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Mental health practitioncrs, even when they have rescarch
training, rarcly contribute to the scientific literature. One
reason for this may be that they need help addressing the
ethical and legal issucs they encounter as they contemplatc
undertaking rescarch in a clinical practice sctting. To
address that need, we offer several types of guidance for
conducting research in a private practice setting in a way
that meets high cthical and legal standards. We describe the
situations in which cthical review of a research proposal by a
federally registered institutional review board (IRB) is
legally required, and identify alternate mechanisms that
practitioners can usc 10 obrain an ethjcal review when a
formal IRB review is not required by law. We discuss legal
and ethical requirciments of conducting single-case studies in
3 practice sctting. We provide a rationale, and free and
incxpensive options, for obtaining a formal cenificate of
training in human subjects research. And we offer guidance
for obtaining informed consent and Health Insurance
Portability and Accountability Act (HIPAA) authorization
from rescarch participants. We conclude with a bricf
discussion of other legal and professional issues o cansider
when conducting research in private practice.
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LARGE NUMBERS OF MENTAL HEALTH PRACTITIONERS 40
who received extensive research training as part of a1
their graduate training choose careers in private a2
practice. Although they may use their research 43
training to help them consume research findings in aa
their clinical work, these practitioners rarely use it as
to contribute to the scientific literacure. The modal «6
number of publications produced by clinical o7
psychologists is zero (Norcross & Karpiak, 2012). s

There are many impediments to conducting ag
research in a clinical setting. These include {but so
are not limited to) difficulties finding time o carry s
out research, getting compensated for time spent sz
working on research, obtaining library and journal s3
access, developing an infrastructure to support data sa
collection, obtaining statistical software and con- ss
sultation, and obrtaining help from research assis- ss
tants and collaborators. Descriptions of many of s
these barricrs, and suggested solutions to them, ss
appear in Walcman (2018), Oshorne {2018), and ss
Persons (2018). 60

Another importanc obstacle is that little guidance &
is available to help clinicians address the ethical and 62
legal issues they confront when they consider 63
undertaking research in a clinical setting. The 64
authors collectively have been conducting research ss
in practice settings for decades, and have developed &6
solutions for a range of practice-based research 67
challenges, including those related to the erhical 6
and legal conduct of such research (e.g., see Codd, eo

- X odd, IIl, R. T. (2021). Ethical and legal
Persons, J. B., Osborne, T. L., & Coddq, lll, R. T. (2021)
guidance for mental health practitioners who wish to conduct research
in a private practice setting. Behavior Therapy, 51(3), 313-323.



100
101
102
103
104
108
106
107
108
109
110
m
112
13
14
15
116

117
118
119
120
121
122
123

e/

PERSONS

2018; Osborne 8 Luoma, 2018). We aim to share
here some of the lessons we have learned. We
describe mechanisms practitioners can use to obtain
an ethical review of their research proposal, and legal
and ethical requirements of conducting single-case
studies in a clinical practice setting. We provide a
rationale for, and free and inexpensive options for
obtaining a certificate of training in human research.
We offer guidance in obtaining informed consent and
Health Insurance Portability and Accountability Act
(HIPAA) authorization from research participants.
We conclude with a brief description of other legal
and professional issues to consider when conducting
research in a private practice setting.

Obtaining an Ethical Review of the Practi-

tioner's Research Proposal
As graduate students, we learned to verify that our
research proposals met generally accepted ethical
standards by obraining a review of our proposed
studies by university-based Institutional Review
Boards (IRBs), which were registered with the federal
government. However, as private practitioners, we
often do not have easy access to an IRB. We describe
here the circumstances in which a review of a
research proposal by a federally registered IRB is
legally required, strategies for obtaining such a
review, alternative review mechanisms the clinician-
rescarcher can use when a formal IRB review is not
required, and factors to consider when selecting a
review mechanism.

CIRCUMSTANCES IN WHICH REVIEW BY A
FEDERALLY REGISTERED IRB IS REQUIRED
In the United States, IRBs, born out of the National
Research Act of 1974, are the primary organiza-
tions that provide ethical oversight of research
activity in order to protect the welfare of research
participants. Federal regulations put forth by the
Office for Human Research Protections (45 CFR
46, also known as the “Common Rule”) require
that research be reviewed and approved by a
federally registered IRB when the research (a)
meets the federal definition of research, (b) relies
on data that meet the federal definition of data from
a human subject, and (c) meets any of the four
conditions described below (Health and Human
Services Department [HHS], Protection of Human
Subjects, 2018).

