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2018 Common Rule Changes

BEGINNING JANUARY 21, 2019, all new research proposals’ will be reviewed in
accordance with 2018 Common Rule requirements. Research under TDMHSAS IRB
oversight prior to that date will continue to be reviewed in accordance with pre-
2018 Common Rule requirements. Among the 2018 Common Rule changeSare the
expansion of exemption criteria as well as changes in consent documentSEExemgption
status of research, however, will continue to be determined by the IRB, So\the
researcher/investigator should consult with the IRB Administratorregardingyany
questions related to submission. Researchers/investigators must contifue to' submit
any changes to the IRB for approval. This includes minor chamgeshsuchas changes to
the principal investigator (Pl), as well as major changes to the researeh. Moreover,
researchers/investigators must continue to report adverse e¥ents and noncompliance
issues such as protocol deviations.

Essentially the 2018 Common Rule offers morefoptions,forexemptions while continuing
to protect subject/participant privacy and cofifidentiality. Additionally, Informed consent
documents will contain greater detail than previous,due to the 2018 Common Rule. The
following requirements are valid under the 2018%Common Rule and will be adhered to
by the TDMHSAS IRB:

« Exemption status will be determiged by the IRB, not the researcher/investigator.
At minimum, exempted studies giay require limited IRB review, particularly if
they contain sensitive apd/oridentifiable information or biospecimens. Limited
IRB review will'ensure adequate privacy safeguards and maintenance of
confidentiality forpartieipants/service recipients.

o Researeh involving deception can be exempt under the 2018 Common
Rule ifithestibjects/participants prospectively agree that they will be
uraware of or misled about the nature/purpose of the research.

&= he SUbpart B population (i.e., pregnant women, human fetuses, and
neonates) is eligible for exempt status under all 2018 Common Rule
exemption categories.

6 The 2018 Common Rule requirement is a change from the pre-2018 rule
for Subpart C subjects/participants (i.e., prisoners). Exemptions can now
apply to research involving a broader subject/participant population if the
research only incidentally includes prisoners.

! New proposals with funding from the Department of Justice (DOJ) will be reviewed under pre-2018 Common Rule
requirements, as is the case involving proposals initially reviewed before January 21, 2019. DOJ has not yet signed
onto the 2018 Common Rule. New proposals with funding from the United States Food and Drug Administration

(FDA) will be reviewed under FDA regulations,
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Secondary research of information or biospecimens for Subpart C
subjects/participants can be exempted under the 2018 Common Rule if
that research is not seeking to examine prisoners as a subpopulation.
The-2018 Common Rule allows subjects/participants to continue in exempt
research if they become prisoners during the course of the study.

Under the 2018 Common Rule, exempt research involving children (i.e.,
participants covered by Subpart D) may fall into categories 1, 4, 5, 6, 7 or 8.
Exemption is not allowable when children are involved if the
information/biospecimens include identifiable information thatis reviewed
under a limited IRB review.

The 2018 Common Rule does not allow exemption of,researchiinvelving
the public behavior of children if the researcher/infestigateg participates in
the activities being observed. This requirementgis cohsisteht with the pre-
2018 rule.

Research in which children participate in sufugys,or interviews may not be
exempt under the 2018 Common Rule, aswas the case with the pre-2018
rule.

The 2018 Common Rule requires that gghsentydoctgnents contain information in
sufficient detail and presented/organized_ imp,suchha manner that the
participant/subject/service recipignt can makehis or her own informed decision
about whether to participate intheseSeareh. Further, consent documents must
contain key information in the begimning that identify the purpose, benefits, risks,
and alternatives to the reSearch, while helping the prospective participant utilize this
information in arriving atian inforfied decision.

Researchers/investigators must continue to submit any changes to the research
to the IRB far apprayal. This includes minor changes, such as changes to the
principal fhvestigater (P1), as well as major changes to the research.
Researehers/ipvestigators must continue to report adverse events and
nencompliance issues such as protocol deviations.

LimitedRB review may now be conducted through the exempted and/or
expedited review process as deemed necessary.

JThe TDMHSAS IRB voted not to approve single IRB review or the use of the broad
consent option in consent documents.

Version 20.0
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l. Policy on Departmental Oversight of
Federalwide Assurance (FWA)

Policy:

It is the policy of the Tennessee Department of Mental Health and
Substance Abuse Services (TDMHSAS) Institutional Review Board (IRB)ite
apply for and uphold the Federalwide Assurance (FWA) filed withsgthe
Department of Health and Human Services (DHHS), Office for Human
Research Protections (OHRP).

