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1.0 Objectives

1.1 Study Objectives

Describe the purpose, specificaims or objectives. State the hypotheses to be tested. |
This mixed-methods study will evaluate the impact of the Research-to-Policy Collaboration (RPC) model
on the use of scientific researchin federal policymaking. Human Subjects research willbe carried out to
assess the RPC effects on participating researchers who are trained and coached by the modelto

respond to current policy opportunities and translate scientific research to public officials.

A survey will be used to assess researchers reported policy competencies and motivation for conducting
policy-relevant research. This study will also examine whetherthese outcomesvary as a function of
collaborative experiences with public officials and hypothesizes that more productive and satisfying
collaborations will improve researchers’ ongoing policy engagement and increases in policy -relevant
research. These surveys willbe supplemented by qualitative interviews to discuss researchers’
experiences translating research and working with public officials. This includes discussion of (1) barriers
and facilitators of participating in researcher-public official partnerships, (2) the types of interactions
between researchers and public officials facilitated by the RPC, and (3) how the RPC affects researchers’
assumptions about and interactions with public officials.

1.2 Primary Study Endpoints

State the primary endpoints to be measured in the study. Clinical trials typically have a primary
objective orendpoint. Additional objectives and endpoints are secondary. The endpoints (or outcomes),
determined foreach study subject, are the quantitative measurements required by the objectives.
Measuring the selected endpointsis the goal of a trial (examples: responserate and survival).

This study will measure changes in participants’ policy knowledge and skills, policy engagement, and the
extent to which research activities are informed by public officials’ needs.

1.3 Secondary Study Endpoints
State the secondary endpoints to be measured in the study.

Experiences collaborating with public official will be assessed among participantsin the RPCintervention
(experimental) condition. Aspects of these collaboration experiences that will be measured include
satisfaction, perceived value and impact, and trust and respect.

2.0 Background

2.1 Scientific Background and Gaps
| Describe the scientific background and gaps in current knowledge.

The persistent gap between research and policymakingis a multifaceted challenge borne in part out of
limited interaction between researchers and public officials. Yet, interaction without adequate
preparation for policy engagement (i.e., training and supports) may thwart researchers’ efforts to
support public officials” use of empirical evidence. Although varied policy training approaches for
researchers exist, little empirical work has explored their effectiveness inimproving policy knowledge
and skills or supporting researchers’ enduring policy engagement. Furthermore, scantresearch has
considered the extentto which facilitating policy experiences among researchers may shift researchers’
perspectives on how research evidence is produced, communicated, and disseminated.
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2.2 Previous Data

| Describe any relevant preliminary data.

N/A

2.3 Study Rationale

Provide the scientific rationale for the research.

The RPC modelis based ona growing literature around the use of scientific evidence in policymaking,
which emphasizesthe need to cultivate positive interactions and collaborations betweenresearchers
and public officials. A prominentfacilitator for public officials’ use of research is the translation of
relevant scientific findings in the context of trusting relationships with researchers. Public officials often
turn to “experts” when addressingissues that are part of a political agenda. Therefore, connecting
researchersto current policy opportunities and priorities in ways that engender trusting relationships
aligns with known facilitators of public officials’ use of research evidence. However, such connections
must be made tactfully, and enhancing researchers’ policy competencies can strengthen the success of
their policy outreach.

The success of connections between public officials and researchers may be improved by strengthening
researchers’ policy knowledge and skills. Much more researchis needed to evaluate training
approachesand enhance theireffectiveness. Specifically, research is needed that evaluates the impact
of training approaches by longitudinally tracking researchers’ reported confidence and skills,
participation in policy efforts, and interactions with public officials. Efforts are also needed to explore
the extentto which researchers’ policy competencies translate into public officials’ increased utilization
of research findings.

In addition to supporting public officials’ use of research evidence, researcher-public official
partnerships may have the potential to improve the usefulness of research activities for public officials.
Few supportsare in place to help researchers proactively consider policy and practice implications prior
to study development, even though research thatis responsive to public officials’ needs may be more
likely to be used by public officials in the future. Policy-informed research adjusts to prevailing policy
priorities, shaping the questions that are investigated and how results are interpreted and
communicated. A cultural shift toward more policy-informed research is needed, including the way it is
produced, interpreted, and communicated —and opportunities for researcher-public official
collaboration may support this shift. Some studies have shown that co-creation of research knowledge
can strengthen the utility of findings for policymaking and implementation. However, the majority of
partnerships applying researchin a decision-making context focus on producing generating timely and
actionable research, whereasthere is a need to complement this knowledge base by investigating

subtler partnershipsin which researchis distilled for co-interpretation of policy implications.

3.0 Inclusion and Exclusion Criteria

Create a numbered list below in sections 3.1 and 3.2 of criteria subjects must meet to be eligible for study
enrollment (e.g., age, gender, diagnosis, etc.). Indicate specifically whetheryou willinclude any of the
following vulnerable populations: (You may not include members of these populations as subjectsin your
research unless you indicate this in your inclusion criteria.) Review the corresponding checklists to ensure that
you have provided the necessary information.
e Adults unable to consent
o Review “CHECKLIST: Cognitively Impaired Adults (HRP-417)" to ensure thatyou have
provided sufficientinformation. HRP-417 can be accessed by clicking the Library link in
CATS IRB (http://irb.psu.edu).
¢ Individuals who are not yet adults (infants, children, teenagers)
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o Ifthe researchinvolves persons who have not attained the legal age for consentto
treatments or procedures involved in the research (“children”), review the “CHECKLIST:
Children (HRP-416)” to ensure that you have provided sufficientinformation. HRP-416
can be accessed by clicking the Library link in CATS IRB (http://irb.psu.edu).
e Pregnant women
o Review “CHECKLIST: Pregnant Women (HRP-412)” to ensure thatyou have provided
sufficient information. HRP-412 can be accessed by clicking the Library link in CATS IRB
(http://irb.psu.edu).
e Prisoners
o Review “CHECKLIST: Prisoners (HRP-415)" to ensure that you have provided sufficient
information. HRP-415 can be accessed by clicking the Library link in CATS IRB
(http://irb.psu.edu).
e Neonates of uncertainviability or non-viable neonates
o Review “CHECKLIST: Neonates (HRP-413)” or “CHECKLIST: Neonates of Uncertain Viability
(HRP-414)” to ensure that you have provide sufficientinformation. HRP-413 and HRP-414
can be accessed by clicking the Library link in CATS IRB (http://irb.psu.edu).

3.1 Inclusion Criteria

List the criteria that define who will be included in yourstudy.

Researchers who voluntarily enlist in the RPC will be asked to participate in the trial. All participants will
be over 18 years old.

3.2 Exclusion Criteria

List the criteria that define who will be excluded in your study.