The Federal Definition of Research

The federal government defines research as “a
systematic investigation, including research develop-
ment, testing, and evaluation, designed to develop or
contribute to generalizable knowledge” (Amdur et al.,
2006). Of course, much of evidence-based clinical
practice meets the definition of a systematic investiga-
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tion, in that the clinician is systematically manipulat-
ing the treatment and collecting data to evaluate the
effects of these manipulations on the client’s behavior 12
{Hayes, 1981). However, to meet the definition of 127
research, the project must also be conducted with the 128
intent of contributing to generalizable knowledge. 120
Not all systematic investigations are intended to
contribute to generalizable knowledge. Some simply
involve high-quality care, some are program evalua- 132
tions (which is meant to provide information to the
organization collecting it but not to contribute to the 134
larger scientific community), and some serve educa- 135
tional purposes (Amdur et al., 2006). To meet the 135
federal definition of research, the project must entail
both a systematic investigation and the intent to 138
contribute to generalizable knowledge.

The Federal Definition of a Human Subject
Federal guidelines state: “Human subject means a 1a1
living individual about whom an investigator
(whether professional or student) conducting re- 143
search obrains data through (1) intervention or
interaction with the individual, or (2) identifiable 145
private information” (Amdur et al., 2006). If the 145
project does not involve human subjects, the federal 147
regulations governing IRB review of research do
not apply. Thus, analyses of data in already-
existing de-identified data sets do not meet the
definition of data that meet the federal definition of 151
data from a human subject, and thus do not require
a formal IRB review. Formal IRB review is not
legally required unless the project meets the 154
definition of research and involves human subjects
as defined by the federal government.

124

]

Four Conditions Requiring Review by a Federally 151
Registered IRB
Federal regulations put forth by the Office of 159
Human Research Protections (OHRP) stipulate 160
four circumstances when a review of a research
proposal by a federally registered IRB is legally 162
required (HHS Department Protection of Human 163
Subjects, 2018). The first situation is when
research is conducted or funded by a federal 165
entity thar has adopted the Common Rule (e.g., 166
National Institute of Mental Health). Another 167
required circumstance is when research is con-
ducted under an entity that has elected to apply
the Common Rule, regardless of whether federal
funding is involved. This is commonly seen in
university settings. A third situation involves
research falling under the jurisdiction of federal
bodies that are required to follow the Common
Rule, such as the Federal Drug Administration.
Finally, independent IRB review must occur in 176
jurisdictions that require this protection for all 177
research conducted in its jurisdiction. 178
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Most research conducted by practitioners does
not fallin any of these four carcgories, and therefore
IRB review is usually not legally required for
practice-based research. Nevertheless, we recom-
mend that investigators obtain an IRB review of
their research if chey can do ir, as investigators are
obliged o conduct research in an cthical manner,
and IRBs have well-developed mechanisms for
evaluaring ethical rescarch practice. Furthermore,
IRB review can mitigate a rescearcher's legal risk in
the unlikely event of an adverse event that occurs
during the course of the research, for example.

Some journals and academic conferences require
an IRB review even in circumstances when ir is not
legally required. If the journal or conference requires
an IRB review when it is nor legally required, the
proactive and skillful clinician-investigator may he
able to work with the journal or conference to
educate them about the legal requirements for [RB
review. We successtully negoriared a change to the
IRBreview requirement of the conference submission
guidclines of one of our professional associations to
allow investigators 1o submit research 1o the
conference without a formal IRB review when this
is not legally required.

STRATEGIES FOR OBTAINING A REVIEW BY A
FEDERALLY REGISTERED IRB

Private practitioners by definition are not part of a
large institution thar mainrains an IRB thar the
practitioner can call on for a review of his or her
rescarch. To ger IRB access, the practitioner may
be able to ger access o a universiry-based IRB by
collaborating with an investigator who has an
academic appoinrment. Attending research presen-
tations at conferences, including the Association for
Behavioral and Cognirive Therapies (ABCT), can
help the clinician identify academic collaborators.
Similar collaborations are possible with colleagues
at local hospirals, possibly affording access o their
IRBs. Another potential solution is to obtain an
adjunct faculty position ar a local university thar
gives its adjunce faculty access to the university's
IRB (ot all do). Another strategy is to hire a
private, fee-for-service IRB, although costs associ-
ated with these IRBs may be prohibitive tor many
private pracritioners,

An additional option is to parter with other
practice-based researchers to form a federally regis-
tered IRB. The execurtion of this solution is resource
intensive, and the precise details for accomplishing
this task are beyond the scope of this paper. However,
weare part of a group of practitioners who did this in
2011, and we describe the process in Osborne (2018)
and Osborne and Luoma (2018). Our IRB is hosted
by a nonprofit organization we esta blished to house

it, meets monthly, and o date has reviewed 38
tesearch projects thar have been carried our in a
variety of practice settings by our members.