The IRB has not “checked the box” on its FWA application form Se the FWA
only has to be applied to federally-funded research. Thus, OHRP oversight
applies only to federally- funded research, not all'seseareh conducted by
or for TDMHSAS.

A. Basis of Federalwide Assurance (FWA)

1. The TDMHSAS IRB will maintain a valid Federalwide Assurance
(FWA) through DHHS, OHRP,

a. Hard copy and an electronic yersion of TDMHSAS' Federalwide
Assurance (FWA) will be maintained in the office of the IRB
Administratofpand Willoe available to TDMHSAS IRB members
as well as prospective researchers upon request. TDMHSAS' FWA
is based, omthefollowing principles:

1) The charge of the TDMHSAS IRB is to protect the welfare and
rightstof human participants in research and other research
activities involving service recipients/participants in TDMHSAS
facilities (i.e., the Regional Mental Health Institutes [RMHIs])
and/or programs managed directly by TDMHSAS Central Office
staff. Departmental authority is delegated by the Commissioner
to the Chief Medical Officer for TDMHSAS who serves as IRB
Chairperson.

2) The TDMHSAS IRB also has responsibility for research
activities where programs are funded by TDMHSAS, i.e.,
grant-funded programs, even though the participants are not
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in facilities or managed by Central office staff

a) Research encompasses activities designed to develop
or contributeto scientific generalized knowledge.

b) Research activities may include studies involving human
participants, records research, specimen research, and
research specified in grantproposals.

c) Research applies to all studies undertaken by or for,
TDMHSAS and includes any request to use service
recipients, their records, or their specimens fof researeh
purposes.

d) The following categories were designated as non.research
in the 2018 Common Rule:

(1) Journalistic and scholarly@ctivitiesssuch as journalism
biography, legal reseakch, literaryxcriticism, oral
history, and historicalischolarship.

(2) Public health surveiltanee activities.

(3) Collection and/or amalysis of biospecimens,
information, or're€ords for criminal investigative
purposester chdminal justice.

(4) Certain aetivities in homeland security, defense,
intelligence, or other national security missions.

e)\Research activities may include studies involving human
participants, records research, specimen research, and
research specified in grantproposals.

f) Research applies to all studies undertaken by or for
TDMHSAS and includes any request to use service
recipients, their records, or their specimens for research
purposes.

g) The following categories were designated as non-research
in the 2018 Common Rule:

Created 03/28/2016,; Updated 01/21/2019, 05/17/2019, & 10/7/2019 Page 6 of 79
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(1) Journalistic and scholarly activities such as journalism
biography, legal research, literary criticism, oral
history, and historical scholarship.

(2) Public health surveillance activities.

(3) Collection and/or analysis of biospecimens,
information, or records for criminal investigative
purposes or criminal justice.

(4) Certain activities in homeland security, defense)
intelligence or other national security miSsions.

Research activities may include studies ipvelving human
participants, records research, specimen research, and
research specified in grantpropg@sals.

Research applies to all studies bndertaken by or for
TDMHSAS and includes any request to use service
recipients, their recordsyhor theip specimens for research
purposes.

The following categories were designated as non-research

in the 2018 CommensRule:

(1) Jeurnalistic and scholarly activities such as journalism
biography, legal research, literary criticism, oral
history; and historical scholarship.

(2) Public health surveillance activities.
(3) Collection and/or analysis of biospecimens,
information, or records for criminal investigative

purposes or criminal justice.

(4) Certain activities in homeland security, defense,
intelligence, or other national security missions.

2. The IRB will uphold the ethical principles delineated in The Belmont
Report. Those principles include:

Version 20.0
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a. Respect for Persons. This principle holds that research
participants should be treated with dignity as self-directed
agents and that special consideration should be addressed when
participants may have diminished autonomy.

b. Beneficence. This principle emphasizes the dictum of “do no
harm” so that expected benefits are maximized and possible
risks of harm areminimized.

c. Justice. This principle focuses on the fairness in which gesearch
benefits and burdens are distributed.