None.
33 Early Withdrawal of Subjects

3.3.1 Criteriafor removal from study

Insert subject withdrawal criteria (e.g., safety reasons, failure of subject to adhere to protocol
requirements, subject consent withdrawal, disease progression, etc.).

Researchers who choose to stop participating in the study or the RPC itself. All study participants
can choose to opt-out of the study at any time.

3.3.2 Follow-up forwithdrawn subjects

Describe when and how to withdraw subjects from the study; the type and timing of the data to
be collected for withdrawal of subjects; whetherand how subjects are to be replaced; the
follow-up forsubjects withdrawn from investigational treatment.

No follow-up will be conducted with withdrawn subjects.

Recruitment Methods
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4.1

4.2

4.3

Identification of subjects

Describe the methods that will be used to identify potential subjects orthe source of the subjects. If not
recruiting subjects directly (e.g., database query for eligible records or samples) state what will be
gueried, how and by whom.

StudyFinder: If youintend to use StudyFinder (http://studyfinder.psu.edu) for recruitment purposes,
please indicate this in section 4.1 along with any other methods foridentifying subjects. Note that
information provided in this protocol should be consistent with information provided on the
StudyFinder page in your CATS IRB study.

For Penn State Hershey submissions using Enterprise Information Management (EIM) for recruitment,
attach your EIM Design Specification form on the Basic Information page in CATS IRB
(http://irb.psu.edu). See HRP-103 Investigator Manual, “What is appropriate for study recruitment?” for
additional information.

Researchers voluntarily enlist to participate in the Research-to-Policy Collaboration (RPC), which recruits
researchers from professional societies, committees or work groups, listservs, word-of-mouth, and
referrals from otherresearchers. All those enlisted in the RPCare theninvited to participate in the
study. Those who agree to participate in the study are randomly assigned to an intervention group that
receivesthe RPCor to a control group that receives a “light touch” policy engagementintervention.
Those who do not agree to participate in the study will not be placed in the control group, but will be
part of the RPC group alongside study participants who were randomly assigned to receive the RPC.

Recruitment process

Describe how, where and when potential subjects will be recruited (e.g., approaching or providing
information to potential subjects for participation in this research study).

All researchers who voluntarily sign-up to participate in the RPC will be invited to participate in this
study. Researchers enlist themselves in the intervention by completing an information form about their
areas of expertise, an essential part of RPCimplementation. Subsequentto the standard
implementation intake form, research participants will be asked to participate in the study. Researchers
can participate in the RPC evenif they opt out of participating in the study.

Recruitment materials

List the materials that will be used to recruit subjects. Add recruitment documents to your study in CATS
IRB (http://irb.psu.edu) on the “Consent Forms and Recruitment Materials” page. For advertisements,
upload the final copy of printed advertisements. When advertisements are taped for broadcast, attach
the final audio/video tape. You may submit the wording of the advertisement prior to taping to preclude
re-taping because of inappropriate wording, provided the IRB reviews the final audio/video tape.

StudyFinder: If youintend to use StudyFinder (http://studyfinder.psu.edu) for recruitment purposes,
you do not need to upload a separate recruitment document forinformation placed on the StudyFinder
site to yourstudyin CATSIRB. Necessaryinformation will be captured on the StudyFinder page in your
CATS IRB study.

RPC participants are recruited primarily via emails that are sentto individual researchers orvia listservs
for groups or organizations in which many members are researchers, and thus are eligible to
participate in the RPC. Recruitment emails are adapted based on context and a standard flier
will be attached to recruitment emails. The flier mentions the voluntary nature of the associated
study. RPC participants may choose to participate in the study or they may decline study
participation without that affecting their ability to participate in the RPC.
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5.0

4.4 Eligibility/screening of subjects

If potential subjects will be asked eligibility questions before obtaininginformed consent, describe the
process. Add the script documents and a list of the eligibility questions that will be used to your study in
CATS IRB (http://irb.psu.edu) on the “Consent Forms and Recruitment Materials” page.

StudyFinder: If youintend to use StudyFinder (http://studyfinder.psu.edu) for recruitment purposes,
any scripts (phone, email, or other) used when contacting StudyFinder participants as well as any
eligibility screening questions must be added to your study in CATS IRB (http://irb.psu.edu) on the
“Consent Forms and Recruitment Materials” page.

N/A

Consent Process and Documentation

Referto “SOP: Informed Consent Process for Research (HRP-090)”, for information about the process of
obtaining informed consent from subjects. HRP-090 can be accessed by clicking the Library link in CATS IRB
(http://irb.psu.edu).

5.1 ConsentProcess
5.1.1 ObtainingInformed Consent

5.1.1.1 Timing and Location of Consent

Describe where and when the consent process will take place.

The study consentform is provided online immediately subsequenttoa
researcherenlistingin the RPC(which also occurs online) and prior to entering
the online survey. RPC participants will then be asked to agree or decline
participation in the study.

5.1.1.2 Coercionor Undue Influence during Consent

Describe the steps that will be taken to minimize the possibility of coercion or
undue influence inthe consent process.

The consentform notes that study participation is voluntary and there is an
option to decline participating in the study such that researchers may
participate in the RPCwithout participating in the study.

5.1.2 Waiveror alteration of the informed consent requirement

If you are requesting a waiver or alteration of consent (consent willnot be obtained, required
information will not be disclosed, or the research involves deception), describe the rationale
for the requestin this section. Ifthe alteration is because of deception orincomplete
disclosure, explain whetherand how subjects will be debriefed. Add any debriefing materials or
document(s) toyourstudyin CATSIRB (http://irb.psu.edu) on the “Supporting Documents”
page. NOTE: Review the “CHECKLIST: Waiver or Alteration of Consent Process (HRP-410)” to
ensure you have provided sufficient information for the IRB to make these determinations.
HRP-410 can be accessed by clicking the Library link in CATS IRB (http://irb.psu.edu).

Study participation involves deception regarding the extent of a professional developmentand
policy engagement opportunity. Deceptionis necessary forinternal validity because awareness
of one’s condition in the experiment could lead to social desirability biasesin survey responses.
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5.2

The risk of deception is minimal because the intervention received by the controlgroup is
greaterthan that receivedin normal practice (i.e., no intervention, training, or engagement).
Furthermore, itis not unusualfor the intervention subjects (i.e., researchers) to be recruited for
voluntary commitmentsthatresult in limited engagement due to limited organizational capacity
(e.g., involvementinapolicy committee that becomesinactive). The experience of control
group participants is expected to be greaterthan or comparable to otherexperiences for which
they might be recruited outside of the current study context; therefore, participationinthe
study will not adversely affect the rights and welfare of study participants.

