, what is your plan for monitoring severity? Note: Greater than minimal risk
studies require a plan; it might be necessary to establish a data monitoring committee and a

plan for reporting the findings to the IRB and the sponsor. It also could include referral to an

appropriate resource. Include the following:
a. What information / data are reviewed, including safety data, untoward events, and efficacy

data.

b. How the safety informationwill be collected (e.<v., with case report forms, at study visits, by
telephone calls withparticipants).

c. The frequency of data collection. including when safety data collection starts.

(1. Who will review the data.

e. The frequency or periodicity of review of cumulative data.

f. The statistical tests for analyzingthe safety data to determine whetherharm is occurring.
g. Describe any conditions where the research team may intervene and what the plan is for

intervening. (For example. ifa participant identities harm to self or others.)
h. Describe any conditions that might trigger an immediate suspension ofthe research.

16.0 Data and if applicable, Specimen Banking:
1. Ifdata or specimens will be banked for future use, describe where the data or specimens will be

stored. how long theywill be stored, how the data or specimens will be accessed, and who will
have access to the specimens.

2. If storing data electronically, include a plan for managing the long term storage of the data if
appropriate.

3. Ifstoring data in a data repository outside of TexasA&M University, include the agreement
with the entity where the data will be stored.

4. List the data to be stored or, in the ease of specimens what informationwill be associated with
each specimen.

5. Describe the procedures to release data or specimens, including: the process to request a

release. approvals required for release, who can obtain data or specimens, and the data to be
provided with specimens. Note: a separate IRB protocol may be required to support a research
repository.
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Protocol Template Social & Behavioral (530.2017)

17.0 Qualificationsto Conduct Research and Resources Available:

1. For international research or research with vulnerable populations, describe the qualifications
(e.g., training, experience, oversight) of you and your staff as required to conduct the research.
When applicable describe the knowledge of the local study sites. culture. and society. Provide
enough information so the IRB knows that you have qualified staff for the proposed research.

2. Describeother resources available to conduct the research: For example, as appropriate:
Describeyour facilitiesor otherphysical resources needed for the conduct of the research.

b. Describethe availabilityof social, emotional or psychological resources that participants
might need as a result of an anticipated consequences of the human research.

C. Describeyour process to ensure that all persons assisting with the research are adequately
informed about the protocol, the research procedures, and their duties and functions

18.0 Community-BasedParticipatory Research

1. Describe involvementofthecommunity in the design and conduct of the research.

NOTE: “Community-basedParticipatory Research” is a collaborative approach to research that
involves the community partners in the research design and all aspects ofthe research process.
Community-based Participatory Research begins with a research topic ofimpoitance to the
community, and has a goal ofimproving health or other outcomes and eliminating disparities.
Simply recruiting participants from the community is not CBPR. If your research does not
involve the community in all aspects of the research process, markN/A)
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TExAsA&M UNIVERSITY HUMAN RESEARCH PROTECTION PROGRAM
INFORMED CONSENT SCRIPT
 

This is a sample consent script for simple surveys and questionnaires. It is to be used
only when the IRB is not likely to require written documentation of consent.

Remove all instructional text and red color-coding from this document before
submitting to the IRB for approval.

Title of Research Study: [insert title of research study]

Investigator: [insert name ofprincipal investigator]

Why am I beingasked to take part in thisresearch study?
You are invited to participate in this study becausewe are trying to learn more about:
state what is being studied.

You were selected as a possible participant in this study because state why and
how the subject was selected. You must be 18 years of age or older to participate.

Why is thisresearch being done?

The (survey or test) is designed to explain the purpose of survey or test.

How long will the research last?

it will take about lengthof time expected to complete survey or test.

What happens if I say “Yes, I want to be in this research”?

If you decide to participate, please do the following: Include any specific instructions
for completing the survey or test.

What happens if I do not want to be in this research?

Your participation in this study is voluntary. You can decide not to participate in this
research and it will not be held against you. You can leave the study at any time.

Is thereany way being in thisstudy could harm me?

Choose one of the following sentences as applicable and delete the other sentence:

(1) There are no sensitive questions in this survey thatshould cause discomfort.
However, you can skip any question you do not wish to answer, or exit the survey
at any point.