3. The TDMHSAS IRB will apply regulations 45 Code of Federal
Regulations (CFR) Part 46, Subpart A through E. The'subparts deal
with the following:

a. Subpart A - Basic DHHS Policy for Protectionef Human Research
Subjects (also known as the “CommonRule™)

b.  Subpart B - Additional Pretections for Pregnant Women, Human
Fetuses and NeonateslavoleduinResearch

c. Subpart C - Additional"Rrotections Pertaining to Biomedical and
Behavioral Reseatch InvolVing Prisoners as Subjects

d. Subpartd-"Additional Protections for Children Involved as
Subjects inResearch

e. «Subpart E - Registration of Institutional Review Boards

45, The IRBfurther will apply additional regulations such as the Health
[Asurance Portability and Accountability Act of 1996 (HIPAA), when
appropriate, in reviewing research involving human participants.
Specifically, the IRB will adhere to 45 CFR Parts 160 and 164.

5. The IRB will apply additional protections where relevant including
Tennessee Code Annotated (Tenn. Code. Ann.) Title 33 and 42 CFR
Part 2 of the Confidentiality of Alcohol and Drug Abuse Patient
Records.
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B. Structure of the Institutional Review Board.

1. IRB membership is approved by the TDMHSAS Commissioner and
must consist of at least five (5) members.

2. Everyreasonable effort will be made to maintain nine (9) members on theIRB.
3. The Chief Medical Officer is the appointed IRB Chairperson.

4. In accordance with Federal regulations, the TDMHSAS IRB contaifis,at
least one member that is a nonscientist and at least one member that is
not a departmental staff person.

5. Per Board resolution, at least one member should be clinical staff
from one of the department's RMHIs or centralNoffice staff from
the Division of Hospital Services.

6. At least one community member whogs représéntative of the
behavioral health fieldwill be recog@mended formembership.

7. IRB members are approved by thesxCommissioner, and have complete
review, discussion, and voting fights<(An IRB member may be appointed
by the Chairperson to functiomasthe Co-Chairperson. This individual will
perform designatedgolestand responsibilities of the Chairperson in his
or her absence.)

8. Other individuals including student interns may be invited to
participate,in IRB'neetings. They can provide information regarding
specific propesals; review submitted material, answer questions from
the,membership, and engage in discussion. However, these
individuals will not have voting privileges.

C. IRB Responsibilities of Oversight for Its Federalwide Assurance (FWA)

1. The TDMHSAS IRB operates under FWA # 00018874. The IRB
operates under # IORG0003911.

2. IRB review and/or approval are required prior to the
engagement/enrollment of service recipients/participants
in research related to programs managed or funded by
TDMHSAS. (Research is defined in Section I.A.1.2) a-d) of
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thisdocument.) Sometimes research may be exempted but
still required limited IRB review to ensure privacy and
confidentiality considerations.

3. Through the review process, the IRB has the authority to
approve, approve with condition(s), disapprove, close-out, hold,
suspend, or terminate all research activities that fall within its
purview.

4. Meetings are typically scheduled monthly. Efforts will be magdeé
to designate a standard date and time for each manthly
meeting, e.g. every 3™ Friday from 10:00 AM to 11430 AM
central time. However, meeting dates/times may require
adjustment to ensure the presence of a quorum. Meetihgs
may be cancelled in the event there are neithefrpreposals to
review, nor pertinent business to discuss. The TDMHSAS-IRB
membership can attend meetings in person,by‘phone, and/or
through other technological means.

5. Studies involving more than minimal risk require full review and
must be handled during a convened meeting.

6. A quorum, i.e., the majofity oftthestotal TDMHSAS-IRB voting
membership, will begFequired tovote on proposals for full review. The
quorum can be formed face teface and/or via conference line or other
technological means. (OtherIRB business not specifically dealing with
research proposalsfamendments will not require a quorum for approval.
However, vioting will be fequired.)

a. NOJDMHSAS-IRB member with a conflicting interest shall cast a
positive or negative vote during review of a research study or
amehdment(s). These members may provide information or
Clarification as requested by the membership. Members having
such conflicts must cast a recusal vote.

7. Studies involving no more than minimal risk may not require full
review and hence might not be handled during a convened meeting.
Review of such studies can be expedited, involving as few as a single
member designated by the TDMHSAS-IRB Chairperson (or Co-
Chairperson in the absence of the Chairperson). (See Section I1l.B.5
on expedited review.) Summaries of the disposition of expedited
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reviews will be presented at the next full review meeting and/or
electronically.