Survey participation involves little risk for participants, which involves the loss of confidentiality
of theirresponsestothe survey or interview. Confidentiality will be maintained to the degree
permitted by the technology used. Specifically, no guarantees can be made regarding the
interception of data sentvia the Internet by any third parties. To minimize this risk, data files
will be encrypted and direct identifiers will be removed from the data prior to storage and
analysis. Furthermore, the questions asked are not of a sensitive nature, and data protection
plans minimize threatsto confidentiality; therefore, participation in the survey will not adversely
affectthe rights or welfare of participants. Because research participants will be recruited
online, the majority of the intervention takes place online, and participants will be located
across the United states, it is notviable to complete a written consent. Therefore, survey
participants will be consented viaan online survey. Consentis therefore implied. Participants
are presented with consentinformation and mustclick “l agree” prior to entering the web-
based survey. An option for “I do not agree” would end the survey andindicate that the RPC
participant does not agree to participate in the study.

Observation participation involves minimal risk because the probability of harm or discomfort
from the collection of observational data from public meetingsis not greater than participating
in the public meeting with no observation. Meeting attendee s voluntarily elect to participate in
these meetings, and meeting participants have complete controlregarding with whom or the
extentto which they share personalinformation. A waiver will notadversely affect the rights or
welfare of subjects because meeting participants have the right to end participation in the
observed meeting atany time, and the observerwill be presentas a passive participant who
does notinterfere with naturally occurring phenomenon. The observation is unobtrusive, as the
observerwill join the meetingin a similar manneras the meeting participants. Most meetings
are expectedtolastaround 30 minutes; therefore, a written consent procedure would detract
time available forthe meetingitself. Furthermore, written consent procedures would disrupt
the nature of interactions that are of focus in the observation. No pertinent information of value
to meeting participants will be gleaned from the observation. Observational field notes reflect
process data regarding natural processes and interactions that occur during the intervention. No
information will be obtained that is relevantto the welfare of observed participants.

All study participants will be debriefed via email regarding their status as part of the RPC group
or control group subsequent to the conclusion of the study, approximately one year following
the baseline survey.

Consent Documentation

5.2.1

Written Documentation of Consent

Referto “SOP: Written Documentation of Consent (HRP-091)” forinformation about the process
to documentthe informed consent process in writing. HRP-091 can be accessed by clicking the
Library link in CATS IRB (http://irb.psu.edu).
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5.2.2

If you will document consent in writing, describe how consent of the subject will be documented
in writing. Add the consent document(s)to yourstudyin CATS IRB ( http://irb.psu.edu) on the
“Consent Forms and Recruitment Materials” page. Links to Penn State’s consent templates are
available in the same location where they are uploaded and theiruse is required.

N/A.

Waiver of Documentation of Consent (Implied consent, Verbal consent, etc.)

If you will obtain consent (verbal orimplied), but not document consent in writing, describe how
consent will be obtained. Add the consent script(s) and/orinformation sheet(s) to yourstudyin
CATS IRB (http://irb.psu.edu) on the “Consent Forms and Recruitment Materials” page. Links to
Penn State’s consent templates are available in the same location where they are uploaded and
their use is required. Review “CHECKLIST: Waiver of Written Documentation of Consent (HRP -
411)” to ensure that you have provided sufficientinformation. HRP-411 can be accessed by
clicking the Library link in CATSIRB (http://irb.psu.edu).

If your research presents no more than minimal risk of harm to subjects andinvolves no
procedures for which written documentation of consentis normally required outside of the
research context, the IRB will generally waive the requirement to obtain written documentation
of consent.

Survey participation consent will be implied. Participants are presented with consent
information and must click “I agree” prior to enteringthe web-based survey. An optionfor“|
disagree” would end the survey and indicate that the RPC participant does notagree to
participate in the study.

Public meetings will be observed, involve minimalrisk, no threats to the welfare of observation
subjects, andinformed consent procedures would interfere with naturally-occurring meeting
processesthatare the subject of study; therefore, observations of publicmeetings involve
subjects who are exemptfrom written, verbal, orimplied consent.

53 Consent— Other Considerations

5.3.1

Non-English Speaking Subjects

Indicate what language(s) otherthan English are understood by prospective subjects or
representatives.

If subjects who do not speak English will be enrolled, describe the process to ensure thatthe
oral and writteninformation provided to those subjects will be in that language. Indicate the
language that will be used by those obtaining consent.

Indicate whetherthe consent process will be documented in writing with the long form of the
consentdocumentation or with the short form of the consent documentation. Review the
“SOP: Written Documentation of Consent (HRP-091)” and the “Investigator Manual (HRP-103)”
to ensure that you have provided sufficient information. HRP-091 and HRP-103 can be accessed
by clicking the Library link in CATS IRB (http://irb.psu.edu).

It is anticipated that all RPC participants will speak English fluently due to the nature of their
engagementin U.S. domestic public policy. Therefore, we anticipate no study participants to be
non-English speaking.
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5.3.2 Cognitively Impaired Adults

Referto “CHECKLIST: Cognitively Impaired Adults (HRP-417)” for information about research
involving cognitively impaired adults as subjects. HRP-417 can be accessed by clicking the Library
link in CATSIRB (http://irb.psu.edu).

5.3.2.1 Capability of Providing Consent

| Describe the process to determine whetheranindividual is capable of consent.

RPC participants, and consequently study participants, include high-functioning
research faculty, professors, evaluators, and other skilled professionals who will
have the capacity to provide consent.

5.3.2.2 Adults Unable To Consent

Describe whetherand how informed consent will be obtained from the legally
authorized representative. Describe who will be allowed to provide informed
consent. Describe the process used to determine these individual’s authority to
consentto research.

For research conductedin the state, review “SOP: Legally Authorized
Representatives, Children and Guardians (HRP-013)” to be aware of which
individuals in the state meet the definition of “legally authorized
representative”. HRP-013 can be accessed by clicking the Library link in CATS IRB
(http://irb.psu.edu).

For research conducted outside of the state, provide information that describes
which individuals are authorized under applicable law to consenton behalf of a
prospective subject to their participation in the procedure(s) involved in this
research. One method of obtaining this information is to have a legal counselor
authority review your protocolalong with the definition of “children” in “SOP:
Legally Authorized Representatives, Children, and Guardians (HRP-013).” HRP-
013 can be accessed by clicking the Library link in CATS IRB ( http://irb.psu.edu).

N/A

5.3.2.3 Assent of Adults Unable to Consent

Describe the process for assent of the subjects. Indicate whetherassent willbe
required of all, some or none of the subjects. If some, indicate which subjects will
be required to assentand which will not.

If assent will not be obtained from some or all subjects, provide an explanation of
why not.

Describe whetherassent of the subjects will be documented and the process to
documentassent. The IRB allows the person obtaining assent to document assent
on the consent document and does not routinely require assent documents and
does not routinely require subjects to sign assent documents.

N/A
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6.0

5.3.3 Subjectswho are not yetadults (infants, children, teenagers)

5.3.3.1 Parental Permission

Describe whetherand how parental permission will be obtained. If permission
will be obtained fromindividuals other than parents, describe who will be
allowed to provide permission. Describe the process used to determine these
individual’s authority to consent to each child’s generalmedical care.