Document Version:
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(5l30l2017)
INFORMED CONSENT SCRIPT

OR

(2)There is a risk of discomfort, as some of the questions are sensitive. You can

skip any question you do not wish to answer, or exit the survey at any point.
What happens to the informationcollected for the research?

If this is an online study, provide a link to the terms addressing confidentialitythat is
published by the survey company (Qualtrics, Survey ll/lonkey, etc.), otherwise delete.

You may view the survey host's confidentialitypolicy at : insert link.

Choose one of the following sentences as applicable and delete the other sentence.

(1) No direct personal identifiers will be collected.

OR

(2)Your (emailaddress or other contact information)will be stored separately from
your survey data, and is only being collected for payment purposes. All
informationwill be kept on a password protected computer and is only accessible
by the research team.

The results of the research study may be published but know one will be able to
identify you.

What else do I need to know?

include this section if you are paying subjects, otherwise delete.

If you agree to take part in this research study, we will provide you with (gift card, or

other form of payment) sent to the email address you provide at the end of the
survey. This is optional if you do not want to provide your email address.

Who can I talk to?

Please feel free to ask questions regarding this study. You may contact me later if
you have additional questions or concerns at telephone numberand e-mailaddress
and first and last name of investigator conducting the study.

You may also contact the Human Research Protection Program at TexasA&M
University (which is a group of people who review the research to protect your rights)
by phone at 1-979-458-4067, toll free at 1-855-795-8636, or by email at
irb@tamu.edu for:

- additional help with any questions about the research

0 voicing concerns or complaints about the research

0 obtaining answers to questions about your rights as a research participant
0 concerns in the event the research staff could not be reached

Document Version:
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o the desire to talk to someone other than the research staff

Use the following for online surveys, otherwise delete.‘

If you want a copy of this consent for your records, you can print it from the screen.

)> If you wish to participate, please click the “I Agree” button and you will be
taken to the survey.

‘xv If you do not wish to participate in this study, please select “l Disagree” or

select X in the corner of your browser

Document Version:
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TEXAS A&M UNIVERSITYHUMAN RESEARCH PROTECTION PROGRAM
INFORMED CONSENT DOCUMENT

Remove all instructional text and red cOlor—coding from this document once complete.

Title Of Research Study: [insert title of research study here]

Investigator: [insert name of principal investigator]

Funded/SupportedBy: [List all monetary and/or non-monetary support for this
research. If none, state Texas A&lVl University or applicable agency.] This research is
funded/supported by

FinancialInterest Disclosure:

[Include if there is a financial interest to disclose. Otherwise de|ete.] The following
disclosure is made to give you an opportunity to decide if this relationship will affect your
willingnessto participate in this research study:

Why are you being invited to take part in a research study?
You are being asked to participate becauseyou... [Fill in the circumstance or condition why
this subject is selected to be in the study.]

What should you know about a research study?
0 Someone will explain this research study to you.

0 Whether or not you take part is up to you.

0 You can choose not to take part.

0 You can agree to take part and later change your mind.

0 Your decision will not be held against you.

0 You can ask all the questions you want before you decide.

Who can I talk to?

If you have questions, concerns, or complaints, or thinkthe research has hurt you, talk to the
research team at [Insert contact information for the research team. Include a telephone
numberand email address.]

This research has been reviewed and approved by theTexasA&M Institutional Review Board
(IRB). You may talk to them at at 1-979-458-4067,toll free at 1-855-795-8636, or by email at

Document Version:
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INFORMED CONSENT DOCUMENT

irb@tamu.edu., if

0 You cannot reach the research team.

0 Your questions, concerns, or complaints are not being answered by the research
team.

0 You want to talk to someone besides the research team.

- You have questions about your rights as a research participant.

0 You want to get information or provide input about this research.

Why is this research beingdone?

[Tell the participant the purpose of the research. Explain the backgroundof the research
problem. Explain any potential benefits to others.]

How long will theresearch last?
We expect thatyou will be in this research study for
[hours/days/months/weeks/years,until a certain event Include long—term follow—up if any].