8. All research reviews must address issues involving vulnerable
populations, if indicated. Vulnerability occurs when an individual’s
ability to protect himself or herself is diminished or absent.
Vulnerable populations are more susceptible to both inadvertent
and intentional harm and include: children and youth, women of
child-bearing potential, pregnant women, fetuses and human in
vitro fertilization, prisoners, and cognitively impaired individugls.

The Common Rule (Title 45, Part 46 of the Code of Federal Regulations)
identifies various categories of vulnerable populations. As\a result, the
IRB and Pls/researchers must give special consideration to pretecting
their welfare and ensuring voluntary research participationyand
freedom from coercion.

a. Children and Youth. Parents are reg@iredto give consent for
research participation of their ¢hildremy, Onéyparent can provide
consent when the research invalyes,only'minimal risk. There are
also extenuating circumstancesithat allow one parent to consent
to research for his/her.childgerAmong the circumstances are
when the other parent is incareerated, deceased, does not have
legal responsibility/custody, ar not reasonably available.
Research involving greatefthan minimal risk typically will require
that both parents give consent. Extenuating circumstances can
overridesthat requirement, however. The IRB may choose to
allow censentfromone parent when the research is of direct
benefigtothe ghild, despite the fact that the study is greater than
minimal risk¥Nevertheless, assent must be attained from any
child that participates in the research study and is capable of
giving,assent. In addition, children must be allowed to give
dissent, i.e., the opportunity to withdraw from the study. Parents
or adults can also choose to dissent.

In Tennessee, Title 33 gives the same rights to youth 16 years of
age or older with respect to inpatient and outpatient mental health
treatment, confidential information, medication decisions, and
participation in conflict resolution procedures except where
provided in Part 3 of Chapter 8 or otherwise expressed in the title.
This means that a behavioral health professional or an outpatient
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facility may provide rehabilitation and treatment without obtaining
consent from the parent, legal guardian, or legal custodian if the
youth is at least 16 years of age. The law, on the other hand, does
not forbid mental health providers from asking parents to give
consent if the youth has not reached the age of majority (at least
18 years of age in our state). In those cases, youth ages 16 or 17
would need to complete assent documents to participate in
research and the parent/guardian would sign the “consent to
participate in research” document.

Exemptions might be considered under certain categogiesiand
conditions under the 2018 Common Rule. Providing@pprepriate
protections is still critical.

b. Women of Child-bearing Potential. These women,are considered
vulnerable because of risks to any unborn ehildren if they become
pregnant. Their vulnerability is more oftentasseciated with clinical
research (Schwenzer, 2008). Neverthelessfrésearchers are
encouraged to involve this popuglationtin their research, whenever
appropriate. Women of child:bearing potential should be informed
regarding any precautiong related to their breast feeding or
becoming pregnant while a‘serviee, recipient/participant in the
study. Any other congerns fer this population should be included in
consent forms and/or‘in other discussions/documents related to
research participation.

C. Pregnant Wemen and Fetuses. The vulnerability of the pregnant woman is
directly,related to the potential for harm to the fetus. Therefore, research
participation for'pregnant women should be limited to no greater than
migimalkiskfThese limitations apply to breast- feeding women aswell.

dN, Priseners. This population has been defined as persons
iInvoluntarily confined in a penal institution, which includes
persons detained pending arraignment, trial, or sentencing, and
in the psychiatric hospital. Prisoners can be recruited for
research only under certain conditions: when a study has the
potential for direct benefit to the prisoner. It requires a lot of
work to get research involving this population approved by an
IRB but approval is not impossible when appropriately designed
and focused. Also, the 2018 Common Rule creates some latitude
for exemptions under specified circumstances.
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e. Persons with Cognitive Impairment. Persons with cognitive
impairment may have cognitive, developmental, or psychiatric
disorders; be in an unconscious state or critically ill; or have
diminished capacity for reasoning and judgment. They should have
the opportunity to be involved in research, but only if they are the
sole appropriate, service recipients/participants; the research
question is unique to the population; or the research involves no
more than minimal risk. In some cases, surrogate consent and
assent might be mostappropriate.

9. OHRP further recognizes special or at-risk populatighs Such,as
residents, employees, students, minorities, ands terminally ill
patients. Regarding vulnerable populations, the IRB should\ensure
that appropriate safeguards are in place. For vulnerable and/or at-
risk populations, the IRB must carefully examine whether the
research:

a. Involves more than minimal risksto theservige
recipient/participant.

b. Is likely to benefit the service réeipient/participant directly, even
if the risks are considered te be more than minimal.

c. Involves greater than minimal risk with no prospect of direct
benefit to ipdividuahsenvice recipients/participants, but is likely
to yield generalizable knowledge about the service
recipient/partieipant’s disorder or condition.

d. 4Présentsian @pportunity to understand, prevent, or alleviate a
sekioUs problem affecting the health or welfare of the service
recigient/participant.