For research conducted in the state, review “SOP: Legally Authorized
Representatives, Children and Guardians (HRP-013)” to be aware of which
individuals in the state meetthe definition of “children”. HRP-013 can be
accessed by clicking the Library link in CATS IRB (http://irb.psu.edu).

For research conducted outside of the state, provide information that describes
which persons have not attained the legal age for consent to treatments or
proceduresinvolved in the research, underthe applicable law of the jurisdiction
in which research will be conducted. One method of obtaining this information
is to have a legal counsel or authority review your protocol along with the
definition of “children” in “SOP: Legally Authorized Representatives, Children,
and Guardians (HRP-013).” HRP-013 can be accessed by clicking the Library link
in CATS IRB (http://irb.psu.edu).

N/A. All RPC participants, and consequently study participants, will be overage
18.

5.3.3.2 Assentof subjects who are not yet adults

Indicate whether assent will be obtained from all, some, or none of the children. If
assent will be obtained from some children, indicate which children will be
required to assent. When assent of children is obtained describe whetherand how
it will be documented.

N/A

HIPAA Research Authorization and/or Waiver or Alteration of Authorization

This section is about the access, use or disclosure of Protected Health Information (PHI). PHI is individually
identifiable health information (i.e., health information containing one or more 18 identifiers) thatis transmitted
or maintained in any form or medium by a Covered Entity or its Business Associate . A Covered Entity is a health
plan, a health care clearinghouse or health care provider who transmits health information in electronic form.
See the “Investigator Manual (HRP-103)” for a list of the 18 identifiers. HRP-103 can be accessed by clicking the
Library link in CATS IRB (http://irb.psu.edu).

If requesting a waiver/alteration of HIPAA authorization, complete sections 6.2 and 6.3 in addition to section
6.1. The Privacy Rule permits waivers (or alterations) of authorization if the research me ets certain conditions.
Include only information that will be accessed with the waiver/alteration.

6.1 Authorization and/or Waiver or Alteration of Authorization for the Uses and Disclosures of PHI

Check all that apply:
X Not applicable, no identifiable protected health information (PHI) is accessed, used or
disclosedinthis study. [Mark all parts of sections 6.2 and 6.3 as not applicable]
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] Authorization will be obtained and documented as part of the consent process. [If thisis the
only box checked, mark sections 6.2 and 6.3 as notapplicable]

] Partial waiver is requested for recruitment purposes only (Check this box if patients’ medical
records will be accessed to determine eligibility before consent/authorization has been

obtained). [Complete all parts of sections 6.2 and 6.3]

] Full waiver is requested for entire research study (e.g., medical record review studies).
[Complete all parts of sections 6.2 and 6.3]

] Alterationis requested to waive requirement for written documentation of authorization
(verbal authorization will be obtained). [Complete all parts of sections 6.2 and 6.3]

6.2 Waiver or Alteration of Authorization for the Uses and Disclosures of PHI

6.2.1 Access, use or disclosure of PHI representing no more than a minimal risk to the privacy of the
individual

6.2.1.1 Plan to protect PHIfrom improper use or disclosure

Include the following statement as written— DO NOTALTER OR DELETE unless this
sectionis notapplicable because the research does notinvolve a waiver of
authorization. If the sectionis not applicable, remove the statementand indicate
as not applicable.

N/A

6.2.1.2 Plan to destroy identifiers ora justification for retaining identifiers

Describe the plan to destroy the identifiers at the earliest opportunity consistent
with the conduct of the research. Include when and how identifiers will be
destroyed. If identifiers will be retained, provide the legal, health or research
justification for retaining the identifiers.

N/A

6.2.2 Explanation for why the research could not practicably be conducted without access to and
use of PHI

Provide an explanation for why the research could not practicably be conducted without access
to and use of PHI.

N/A

6.2.3 Explanation for why the research could not practicably be conducted without the waiver or
alteration of authorization

Provide an explanation for why the research could not practicably be conducted withoutthe
waiver or alternation of authorization.

N/A

6.3 Waiver or alteration of authorization statements of agreement
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By submitting this study for review with a waiver of authorization, you agree to the following statement
— DO NOTALTER OR DELETE unless this sectionis not applicable because the research does notinvolve a
waiver or alteration of authorization. If the section is not applicable, remove the statement and indicate
as not applicable.

N/A

7.0 StudyDesignand Procedures

7.1 Study Design

| Describe and explain the study design.

This human subjects research involves a longitudinal randomized controlled trial and depth interviews of
researchers who participate in the Research-to-Policy Collaboration (RPC). Researchers are recruited to
participate in the RPC. When a researchervoluntarily enlists in the RPC, they provide information about
themselves and their expertise as part of RPCimplementation. Subsequently, RPC participants are
invited to participate in the study. Those who agree to participate are randomly assigned to eitherthe
RPCintervention group or a blinded control group that receives a “light touch” intervention. The next
step of RPCimplementation involves creating a discussion forum for engaging researchersin training or
policy efforts. Different discussion forums willbe used for each group:the RPC group (including those in
the study who were assigned the intervention as well as those who refused to participate in the study)
and the control group. The control group will receive information sheets regarding how to engage in
policy, whereasthe RPCgroup will be actively engaged in a series of six voluntary one-hourwebinars
preparingresearchersfor policy engagement, and will receive solicitations for contributing to policy
effortsviathe discussion forum. These activities are designed to build researchers’ capacity for
successful collaborative interactions with congressional staff around current policy priorities and specific,
time-sensitive needs of congressional offices.

Those in the RPC group who have expertise related to current congressional priorities and needs may be
invited to participate in a Rapid Response Event, which brings researchers and congressional staff
togetherface-to-face to meetin congressional offices (Washington, DC) and plan a collaborative
response to a current policy issue. To clarify expectations forinvolvement and minimize the threat of
disappointing those who are not invited to the Rapid Response Event, all RPC participants are repeatedly
informed throughout the capacity-building stage (via trainings and the discussion forum) that this
selection process will occur based on their participation in trainings, web-based engagement, and a
match between their expertise and congressional needs. Subsequent to these meetings, RPC
participants work collaboratively with one anotherand the congressional office to respond to the
current policy issue.

Participation in the study is voluntary among those enlistingin the RPC; opting out of the survey will not
impact their ability to participate in the intervention. Study participants are asked to complete the
survey approximately every three months foraboutone year: (1) Baseline, (2) Subsequentto training,
(3) Subsequent to policy engagement, and (4) Follow-up. Twenty-two study participantsin the
intervention group will be asked to complete in-depth qualitative interviews regarding their
experiences: 11 will participate prior to RPC involvementand 11 will participate subsequent to their
RPC involvement. Qualitative interviews will be recorded and transcribed.