How manypeople willbestudied?
We expect to enroll about people in this research study at this site. Approximately

people in the entire study nationally [or internationally]will be enrolled.

What happens if I say “Yes, I want to be in thisresearch”?

[Tell the participant what to expect using lay language and simple terms. Whenever
appropriate include the following items:]

0 A description of the procedures thatwill be performed. If practical, prepare a time-
line chart or schematic to accompany descriptions of procedures and tests for
research that require more than 1 or 2 steps/visits

0 The length and duration of study visits, activities,and procedures

0 With whom the participant will interact

0 Where the research will be done

0 When the research will be clone

0 List experimental procedures and therapies and identify them as such

0 How often study activitiesand procedures will be performed

Document Version:
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INFORMED CONSENT DOCUMENT

0 What is being performed as part of the research study

0 What is being performed as part of standard care (if the study involves any type of
clinical care, e.g. mental health care)

- What procedures are part of regular medical care thatwill be done even if the
participant does not take part in the research (if the study involves any type of
clinical care, e.g., mental health care)

0 When applicable indicate thatthe participants will be asked for permission to be
contacted for future research.

0 When applicable describe if audio or video recording any research activities. Include
if agreement to be recorded is required for participation or if it is optional.

What happens if I do not want to be in thisresearch?
You can leave the research at any time and it will not be held against you.

[Include if there are alternatives other than participating. Otherwise delete.] Instead of being
in this research study, your choices may include: [List alternatives procedures. For student
participant pools describe alternatives for course credit.]

What happens if I say “Yes”,but I change my mind later?

You can leave the research at any time and it will not be held against you.

[Include if there are potential adverse consequences to withdrawingfrom the research.
Otherwise delete] If you decide to leave the research, [Describe the adverse consequences.]
If you decide to leave the research, contact the investigator so thatthe investigator can

[Describe the procedures for orderly termination by the perticipant, if any.]

[Describe what will happen to data collected to the point of withdrawal. Describewhether
participants will be asked to explain the extent of their withdrawal and whether they will be
asked for permission to collect data through interaction or collection of private identifiable
information. For example, a participant may wish to withdrawfrom the experimental
procedure becauseof unacceptableside effects, but may agree to undergo follow-up
procedures and data co|lection.]

Is thereany way being in thisstudy could be bad for me?

[Delete this section if there are no risks or discomforts.]

[The risks of procedures may be presented in a table form.]

[Describe each of the following risks, if appropriate. If known, describe the probabilityand

magnitude of the risk.]
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0 [Physical risks

0 Psychological risks

0 Privacy risks

0 Legal risks

0 Social risks

0 Economic risks

0 Group or community risks]

[Include for research that may result in additional costs to the participants. Otherwise
delete.] Taking part in this research study may lead to added costs to you. [Describe what
these costs are.]

Will being in thisstudy help me in any way?
[Delete this section if there are no benefits.]

[Include if there are benefits to participation. Otherwise delete.] We cannot promise any
benefitsto you or others from your taking part in this research. However, possible benefits
include

. [Then describe the potential benefitsof participation. First
describe any direct benefits to the participant, then any benefits to others. If benefits from
participation may not continue after the research has ended, describe them here. Monetary
reimbursement for participation is not a benefit.]

[Include for research involving prisoners] Taking part in this research study will not improve
your housing or correctional program assignments. Your taking part in this research study
will not improve your chance of parole or release.

What happens to the informationcollected for theresearch?
Efforts will be made to limit the use and disclosure of your personal information, including
research study and other records, to people who have a need to review this information.We
cannot promise complete privacy. Organizations thatmay inspect and copy your information
include theTAMU HRPP/IRB and other representatives of this institution. [Add to this list
other organizations that may have access to the participants records such as the US

Department of Defense Health and Human Services, when the research is conducted or

funded by DHHS, the sponsor, contract research organization, sponsor's agent and other

collaborating institutions.]

[Describe any limitations on confidentialitybased on possible legal issues. For example, if the
research team is likely to uncover abuse, neglect, or reportable diseases, explain that this
information may be disclosed to appropriate authoritiesas required by law.]