Requests for approval of research that exposes vulnerable or at-risk
populations to risks that do not fall into one of the aforementioned

categories must be submitted to the DHHS secretary for review and
approval.

10.Research reviewed and approved by the IRB may be subject to
review and disapproval by the executive leadership of TDMHSAS.
However, executive leadership may not approve research
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previously disapproved by the IRB.

11.All research proposals and/or other associated materials including
voting results, meeting minutes, and agenda shall be accessible for
inspection and/or copying by authorized representatives or
designees of OHRP or other appropriate federal agencies at
reasonable times and in a reasonable manner.

a. This policy applies to approved and non-approved research
proposals.

b. This policy applies to proposal amendments and/or other
business topics/discussions related to research actiyities.

12.The IRB will retain copies of all approved proposals and/ox, other
materials related to disposition for as long as\the, Pl/researcher
must maintain records. Proposals not approved willkbe maintained
for a period not to exceed three (3) years. Electronic filing can be
utilized for record maintenance.

13.The TDMHSAS IRB may suspend,ofterminate approval of research
that is not being conducted ip accordance with its requirements or
that has been associated with Severeunexpected harm to
participants. Issues around suspension, e.g., failure to submit
continuing review orfclos@out, protocol deviations, or complaints
reported to the TDMHSAS-IRB"6ffice, will be brought to the
membership ferkesolutiondThe IRB Administrator will follow up to
ensure Board actions are implemented.

14.The IRB"mgay ©fficially close-out a study when requested by the
Pl/cesearcher bécause participants are no longer being enrolled and
follow-upyand/or data analysis are the only activities being
conducted. Close-out requests must include a detailed description
of hew privacy and confidentiality will be maintained, including final
disposition of the data/biospecimens. Continuing review may be
the preferred request if such was a required condition of the IRB's
review.
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Il. Procedure for Departmental Oversight of
Federalwide Assurance (FWA)

Procedure:

This procedure delineates responsibilities of the Tennessee
Department of Mental Health and Substance Abuse Services
(TDMHSAS) Institutional Review Board (IRB) in maintaining the
TDMHSAS FWA.

A. IRB Responsibilities

1. IRB members will participate in valid human subjects’ proteetion
training at minimum every three (3) years.

2. Newly appointed TDMHSAS IRB memberswill, obtain valid human
subjects protection training within six (6) months ofsappointment to the
Board.

3. Teachable moments at IRB meetipgs"may,be used to provide
additional training for membership:

4. The IRB will conduct jmitial review of research activities involving
appropriate studiesias delineated in Section Ill.A.4.a. of thisdocument.

5. The IRB will c@nduct contifitiing review of research activities, as deemed
necessaryfinvoluingwappropriate studies as delineated in Section Ill.A.4.b
of this document.

6. LimitedNRB review will be conducted for exempted and/or expedited
résearch as’deemed necessary as discussed in Section Ill.A.4.c of this
document.

7.5Ihe IRB will conduct review of amendments to previously approved
research as delineated in Section Ill.A.4.d of thisdocument.

8. The IRB will close-out a study when notified by the Principal Investigator
(PI) or his or her designee that the only remaining activities are service
recipient/participant follow-up and/or data analyses. Identified and/or
de-identified data might be involved.
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9. The IRB may take other actions such as suspending research
activities when deemed warranted.

B. Administrative Requirements of the IRB

1. In order to maintain an active FWA approved by OHRP, the IRB
Administrator will enter or update TDMHSAS information at least
every five (5) years, even if no changes have occurred. Any renewal
or update submitted electronically, and approved by OHRP, starts\a
new five-year effective period

2. The IRB Administrator (IA) will ensure that all necessary updates;
including changes to the membership, are reportedto OHRPNN a
timely manner.