Observations of public meetings may involve three types of participants: (1) public officials, (2)
researchers who have consented to study participation, and/or(3) researchers who are involved in the
intervention but did not consent to study participation. Public meetingsinclude: (1) those that occur in
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7.2

public officials’ offices, which are located in congressional office buildings that are opento the public
(i.e.,any member of the public may visit any office at any time), and (2) online trainings that are opento
the public, accessible through a URL on a publicly available website.

Study Procedures

Provide a description of all research procedures being performed and when they are being performed
(broken out by visit, if applicable), including procedures being performed to monitorsubjects for safety
or minimize risks. Include any long-term follow-up procedures and data collection, if applicable.

Describe where orhow you will be obtaining information about subjects (e.g., medical records, school
records, surveys, interview questions, focus group topics, audio or video recordings, data collection
forms, and collection of specimens through invasive or non-invasive procedures to include the amount
to be collected and how often). Add any data collection instruments that will be seen by subjects to your
study in CATS IRB (http://irb.psu.edu) in the “Supporting Documents” page.

7.2.1 EXAMPLE: Visit 1 or Day 1 or Pre-test, etc. (format accordingly)

Provide a description as defined above and format accordingly.

Online surveys using Qualtrics will be administered at the time whenresearchers sign-up to
participate in the RPC. Survey instruments are provided as a supporting document. The survey
asks for demographicinformation and about prior policy experiences, recent policy
engagement, policy-informed research activities, perceptions about engaging public officials,
perceived self-efficacy engaging with public officials, reported policy knowledge and training
needs, satisfactionin collaborating with public officials, value and impact of partnering with
public officials, and trust and respect within researcher-public official partnerships.

Qualitative interviews will occur prior to RPCimplementation at the time of study enroliment.
Interviews willoccur by web-chat or phone, and will ask:
e  What are yourexperiences of working with policymakers? What worked well? What were
some of the challenges?
e What do you think the most usefulkinds of evidence are for policymakers? Can you give
examples?
e What types of interactions or initiatives do you think would be most helpfulto link
researchers and policymakers?

7.2.2 EXAMPLE: Visit 2 or Day 2 or Post-test, etc. (format accordingly)

Provide a description as defined above and format accordingly.

The same survey protocolas usedin the pre-test will be administered approximately every three
months for about one year: (2) Subsequenttotraining, (3) Subsequentto policy engagement,
and (4) Follow-up. Efforts to minimize survey attrition will include tracking non-responsesto
follow-up surveys and requesting survey participation via individual emails twice per week until
survey completion or until the 3-week window for survey participation ends or until the
participant opts-out of participating in the survey. Inthe last week of the survey window, survey
participants who have not yet participated or opted-out of participation will be contacted by
phone torequesttheir participation and to complete the survey overthe phone if needed.

Qualitative interviews will occur subsequenttothe RPCimplementation, approximately 9
months following study enrollment, using web-chat or phone. These interviews will ask:
e How did youbecome involvedin the RPC? Is this your first involvement with policy? With
legislation? If no, whatare your previous experiences?
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e What were yourexpectations and aspirations from involvementin the RPC?

e Canyoudescribe the interactions you’ve had with policymakers through the RPC? (e.g.
informal coffees, phone calls, formal meetings, etc). How does this compare to
interactions outside the RPC?

e Whatkinds of evidence have you seen and used as part of the RPC? How? Did this reflect
your expectations?

e What has worked well? What could have gone better? (Risks of interaction, perceptions
and stereotypes)

This study also involves non-human research data, drawing from public information regarding
public officials’ use of research evidence, which will be obtained from legislators’ sponsored
bills, public statements, and reported research use by public officials. Non-human research data
will also supportthe interpretation of key findings from the current investigation that involve
human subjects.

This study also involves humanresearch datathat are exemptfrom consent processes. This
involves observations of public meetings occurring through the RPC, including researcher
trainings and meetings between researchers and public officials’ offices. Observations involve
minimal risk to subjects because the probability of harm or discomfort from the collection of
observational data from public meetings is not greaterthan participating in the public meeting
with no observation. Meeting attendees voluntarily elect to participate in these meetings, and
meeting participants have complete control regarding with whom or the extent to which they
share personalinformation. Meeting participants have the right to end participation in the
observed meeting atany time. The observation of public meetings is unobtrusive, asthe
observerwill join the meetingin a similar manneras the meeting participants. Meeting
durations are expected to last around 30 minutes; therefore, a written consent procedure would
detract time from the meetingitself. Furthermore, written consent procedures would disrupt
the nature of interactions that are of focus in the observation. No pertinent information of value
to meeting participants will be gleaned from the observation. Observational datainvolve
unstructured, qualitative field notes regarding natural processes and interactions that occur
during the intervention. These publicresearch data are process-oriented to enable internal
evaluation and inform improvements to the RPC.

7.3 Duration of Participation

Describe the duration of an individual subject’s participation in the study.

Study participation lasts forup to two years or until the participant opts-out of the study.

8.0 Subject Numbers and Statistical Plan

8.1 Number of Subjects

Indicate the total numberof subjects to be accrued.

If applicable, distinguish between the number of subjects who are expectedto be enrolled and
screened, and the number of subjects needed to complete the research procedures (i.e., numbers of
subjects excluding screen failures.)

We aim to enroll a maximum of 300 researchersin the baseline period of this study. The target number
of study participants in the full study is 80, including 40 researchersin the intervention and 40
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9.0

researchersinthe control group. This level of oversamplingis required because not all researchers will
complete all phases of the intervention and oversampling will combat attrition from study participation.

Twenty-two researchers from the intervention group will be selected to participate in depth-interviews
(11 at pre-testand 11 at post-test). Researchers willbe sampled purposively such that the sample is
representative of those with or without prior policy experience and range in their attitudes toward
policy engagement (e.g., skeptical or positive), which will be determined by survey datafromthe first
time point.

8.2 Sample size determination

If applicable, provide a justification of the sample size outlined in section 8.1 — to include reflections on,
or calculations of, the power of the study.

Statistical analyses are all powered atleast at a 90% levelto detect effectsizes of 0.2 or greater (power
analysis conducted with Optimal Design plus Empirical Evidence).

8.3 Statistical methods

Describe the statistical methods (or non-statistical methods of analysis) that will be employed.

Surveys data will be analysed longitudinally by modelling change across 4 time points —including
repeated measures and multilevel growth curve models (MLM) using MPlus. Missing data will be
handled with multiple imputation.

Qualitative interview data will be analyzed using a thematic process followed by an intensive discourse

analysis. Data will be interpreted alongside observational data using an interpretive policy analysis to
develop adata-driven theoretical framework for describing evidence use in the RPC.