Document Version:
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HRP-Sxx (5/30/2017)
INFORMED CONSENT DOCUMENT

[Include the following statement if the research is being conducted under a Certificate of
Confidentiality.Otherwise delete.] In thisstudy, you will be asked about illegal activitiesor

highly personal behavior. We have obtained a Certificate of Confidentialityfrom the federal
government. However, we may still be required under certain circumstances to release your
information.

[If data or specimens will be retained after the study for future research, explain where the
data or specimens will be stored, who will have access to the data or specimens, and how

long the date or specimens will be retained.]

[Include for research where the sponsor may pay for medical expenses of the participant.] If
the sponsor pays any of your medical expenses, we may be required to give the sponsor
your name, date of birth,and Medicare ID or social security number.

[Include for research involving prisoners. Otherwise delete.] If you are a prisoner, your
medical records may also be given to officials and agencies within the criminal justice system
when necessary and permitted by law.

Can I be removed from the research withoutgiving my OK?

[Delete this section if not app|icable.]

[Include for research where this is a possibility.Otherwise delete.] The person in charge of
the research study or the sponsor can remove you from the research study withoutyour
approval. Possible reasons for removal include [describe reasons why the participants may
be withdrawn, if appropriate.]

[Include for research where this is a possibility.Otherwise delete.] We will tell you about any
new information thatmay affect your health, welfare, or choice to stay in the research.

What else do I need to know?

[Include for research involving more than minimal risk. Otherwise delete.] If you need
medical care becauseof taking part in this research study, please seek medical treatment

through the treatment center of your choice. Contact the investigator to inform [her/him]
about any related injury or illness. Generally,thiscare will be billedto you or your insurance.
TexasA&M University has no program to pay for medical care for research-related injury.
[For industry sponsored research describe any reimbursement available for treatment due to

research related injury or illness, as stated in the contract.]

[For studies taking place in a school, this paragraph must be included:]

Parents please be aware that under the Protection of Pupils Right Act 20 U.S.C. Section 1232

(c)(1)(A),you have the right to review a copy of the questions asked of or materials thatwill
be used with your students. If you would like to do so, you should contact [Principal
Investigator] to obtain a copy of the questions or materials.

Document Version:
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HRP-5xx (5/30/2017)
INFORMED CONSENT DOCUMENT

[Include if participants will be paid. Otherwise delete.) If you agree to take part in this
research study, we will pay you [indicate amount] for your time and effort.
[Indicate if the amount is pro-rated for research visit completion.]

[Include for Department of Defense (USDOD) research that targets military personnel where
participants will be paid. Otherwise delete.] Military personnel should check with their
supervisor before accepting payment for participation in this research.

[Include for research involving prisoners where there may be a need for follow—up
examination or care after the end of participation. Otherwise delete.] If you are released
from jail before you finish this research study, you should take steps to get insurance or

Medicaid coverage. Regular office visits and standard treatment will be billedto you or your
health insurance. You may continue in the research study after your release from prison. If
you move out of the area, we will help you make arrangements to be followed by a

physician.

[When applicable indicate that the investigator believesthat the biologicspecimens
obtained could be part of or lead to the development of a commercial product.]

[When applicable indicate when and how the participant will be informed of the results of
the research.]

[Include if a HIPAA authorizationis required. Otherwise delete.] Federal law provides
additional protections of your health related records and information.These are described in
the HIPAAAuthorization.

Optional Elements:

[Include for any optional elements of the research. If audio or video recordinging is required
to be in this study please make it clear in the procedures section of this document.
Otherwise de|ete.] The following research activitiesare optional, meaning thatyou do not
have to agree to them in order to participate in the research study. Please indicate your
willingnessto participate in these optional activitiesby placingyour initials next to each
activity.

I agree I disagree

The researcher may audio or video record me to aid with data analysis. The
researcher will not share these recordings with anyone outside of the
immediate study team or TAMU Compliance.

Document Version:
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HRP-5xx (5/30/2017)
INFORMED CONSENT DOCUMENT

The researcher may audio or video record me for use in scholarly
presentations or publications. My identity may be shared as part of this
activity,although the researcher will attempt to limit such identification. I
understand the risks associated with such identification.