3. The IA will maintain and/or disseminaté policies and procedures
related to this IRB in the conduct ofgreviews and approvals under
the FWA. In addition, the IA shall fulfill thexfollowing responsibilities:

a. Manage training opportunitiestincluding updates for the IRBmembership.

b. Handle queries regarding the IRB and its operation, including
informing applicants ofithe review process and keeping meeting
schedules.

c. ReceivegeSearch proposals, including amendments, for review
and prepare them for distribution to the IRB membership.
Proposalsimay,be submitted electronically and/or in hard-copy
format. Everyreasonable effort will be made to give membership
atNeast seven (7) days to review a proposal. In no instance should
memkbership be expected to provide review of a research proposal
received the day before or day of a scheduled IRB meeting.
Pls/researchers should aim to have proposals to the IRB
Administrator (IA) within 20 days of the next scheduled IRB
meeting.

d. Determine if a study or any amendments require full,
expedited, or limited IRB review, in collaboration with the IRB
Chairperson (or Co-Chairperson in the absence of the
Chairperson).
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e. Document and maintain records of IRB activities for a period
not less than three (3) years, as required by Federal
regulations 45 CFR Part 46.

f. Receive necessary information required for the IRB to officially closeout a
study.

g. Schedule and/or notify the IRB membership of meetings.
(Notification can be provided electronically.)

h. Develop and/or maintain appropriate forms necessary to éonduct IRB
business.

i. Prepare and maintain agendas and meeting minutes,

j. Stamp all approved research documents appropriately.

k. Inform principal investigators (Pls), res@archéers, and/or evaluators regarding
the status approved proposals withifiten (10) working days of the IRB's
decision, along with stamped,doeuments. In situations where approval
involves conditions, proVide eonditional information within ten (10) working
days of the IRB's decision. Researchers will be given up to thirty (30) days to
meet conditional requirements without penalty, unless otherwise indicated.
Stamped documents will,be provided within ten (10) working days of full
approval @@te., all conditional requirements have been met). Proposal status,
including fulha@pproval, may be provided electronically and/or in hard- copy
format.Wetification of approval will also be sent in the form of a letter signed
by the TDMHSAS-IRB Chairperson, with copies to the TDMHSAS
Commissioner and Deputy Commissioner and/or other appropriate parties.

|, ‘Wotify'researchers regarding continuing review, if possible.
(NOTE: Researchers are responsible for contacting the IRB
Administrator about continuing review, if required, whether or
not they receive reminder notification from thelA.)

m. Prepare and/or update information for the TDMHSAS-IRB Web page.

n. Participate in training sponsored by OHRP or other reputable
groups at minimum every three years and share training

Version 20.0 Created 03/28/2016,; Updated 01/21/2019, 05/17/2019, & 10/7/2019 Page 17 of 79



Mental I'-:I.e::alth 8 Institutional Review Board

'Substance Abuse Services (IRB) Policies and Procedures

information/materials with themembership.

C. Responsibilities of Principal Investigators (Pls)/Persons
That Submit Requests to Conduct Research

1. Principal Investigators (PIs) and/or their submitting agent must submit
research proposals, including amendments within twenty (20 days) of
scheduled TDMHSAS-IRB meetings to ensure timely review will occur.
(The TDMHSAS IRB will attempt to re- convene a full meeting soonenx,
than the following month when failure to review occurs because a
quorum could not be established. If that option cannot be
implemented, every effort will be made to ensure revigWwat the néxt
scheduled meeting. The Board will also work with thie Pl and, provide a
“30-day grace” period for study expiration undershése circumstances.)

2. Proposals, including amendments, receivedwutside the window of
scheduled meeting dates should allow at leastthirty«(30) days for
review. This means that review may ar may net oceur at the next
regularly scheduled meeting. In addition, the Board will not necessarily
provide a “30-day grace” period fer this Situation because the
submission did not meet the‘@ppropriate’time requirement. As a
result, enrollment into research¥or continuing review projects may be
suspended until review and approval have been provided. Research
activities can be re-ipstituted on€e continuing review approval has
been rendered.

3. Pls shouldénsuke'the quality of proposals, including amendments, and
other necessary doecuments that are submitted for review. Spelling and
gramimatical egrofs should be minimal. A suggested format for the
proposal is available on the TDMHSAS Web site at
https: Mwww.tn.gov/content/dam/tn/mentalhealth/documents/Suggest
ed\RB Proposal_Format.pdf. The suggested format is also contained
imthevAppendices of this manual. The Pl/researcher may choose to
submit a proposal in his or her preferred format, which is acceptable.
However, care should be taken to include all required sections as
indicated in the suggested-format document.