Confidentiality, Privacy and Data Management

For research being conducted at Penn State Hershey or by Penn State Hersheyresearchers only, the research
data security and integrity plan is submitted using “HRP-598 — Research Data Plan Review Form Application
Supplement”, which is available in the Library in CATS IRB (http://irb.psu.edu). Referto Penn State College of
Medicine IRB’s “Standard Operating Procedure Addendum: Security and Integrity of Human Research Data”,
which is available on the IRB’s website. In order to avoid redundancy, for this section state “See the Research
Data Plan Review Form” in section 9.0 if you are conducting Penn State Hersheyresearch and move on to
section 10.

For all other research, in the sections below, describe the steps that will be taken to secure the data during
storage, use and transmission.

9.1 Confidentiality

9.1.1 Identifiersassociated with data and/or specimens

List the identifiers that will be included or associated with the data and/or specimens in any way
(e.g., names, addresses, telephone/fax numbers, email addresses, dates (date of birth,
admission/discharge dates, etc.), medical record numbers, social security numbers, health plan
beneficiary numbers, etc.).

If no identifiers will be included or associated with the data in any way, whetherdirectly or
indirectly, please indicate this instead.
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9.1.2

9.1.3

Study participants will be assigned a unique ID that allows data to be connected longitudinally.
Surveys and interviews will not be directly identifiable as ID codes will be used that are only
identifiable by the researchteam. Akey for ID codes will be keptin a separate file, which will
include names, phone number, emailaddress, and institutional affiliation. No oth eridentifiable
data will be collected in this study.

9.1.1.1 Use of Codes, Master List

If identifiers will be associated with the data and/orspecimens (as indicated in
section 9.1.1 above), describe whethera masterrecord or list containing a code
(i.e., code number, pseudonyms) will be used to separate the data collected from
identifiable information, where that master code list will be stored, who will have
access to the mastercode list, and when it will be destroyed.

Ifidentifiers are included or associated with the data as described in section
9.1.1 above, but no masterrecord or list containing a code will be used, it will be
assumed by the IRB that the investigator plans to directly link the identifiers
with the data.

Identifiable information obtained through the Qualtrics study will be stripped
from the data file prior to storage on the server. Only the research team will
have access tothe masterlist of ID codes. The masterlist of ID codes will be
destroyed withinthree years of the end of the project.

Storage of Data and/or Specimens

Describe where, how and for how long the data (hardcopy (paper) and/or electronic data)
and/orspecimens will be stored. NOTE: Data can include paperfiles, data onthe internetor
websites, computerfiles, audio/video files, photographs, etc. and should be considered in the
responses. Refertothe “Investigator Manual (HRP-103)” for information about how long
research records must be stored following the completion of the research prior to completing
this section. HRP-103 can be accessed by clicking the Library link in CATS IRB
(http://irb.psu.edu).

Please review Penn State’s Data Categorization Project for detailed information regarding the
appropriate and allowable storage of research data collected according to Penn State Policy
AD71. Although the IRB can impose greater confidentiality/security requirements (particularly
for sensitive data), the IRB cannot approve storage of research data in any way or using any
service that is not permissible by Penn State Policy AD71.

All data collected as part of this proposal will be stored on password-protected serversorin
locked filing cabinets and accessed only by the interviewer and project investigators. Personal
identifying information will be stored separately from the study data, and data will be storedin
an encrypted format. Interviews will be digitally recoded, transcribed, and stored in password-
protected servers to which only the research team will have access.

Access to Data and/or Specimens

Identify who will have access to the data and/orspecimens. Thisinformation should not conflict
with information provided in section 9.1.1.1 regarding who has access to identifiable
information, if applicable.

Max Crowley, Taylor Scott, and the research team will have access to study data.
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9.1.4 Transferring Data and/or Specimens

If the data and/orspecimens will be transferred to and/or from outside collaborators, identify
the collaborator to whom the data and/or specimens will be transferred and how the data
and/orspecimens will be transferred. This information should not conflict with information
providedin section 9.1.1.1 regarding who has access to identifiable information, if applicable.

N/A

9.2 Subject Privacy

This section must address subject privacy and NOT data confidentiality.
Indicate how the research team is permitted to access any sources of information about the subjects.

Describe the steps that will be taken to protect subjects’ privacy interests. “Privacy interest” refers to a
person’s desire to place limits on whom they interact with orto whom they provide personalinformation.

Describe what steps you will take to make the subjects feel at ease with the research situation in terms of
the questions being asked and the procedures being performed. “At ease” does not refer to physical
discomfort, but the sense of intrusiveness a subject might experience in response to questions,
examinations, and procedures.

All personal information is self-reported and the sensitivity of information requested is minimal.
Interaction among study participants occurs as a function of their voluntary participation in the RPC, not
the study; thus, all interactions are voluntary. Therefore, study participants have complete control
regarding with whom or the extent thatthey provide personal information.

10.0 Data and Safety Monitoring Plan

This sectionis required when research involves more than Minimal Risk to subjects. As definedin “SOP:
Definitions (HRP-001)”, available in the Library in CATS IRB (http://irb.psu.edu), MinimalRisk is defined as the
probability and magnitude of harm or discomfort anticipated in the research that are not greaterin and of
themselvesthan those ordinarily encountered in daily life or during the performance of routine physical or
psychological examinations or tests. Forresearch involving prisoners, Minimal Risk is the probability and
magnitude of physical or psychological harm that is normally encountered in the daily lives, or in the routine
medical, dental, or psychological examination of healthy persons. Please complete the sections below if the
research involves more than minimal risk to subjects OR indicate as not applicable.

10.1 Periodicevaluation of data

Describe the plan to periodically evaluate the data collected regarding both harms and benefits to
determine whethersubjects remain safe.

N/A.This study involves Minimal Risk to participants.

10.2 Data that are reviewed

| Describe the data that are reviewed, including safety data, untoward events, and efficacy data.

N/A. This study involves Minimal Risk to participants.
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11.0

10.3

10.4

10.5

10.6

10.7

10.8

Method of collection of safety information

Describe the method by which the safety information will be collected (e.g., with case report forms, at
study visits, by telephone calls and with subjects).

N/A.This study involves Minimal Risk to participants.

Frequency of data collection

Describe the frequency of data collection, including when safety data collection starts.

N/A. This study involves Minimal Risk to participants.

Individuals reviewing the data

Identify the individuals who will review the data. The plan might include establishinga data and safety
monitoring committee and a plan for reporting data monitoring committee findings to the IRB and the
sponsor.

N/A. This study involves Minimal Risk to participants.

Frequency of review of cumulative data

Describe the frequency or periodicity of review of cumulative data.

N/A.This study involves Minimal Risk to participants.

Statistical tests

Describe the statistical tests for analyzing the safety datato determine whetherharms are occurring.

N/A.This study involves Minimal Risk to participants.

Suspension of research

Describe any conditions that trigger an immediate suspension of research.

Risks

N/A.This study involves Minimal Risk to participants.