The researcher may contact me in the future to see whether I am interested in

participating in other research studies by the principal investigator of this
study. (A separate protocol may be required by the IRB for the storage of
identifiable data for research purposes).

Document Version:
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HRP-5xx (5l30l2017)
INFORMED CONSENT DOCUMENT

[There are three signature pages attached to this template consent. Use the signature
page or pages appropriate for your study. The IRB recommends thatyou make separate
consent documents for each signature page to be used.

Signature Block for Capable Adult

Your signature documents your permission to take part in this research.

Signature of subject Date

Printed name of subject

Signature of person obtaining consent Date

Printed name of person obtaining consent

[Add the following if a witness is required to observe the consent process].

My signature below documents that the information in the consent document and any otherwritten and
informationwas accuratelyexplained to, and apparently understood by, the participant, and that
consent was freely given by the participant.

Signature of‘witness to consent process Date

Printed name of person witnessing consent process

Document Version:
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HRP-5xx (5l30l2D17)
INFORMED CONSENT DOCUMENT

Signature Block for Adult Unable to Consent

Your signature documents your permission for the named subject to take part in this
research.

Printed name of subject

Signature of legally authorizedrepresentative Date

Printed name of legally authorizedrepresentative

Signature of person obtaining consent Date

Printed name of person obtaining consent

[Add the following block if you will document assent of the subject.]
Cl Obtained

CI Not obtained becausethe capabilityof the subject is so limited that the subject
cannot reasonablybe consulted.Assent

[Add the following if a witness will observe the consent process. e.g., short form of consent

documentation or participants unable to read.]

My signature below documents that the information in the consent document and any other
written and informationwas accuratelyexplained to, and apparently understood by, the

participant, and thatconsent was freely given by the participant.

Signature of witness to consent process Date

Printed name of person witnessing consent process

Document Version:
Page 9 of9



HRP-5xx (5l30l2017)
INFORMED CONSENT DOCUMENT

Signature Block for Parent permission to enroll Child

Note: Investigators are to ensure that individuals who are not parents can demonstrate their legal authorityto
consent to the child's participation in the research. Contact legal counsel if any questions arise.

Your signature documents your permission for the named child to take part in this research.

Printed name of child

Printed name of parent [ ] or individual legally authorized[ ] Date
to consent for the child to participate

Signature of parent [ ] or individual legally authorized[ ] Date
to consent for the child to participate

Printed name of parent [ ] or individual legally autfiarized [ ] Date
to consent for the child to participate

Signature of parent [ ] or individual legally authorized[ ] Date
to consent for the child to participate

If signature of second parent not obtained, indicate why: (select one)
[ ] The IRB determined thatthe permission of one parent is sufficient.

[ ] Second parent is: [ ]deceased [ ] unknown [ ] incompetent [ ]not reasonably
available

[ ] Only one parent has legal responsibilityfor the care and custody of the child

[Add the following block if you will obtain assent of children]
Assent:
[ ] Obtained signature on separate assent document
[ ] Obtained verbally withouta signature
[ ] Not obtained becausethe child is not capable of providing assent

Signature of person obtaining consent
-

Date

Printed name of person obtaining consent
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The undersigned certifies to the TexasA&M University Institutional Review Board as
follows:

1. I am duly qualified to translate from into English and from
English into

2. I: lam certified by__:__i
_ __ __

(name of institution/companyproviding certification)

3. I have truly and accurately translated the attached document(s). Below, note the
names of the document(s)that have been translated:

4. I provided the forward or back (circle one) translation of the documents listed
above.

5. The title of the research activity is:

6. The name of the Principal Investigator for the research activity is:

Trans|ator’sPrinted Name Date

Trans|ator’sSignature



From:
To:
Subject:
Date:

Goldsmith,Carol
Eut_x%neK n ; ;I2a_~zisLI$em§; ah '

n

Grant Project Call/Meeting Friday, March 22 - Notes
Friday, March 23, 2018 4:34:45 PM

Here are my notes from our call today. Please share additions or clarifications.Thanks.

1.

2.

10.