4. Pls and/or their submitting agent must include all materials required
for review, as indicated on the TDMHSAS IRB Web page or mentioned
in this document. This includes cover letters and the correct reference
to this department or the acronym: Tennessee Department of Mental
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Health and Substance Abuse Services(TDMHSAS).

5. PIs must sign and date all proposals and/or amendments
submitted for review whether or not he or she is the submitting
agent.

6. The Principal Investigator (PI) must demonstrate appropriate
knowledge of human participant protections, ethics, Federal
regulations, training, and monitoring as it relates to conducting hisiok
her proposed research. Documentation of such knowledge mtstthe
submitted in the form of a valid human subjects’ protection training
certificate. The training certificate can come from the TDMHSAS=IRB
website, the Collaborative Institutional Training Initiative (€ITI), &r
another reputable training entity, preferably at the time the Fesearch
proposal is submitted for review, but certainly in advance of receiving
notification of proposal approval. Exceptions includewhen the Pl has a
valid training certificate on file with the IRB through a/previously
reviewed or continuing study. Valid isdefined aswithin three (3) years
from the date on the certificate UNIESS Otherwise designated by the IRB.

7. In addition to the PI, persons,identified inithe proposal as key study
personnel because they will collectsdata directly from the service
recipients/participants, and/orhave access to the service
recipients/participants ortheir personal information at some point in
time during the study, must also demonstrate appropriate knowledge of
human participant protections, ethics, Federal regulations, training, and
monitoringgas it relates to the proposed research. Documentation of such
knowledge,must be submitted in the form of a valid human subjects’
protectiontraining Certificate. The training certificate can come from the
TDMHSAS-IRB website, the Collaborative Institutional Training Initiative
(CITnor‘another reputable training entity, preferably at the time the
rasedrelyproposal is submitted for review, but certainly in advance of
receiving notification of full approval. Exceptions include when the key
study personnel have a valid training certificate on file with the TDMHSAS
IRB through a previously reviewed study/amendment. Valid is defined as
within three (3) years from the date on the certificate UNLESS otherwise
designated by the IRB.

8. PIs can submit amendments to currently approved research at any time.
Depending on the request, amendments may be expedited or involved in
full review. Amendments involving minor changes that will not increase
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risk for participants, such as a change in evaluator, will most likely be
expedited.

Under the 2018 Common Rule, close-out requests may be submitted
when remaining activities only involve follow-up and/or data analysis.
Data can be identified or de-identified. (Pre-2018 studies and DOJ or FDA
studies must adhere to pre-2018 requirements for closeout. These
requirements included no more enrollment or follow-up of participants
and, if there were data analysis, the analyses would only involve de=
identified data.) All close- out requests should further include
information about data storage, retention, and usage. In addition, the
data can only be used for academic or professional purgoses, net for
personal or financial gain. Any new use of service regipient/participant’s
data will require additional consenting because the TDMHSAS, IRB does
not honor the use of broad consent at the time ofithis writing.

All close-out requests should document the réasor for the request,
include a summary of the research findings(@r mention when such
findings will be available), and desgribe imdetaihhow study information
(data and/or biospecimens) willbeisecurely'and appropriately stored,
maintained, and/or destroyed. Thefollowing guidelines should be
followed for maintenance,of studydata.

a. For Adults
Mental health records mustbe maintained for ten (10) years
after termimation oftsenvices/discharge.

b. ForMiners

If the"minar receives services as a minor, then the minor’s mental health
recerds must be maintained for ten (10) years after the minor reaches
the age of majority (18 years of age in Tennessee).

The aforementioned guidelines were taken from the Department of
Mental Health Record Disposition Authority Report dated March 19, 2012.
Secure electronic storage/maintenance of data is acceptable if there are
appropriate protections.

If reasonable and/or necessary, Pls/researchers should notify
service recipients/participants that the research study is closing out.
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lll. Policy on Activities Subject to IRB Review
Policy:

It is the policy of the Tennessee Department of Mental Health and Substance
Abuse Services (TDMHSAS) Institutional Review Board (IRB) to review
research/research activities involving service recipients/participants in TDIMHSAS
facilities (i.e., the RMHIs) and/or programs funded by or through TDMHSAS:

A. Review and Approval of Human Subjects Research

1. Al human subjects research, and all other activities,gwhichhin pawt
include human subjects research, involving service
recipients/participants in TDMHSAS facilities (i.e., the'RMHls) and/or
programs funded by or through TDMHSAS must be reviewed