List the reasonably foreseeable risks, discomforts, hazards, orinconveniencestothe subjects related the
subjects’ participationin the research. For each potential risk, describe the probability, magnitude, duration,
and reversibility. Consider all types of risk including physical, psychological, social, legal, and economicrisks. If
applicable, indicate which procedures may have risks to the subjects thatare currently unforeseeable. If
applicable, indicate which procedures may have risks to an embryo or fetus should the subject be or become
pregnant. If applicable, describe risks to others who are not subjects.

Please keep in mind that loss of confidentiality is a potential risk when conducting human subject research and
should be addressed as such.

This study involves little risk for participants, which involve the loss of confidentiality of theirresponsestothe
survey or interview and deception regarding the extent of a professionaldevelopmentand policy engagement
opportunity. Confidentiality will be maintained to the degree permitted by the technology used. Specifically, no
guarantees can be made regarding the interception of data sentvia the Internet by any third parties. To
minimize this risk, data files will be encrypted and direct identifiers will be removed from the data prior to
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storage and analysis. Survey questions asked are not of a sensitive nature, and data protection plans minimize
threats to confidentiality. The risk of deceptionis also minimal because the intervention received by the control
group s greaterthan thatreceivedin normal practice (i.e., no intervention, training, or engagement).
Furthermore, itis not unusualfor the intervention subjects (i.e., researchers) to be recruited for voluntary
commitments thatresult in limited engagement due to limited organizational capacity (e.g., involvementina
policy committee that becomesinactive). Therefore, the experience of control group participants is expected to
be greaterthan or comparable to otherexperiences for which they might be recruited outside of the current
study context.

12.0 Potential Benefits to Subjects and Others

12.1 Potential Benefitsto Subjects

Describe the potential benefits thatindividual subjects may experience from taking part in the research.
If there is no direct benefit to subjects, indicate as such. Compensationis not considered a benefit.
Compensation should be addressed in section 14.0.

There are no direct benefits of participating in this study.

12.2 Potential Benefits to Others

Include benefits to society or others.

This work has the potentialto strengthen efforts toimprove the use of research evidence in
policymaking processes, as wellas to inform how researchers are trained and prepared for policy
engagement. Moreover, insights gleaned will inform the academic literature regarding how research is
used in policymaking processes at the federal legislative level of governance.

13.0 Sharing Results with Subjects

Describe whetherresults (study results or individual subject results, such as results of investigational diagnostic
tests, genetictests, orincidental findings) will be shared with subjects orothers (e.g., the subject’s primary care
physicians) and if so, describe how it will be shared.

N/A.There are no individual results of value to study participants.

14.0 Subject Stipend (Compensation) and/or Travel Reimbursements

Describe the amount and timing of any subject stipend/payment or travelreimbursement here. If thereis no
subject stipend/payment ortravel reimbursement, indicate as not applicable.

If course credit or extra credit is offered to subjects, describe the amount of credit and the available alternatives.
Alternatives should be equalin time and effort to the amount of course or extra credit offered.

If an existing, approved student subject poolwill be used to enroll subjects, please indicate as such and indicate
that course credit will be given and alternatives will be offered as perthe approved subject pool procedures.

Survey participants will be compensated $10 for completion of each survey time point (maximum of $40).
Compensation will be made with an electronic Amazon gift card emailed to the provided email address. Study
participants reflect a relatively elite group for which monetary incentives are not commiserate with fair-market
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consultation rates (approximately $50-100 per hour); therefore, $10 per 20-minute survey (or a rate of $30 per
hour) is not an unduly influence for participation.

15.0 Economic Burden to Subjects

15.1

15.2

Costs

Describe any costs that subjects may be responsible for because of participation in the research.

Participants will not be affected by direct costs for participation in this study; however, indirect costs
include participants’ time for participation. Participation in the surveyis expectedto require
approximately 20 minutes, or a total of one hour of researchers’ time participating in all four of the
surveys. Twenty-two participants who voluntarily agree to participate in depth qualitative interviews will
spend an additional hour participating.

Compensation for research-related injury

If the research involves more than Minimal Risk to subjects, describe the available compensationin
the eventof research related injury.

If there is no sponsor agreement that addresses compensation for medical care for research subjects
with a research-related injury, include the following text as written - DO NOT ALTER OR DELETE:

It is the policy of the institution to provide neither financial compensation norfree medical treatment
for research-related injury. Inthe event of injury resulting from this research, medical treatment s
available but will be provided at the usual charge. Costs forthe treatment of research-related injuries
will be charged to subjects ortheir insurance carriers.

For sponsored research studies with a research agreement with the sponsor that addresses
compensation for medical care for research-related injuries, include the following text as written - DO
NOT ALTER OR DELETE:

It is the policy of the institution to provide neitherfinancial compensation norfree medicaltreatment
for research-related injury. Inthe event of injury resulting from this research, medical treatment s
available but will be provided at the usual charge. Such charges may be paid by the study sponsoras
outlinedin the research agreementand explained in the consent form.

This study involves Minimal Risk to participants.

16.0 Resources Available

16.1

Facilities and locations

Identify and describe the facilities, sites and locations where recruitment and study procedures will be
performed.

If research will be conducted outside the United States, describe site -specific regulations or customs
affecting the research, and describe the process for obtaining local ethical review. Also, describe the
principal investigator’s experience conducting research at these locations and familiarity with local
culture.

All recruitmentis virtual using email. The RPC is primarily implemented remotely, including web-based
trainings, engaging researchers’ responses to policy efforts via emails and a discussion forum, and
working collaboratively on responses to legislative requests. Most meetings occur via phone or webchat
exceptforthe meetingsthat occur as part of the Rapid Response Event, which brings researchersand
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16.2

16.3

16.4

16.5

congressional staff togetherface-to-face to plan a response to current policy efforts. Those meetings are
heldin congressional officesin Washington, DC. Observations willoccur during web-based trainings as
well as on-site during the Rapid Response Event. Surveys with researchers willoccur online, or
occasionally by phone as part of attrition-reduction efforts.

Feasibility of recruiting the required number of subjects

Indicate the number of potential subjects to which the study team has access. Indicate the percentage
of those potential subjects needed forrecruitment.

It is anticipated that around 300 researchers will be recruited for the RPC. We believe that at least % (n =
225) of those may participate in the study at baseline, and approximately half of those individuals may
complete the study (n = 112), which would over-sample forthe current study.

Pl Time devoted to conducting the research

Describe how the Pl will ensure that a sufficientamount of time will be devoted to conducting and
completing the research. Please consider outside responsibilities as wellas otheron-goingresearch for
which the Pl is responsible.

The Primary Investigator, Max Crowley, is supported for 15% of FTE to work on this project, which will
ensure that research and compliance activities are completed as specified by the sponsored research
and as dictated by the IRB protocol.