11.

I have a phone call into Wesley Dean requesting to speak with him about how we might
proceed with releasing funding.
On a parallel track, I have requested SRS to let me know if we can set up interim funding for
our award. Liz will also check with UTSW about this option.
Zach reminded us thatthe RSVP deadline for the PD BRAG meeting for grant recipients is
COB today. Kent RSVP’d after the call for Zach, Liz and himself to attend and shared the

meeting information as requested.
Liz has been discussing with UTSW IRB how to proceed with preparing the protocol for the

expert interviews and coordinatingwith the A&l\/I IRB. The A&M IRB requires that the sub
IRB determine whether they wish to complete their own review or enter into an agreement
with A&M to defer to the IRB here. Liz with follow-up with her IRB and reach a decision. She
will also start developing an interview guide comprised of open-ended questions. She will
seek David’s input on which Texas border counties would have more concern about the

species presented in our case studies. That way Liz can target ag officials in those counties
for interviews.
IRB training for Liz, Zach and David. An update from previous meeting as well as this one.

Zach has completed the CITI Group 2: Social and Behavioral training. Liz has shared with me

her training certificate. I have passed thaton to theA&i\/I IRB to see if UTSW’s training
requirement will be approved here. David, have you started the ClTl training yet?
From our previous meeting, David is checking into possible dates for our IPM agent training.
We'd targeted Lubbock for Novemberand College Station for December in our proposal.
Skype has been challenging to use for hosting our meetings. Zach suggested, and we agreed,
to move to WebEx. I checked with IT, and WebEx is supposed to be availableon all A&M

computers, including the X7 in the ISTPP conference room, and accessiblewith this link -

Now I just need to make sure that I know how to use it. Liz will
check into this platform as well. Zach, thanksfor the suggestion as I agree that being able to

pull up documents to look at while meeting online will be very useful.
From last meeting, setting a Google Team Drive has been completed. Everyone now has

access, so we can begin to populate it.
Liz has spoken with two of the membersof our Expert Advisory Committee (EAC) — Simon

Lee and Jason Delborne. They remain enthusiasticabout our project and being on the
committee. Liz expects to talk with Allison Snow and James Bull in the next week or so.

As for our meeting with the EAC, we would like to be far enough into our project to have
materials for them to review and discuss with us but before our IPM workshops towards the
end of the year. So perhaps sometime in the late summer or early fall makes sense. Liz will
check with the EAC about their availability.And we’ll need to take a look at ours.

And we can talk about our schedules at our next meeting. Liz recommended we get our

whole team together for the next meeting so thatwe can talk about the case studies. Do we

want to stick with the case studies we have? How should we take what's in the proposal and



begin to develop them for communicating about gene drive.

12. I'll send out a meeting invitation to our whole team for Friday,April 6”‘, 1:30, with a meeting
agenda to follow closer to thatdate.

Have a wonderful weekend!

Carol L. Goldsmith,MPA

Senior Research Associate and Institute Manager
lnstitu te for Science, Technologyand Public Policy

BTiIsin.s.cnoo;,trims A&M 1.-mxT-iiuisih 
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From: Goldsmith,Carol
Sent: Thursday, March 22, 2018 4:01 PM

To: ‘ElizabethHeitman' <Elizabeth.Heitman@UTSouthwestern.edu>;Zach Adelman

<zachade|@tamu.edu>;David Kerns <d|kerns@tamu.edu>
Cc: Portney, Kent E <kportney@tamu.edu>
Subject: Grant Project Call/Meeting Friday, March 22

Just a reminder about our project meeting tomorrow at 1:30. I thinkthiswill likely be a brief call as

we can provide some updates on a few items from our last meeting, discuss any questions, and plan
next steps. From our last meeting we can discuss the status of the award set-up ( I will be calling the

Program Officer tomorrow morning to see what arrangement we might make regarding release of

funds), IRB progress, and timeline for our research dissemination workshops with the IPM agents.

Carol L. Goldsmith,MPA

Senior Research Associate and Institute Manager
4350 TAMU, College Station, TX 77843-4350

g;_lggLd_smi1;h@tamu.edu/ 979~845-6860/Allen Building Rm. 1116

Institute for Science, Technology and Public Policy
Bush School of Government and Public Service

httpflbiisb,tamu,edu[istpp[
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From: Goldsmith,Carol
To:  : ;D_us;l_K.e_sa'

rn

Cc: EoLtmL._l1e1it_E
Subject: Grant Project Call/Meeting Friday, March 22
Date: Thursday, March 22, 2018 4:01:00 PM

Just a reminder about our project meeting tomorrow at 1:30. I thinkthis will likely be a brief call as

we can provide some updates on a few items from our last meeting, discuss any questions, and plan
next steps. From our last meeting we can discuss the status of the award set-up ( l will be calling the

Program Officer tomorrow morning to see what arrangementwe might make regarding release of
funds), IRB progress, and timeline for our research dissemination workshops with the IPM agents.

Carol L. Goldsmith,MPA

Senior Research Associate and Institute Manager
4350 TAMU, College Station, TX 77843-4350

cleQLd.smitiL@tamu_edu/979-845-6860 / Allen Building Rm. 1116

Institute for Science, Technology and Public Policy
Bush School of Government and Public Service

http:[Lbu_sh_.tamu.edu[istpp[
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From: Goldsmith,Carol
To: Eli H i

Subject: IRB coordinate
Date: Tuesday,January 23, 2018 3:38:30 PM

Hi Liz,

Do you have some time Monday to talk about IRB and our project?

Carol L. Goldsmith,MPA

Senior Research Associate and Institute Manager
4350 TAMU, College Station, TX 77843-4350

 /979-845-6860/ Allen Building Rm. 1116

Institute for Science, Technology and Public Policy
Bush School of Government and Public Service
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From: Goldsmith,Carol
To: ElizabethHeitman; Ye_|9nda Williams
Subject: Items for USDA NIFA Grant Aware Review
Date: Thursday, February 22, 2018 9:59:02 AM
Attachments: cover letter (QQZLQQQ
Importance: High

Elizabethand Yelonda,

We received an email late yesterday afternoon from the grants managementspecialist at NIFA that

requested additional information or clarificationon our proposal. One of the action items is a Letter

of Commitment from the subrecipients with the note thatthese letters of collaboration need to be

signed by theirAuthorizedRepresentatives. Our deadline is February 27”‘.

I've attached the template A&M uses for these letters in case it's of use. I expect that UTSMC has its

own template. The letter should be addressed to

Kent E. Portney, PhD
Professor and Director
Institute for Science and Technology in Public Policy
Bush School of Government and Public Service
4350 TAMU TexasA&M University, College Station, TX 77845-4350

Please let me know if you have questions.

Carol L. Goldsmith, l\/IPA

Senior Research Associate and Institute Manager
4350 TAMU, College Station, TX 77843-4350

c|gglQsmith@:amu.edu/979-845-6860/AllenBuilding Rm. 1116

Institute for Science, Technology and Public Policy
Bush School of Government and Public Service

httorl/bu.sh.1:amu.ed11LisIrm£
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DIVISION OF RESEARCH

{F4 TEXAS A&M
Sponsored Research Services 1.‘ .\’ I V I: R 5 I '1‘ Y 
October27, 2017

hAs.xxx
Executive Director, Office of Contracts and Grants
University of xxx

Reference: 1708973
Gene Drive Applicationsto Agriculture in Texas: Knowledge, Perceptions, and Values

The purpose of this letter is to confirm the intent of Dr. xxx, Principal Investigatorat TexasA&M University, to

collaborate withThe University of Houston in the aforementioned research proposal.

This collaboration will take the form of a five year sub-award from The University of Central Florida to Texas
A&M University in the total amount of $xxx. The TAMU budget is enclosed along with thestatement of work.

If this proposal is funded, TexasA&M University would accept an agreement with cost principles applicable to an

educational institution and will ensure compliance with all pertinent sponsor regulations and guidelines. Texas
A&M University is compliant with the Public Health Service (PHS) Regulations: Responsibilityof Applicants for

Promoting Objectivity in Research for which PHS Funding is Sought (42 C.F.R. Part 50, Subpart F).