Availability of medical or psychological resources

Describe the availability of medical or psychological resources that subject might need as a result of
their participation in the study, if applicable.

This study involves Minimal Risk for participants.

Process for informing Study Team

Describe the training plans to ensure members of the research team are informed about the protocol
and their duties, if applicable.

All research team members must complete the mandatory CITl training in human subjects research. The
IRB protocol will be reviewed by all team members, and compliance will be monitored by the Primary
Investigator.

17.0 Other Approvals

17.1

17.2

Other Approvals from External Entities

Describe any approvals that will be obtained prior to commencingthe research (e.g., from cooperating
institutions, community leaders, schools, external sites, funding agencies).

N/A
Internal PSU Committee Approvals

Check all that apply:

[ ] AnatomicPathology — Hershey only — Research involves the collection of tissues or use of pathologic
specimens. Upload a copy of HRP-902 - Human Tissue For Research Form on the “Supporting
Documents” page in CATS IRB. This form is available in the CATS IRB Library.

Page 22 of 26 (v.04/27/2017)




18.0

L]

L]

Animal Care and Use — All campuses—Human research involves animals and humans or the use of
human tissuesin animals

Biosafety — All campuses—Research involves biohazardous materials (human biological specimens
in a PSU research lab, biological toxins, carcinogens, infectious agents, recombinant viruses or DNA
or gene therapy).

Clinical Laboratories — Hershey only — Collection, processing and/or storage of extratubes of body
fluid specimensforresearch purposes by the Clinical Laboratories; and/or use of body fluids that
had been collected forclinical purposes, butare no longer needed forclinical use. Upload a copy of
HRP-901 - Human Body Fluids for Research Form on the “Supporting Documents” page in CATS IRB.
This form is available in the CATSIRB Library.

Clinical Research Center (CRC) Advisory Committee — Allcampuses —Research involves the use of
CRC servicesin any way.

Conflict of Interest Review — All campuses —Research has one or more of study team members
indicated as having a financial interest.

Radiation Safety —Hershey only — Research involves research-related radiation procedures. All
research involving radiation procedures (standard of care and/or research-related) must upload a
copy of HRP-903 - Radiation Review Form on the “Supporting Documents” page in CATS IRB. This
formis available in the CATSIRB Library.

IND/IDE Audit— All campuses — Research in whichthe PSU researcherholds the IND or IDE or
intends to hold the IND or IDE.

Scientific Review —Hershey only — All investigator-written research studies requiring review by the
convened IRBmust provide documentation of scientificreview with the IRB submission. The
scientific review requirement may be fulfilled by one of the following: (1) external peer-review
process; (2) department/institute scientificreview committee; or (3) scientific review by the Clinical
Research Center Advisory committee. NOTE: Review by the Penn State Hershey Cancer Institute
Scientific Review Committee is required if the study involves cancer prevention studies or cancer
patients, records and/ortissues. For more information about this requirement see the IRB website
at: http://www.pennstatehershey.org/web/irb/home/resources/investigator

Multi-Site Research

If this is a multi-site study (i.e., the study will be conducted at otherinstitutions each with its own principal
investigator) and you are the lead investigator, describe the processes to ensure communication amongsitesin
the sections below.

18.1

Communication Plans

Describe the plan for regular communication between the overallstudy directorand the other sites to
ensure thatall sites have the most current version of the protocol, consent document, etc. Describe the
process to ensure all modifications have been communicated to sites. Describe the process to ensure
that all required approvals have been obtained at each site (including approval by the site’s IRB of
record). Describe the processforcommunication of problems with the research, interim results and
closure of the study.
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N/A

18.2  Data Submissionand Security Plan

Describe the process and schedule for data submission and provide the data security plan for data
collected from othersites. Describe the processto ensure all engaged participating sites will safeguard
data as required by local information security policies.

N/A

18.3  SubjectEnrollment

Describe the procedures for coordination of subject enrollment and randomization for the overall
project.

N/A

18.4  Reporting of Adverse Events and New Information

Describe how adverse events and otherinformation will be reported from the clinical sites to the overall
study director. Provide the timeframe for this reporting.

N/A

18.5  Audit and Monitoring Plans

Describe the process to ensure all local site investigators conduct the study appropriately. Describe any
on-site auditing and monitoring plans for the study.

N/A

19.0 Adverse Event Reporting

19.1 Reporting Adverse Reactions and Unanticipated Problems to the Responsible IRB

| By submitting this study for review, you agree to the following statement —DO NOT ALTER OR DELETE:

In accordance with applicable policies of The Pennsylvania State University Institutional Review Board
(IRB), the investigator will report, to the IRB, any observed orreported harm (adverse event)
experienced by asubject or otherindividual, which in the opinion of the investigatoris determinedto be
(1) unexpected; and (2) probably related to the research procedures. Harms (adverse events) willb e
submitted tothe IRB in accordance with the IRB policies and procedures.

20.0 Study Monitoring, Auditing and Inspecting

20.1 Auditingand Inspecting

| By submitting this study for review, you agree to the following statement — DO NOT ALTER OR DELETE:

The investigator will permit study-related monitoring, audits, and inspections by the Penn State quality
assurance program office(s), IRB, the sponsor, and government regulatory bodies, of all study related
documents (e.g., source documents, regulatory docu ments, data collection instruments, study data
etc.). Theinvestigator will ensure the capability for inspections of applicable study-related facilities
(e.g., pharmacy, diagnosticlaboratory, etc.).
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21.0 Future Undetermined Research: Data and Specimen Banking

If this study is collecting identifiable data and/or specimens that will be banked for future undetermined
research, please describe this processin the sections below. This information should not conflict with
information provided in section 9.1.1 regarding whetheror not data and/orspecimens will be associated with
identifiers (directly or indirectly).

21.1 Data and/or specimens beingstored

Identify what data and/or specimens will be stored and the data associated with each specimen.

All data will be handled in accordance with the consent procedures and IRB protocol. Identifiers willbe
stripped from the data files for archival storage. Identifying information will be destroyed within three
years of the end of the project.

21.2  Location of storage

Identify the location where the dataand/or specimens will be stored.

Archival data will be stored on SharePoint, PSU’s secure cloud file transferserver.

21.3  Duration of storage

Identify how long the data and/or specimens will be stored.

De-identified study data will be archived indefinitely. Identifyinginfo will be destroyed within three
years of the end of the project.

21.4  Access to data and/or specimens

Identify who will have access to the data and/or specimens.

Only the research team will have access to archival data.

21.5 Proceduresto release data or specimens

Describe the proceduresto release the data and/orspecimens, including: the processtorequesta
release, approvals required for release, who can obtain data and/or specimens, and the datato be
provided with the specimens.

Identifyinginformation will not be released. Only members of the research team will have access to
archival data.

21.6  Processfor returning results

Describe the process for returning results about the use of the data and/orspecimens.

N/A
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