Administrative questions should be directed to xxx mstrick|and@tamu.edu at 979-847-7627. Questions of a

programmaticor technical nature may be addressed to Dr. Kent xxx xxx@tamu.edu or 979-845-5141.

Regards,

David Hollingsworth
Director, Contracts and Grants
AuthorizedRepresentative

400 Harvey Mitchell Par‘r<way South. Suite 300
3578 TAMU
College Station, TX '//843-313’/8

Tel. 979.862.6777 l-ax 979.862.3250
hllp:l"/srs.ianiueclu



From: Goldsmith, Carol
To:  ; ih H i n

Subject: NIFA 2017-08610 and FP00012171 by Feb. 27th
Date: Tuesday, February 27, 2018 11:11:05 AM

Hi Elizabethand Liz,

I just spoke with Jose. We are allowed to request rebudgeting!

We do need to submit a revised version of the RR budget and updated budget justifications.

We spoke about the gift cards. We're close on the rewording we used. He said to use ‘honorarium’
thatwill be given them to compensate for services thatthey provide.

Carol L. Goldsmith,MPA

Senior Research Associate and Institute Manager
4350 TAMU, College Station, TX 77843-4350

c|goldsmi1|3@tamu.edu/ 979-845-6860 / Allen Building Rm. 1116

Institute for Science, Technology and Public Policy
Bush School of Government and Public Service
h : h m

.
i

BfiSh.§Ch00l
..v‘' ._ .. .... . _ '.. .....‘*".‘l..f -_

TEXAS :\&?H I.'NIVF.HSITY * 
EDUCATING PUBLIC SERVANTS



From: Goldsmith, Carol
To: Zach Adelman; David Kerns; Elizabeth Heitman
Subject: NIFA Award
Date: Friday, March 09, 2018 10:14:17 AM
Attachments: Award.Face.Sheet.pcif

Zach, David, and Liz,

I received this award face sheet for our NIFA grant this morning. We can talk about provision 1 on

our call this afternoon.

I'm also appending below the emails exchanged in response to the agency's request for additional
details on our budget justification.

Best
Carol

From: Goldsmith,Carol [mailtoxilgxildsrnith@tarriu.edii]
Sent: Tuesday, March 6,2018 1:06 PM

To: Berna, Jose — NIFA <._iP)FRNAC’Dlllfa.llS('iEigE[(')V>
Cc: Johnston Vasquez, ElizabethK <evasquezriiitamu.erlu>
Subject: RE: almost there... NIFA 2017-08610

Jose,

As requested, I am providing more information concerning the budget justification for the travel

costs in relation to ’Community Outreach Meetings’ and for the Texas /.\&l\/i Agritife Extension

Service allocated travel costs. Please let me know if you have any questions or need anythingelse.



Sincerely,
Carol

Carol L. Goldsmith,l\/IPA
Senior Research Associate and Institute Manager
institute for Science, Technologyand Public Policy

.
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From: Berna, Jose — NIFA [mailto-,lBEBNA@nifa,usda,gQy]
Sent: Tuesday, March 06, 2018 9:43 AM

To: Goldsmith,Carol< >
Cc: Johnston Vasquez, ElizabethK <evasgue;@1amu.edu>;Berna, Jose - NIFA
< ERNA nif

. .
v

Subject: almost there... NIFA 2017-08610

Importance: High

Hello Carol,

I hope you’re doing well....

We are only one step away to approve this proposal. However, my signing officer wants to have a bit

more information regarding the travel costs in relation to the ’Community Outreach Meetings in

multiple locations throughoutTexas’ in the amount of $36,000. How did you arrive at this dollar
amount? Perhaps you can provide the destination(s),numberof travelers and other travel

description related to this travel.

Also, there is $13,988 under theTexas A&l\/lAgriLife Extension Service allocated for travel costs. We

also like to obtain further breakdown on this cost. The justificationyou originally provided wasn’t

very thorough.

if you could provide me this information within the next hour or two, we'll be able to wrap things up
on our end and approve this award by this afternoon.

Let me know if you have any questions.

Thank you so much!
JB

202-401-6509