ALTERNATE MECHANISMS FOR OBTAINING
ETHICAL REVIEW OF A RESEARCH PROJECT

When an ethical review by a federally registered
IRB is not legally required or casy to obtain, the
investigator can conductan informal ethical review
of histher projeer. We offer here some guidance for

AN

. . . . . t
conducring an informal ethical review. As the

investigator carries out this task. he or she will
want 1o attend to the same ethical principles that
guide a federally registered IRB, and we describe
these first.

Lthical Principles to Attend to \When ¢ onducting
an Informal Ethical Review:
The fundamental ethical principles tor conducting,
rescarch with human participanes are described in
the Belmont Report, a document published by the
National Commission for the Protection of Human
Subjects of Biomedical and Behavioral Research
{(1979). The Belmont Report was based in part on
mternationally agreed-upon standards that came
before i, including the Nuremberg Code and che
World Medical Association Declaration of Helsinki
(Amdur & Bankert, 20015 The Belmont Report
describes three foundarional cthical principles:
respect for persons, beneficence, and justice.
Respect for persons is built upon two component
standards: {a) individuals should be rreared as
aurtonomous agents; and (b} persons with dimin-
ished auronomy, such as children, prisoners, and

those with limited education, should be protected.

Four concepts flow out of those two standards: (a)
participation in research must be voluntary, ib)

participants must provide informed consent, (¢)

privacy and confidentiality must be protected, and

{d) participants may withdraw from research at any :

time without penalty (Amdur & Bankerr, 20113
We discuss informed consent in detail below.

The essence of the principle of beneficonce is that
the benefits of rescarch activity should outweigh the
risks. Research entailing risks that are justified by the
conceivable benefits o individuals and socicty, and
that sceks 1o minimize risks while maximizing
benefits, are congruent with the principle of henefi-
cence (Amdur & Bankert, 2011). Beneficence also
mvolves the requirements thar the study be well
designed and likely 1o be successfully implemented
and disseminated so it can produce uscful knowledge.

Investigarors can take several practical steps o
assess whether their study adheres to the principle
of beneficence. First, they can ask themselves, “Is
the research participant being treated as 1 would

Please cite chis article as: jB Persons, T. L. Osborne and R, Trenr Codd, Ethical and Legal Guidance for Mental Health Practitioners Who
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like to be treated?” If the answer to that question is
“No,” then the principle of beneficence requires a
modification to the study procedures. Second, the
investigator can work to minimize risks to research
participants by carefully reviewing each of the types
of risks that an IRB generally asks an investigator to
consider and address, if present. These risks include
legal risks; physical risks; risks arising from the use
of private records, including medical or education-
al records; psychological risks; possible invasion of
privacy of the participant or family; risks arising
from the collection of personal or sensitive infor-
mation in surveys or interviews; economic risks;
and risks arising from the use of audio or video
recording for data collection. The investigator can
review this list to identify whether the research
exposes participants to these or other risks, and
identify strategies to minimize these risks, or at a
minimum, fully inform participants about any
risks. Finally, investigators can require themselves
to present their research at conferences and publish
it in journals so it can yield some benefit to society.

The principle of justice speaks to the equitable
distribution of risk among those who are likely to
benefit from research. Two central notions derive
from this principle. First, no population should be
overburdened by the risks stemming from research.
Second, and perhaps less intuitive, participant
categories (e.g., vulnerable populations) must not
be systematically excluded from research because
such exclusion may limit the generalizability of
research findings to those populations (Amdur &
Bankert, 2011).

Practically speaking, to follow the principle of
justice, investigators will want to take care to
recruit research participants from the population to
which the investigators wishes the results of the
study to generalize, not just a convenient sample. A
particularly convenient research sample, and thus a
likely overburdened research population, is under-
graduate students. The investigator who wishes his
or her results to generalize to populations other than
undergraduate students, including to specific racial-
and ethnic-minority groups, for example, will want
to recruit participants from those populations.

The codes of ethics for most mental health
professions are derived from the three ethical
principles outlined in the Belmont Report. Accord-
ingly, the investigator can consult his or her
professional ethics code for detailed practical
guidelines on following the three ethical principles
described here. Section 8 of the American Psycho-
logical Association’s (APA, 2017) Ethics Code,
Section 5.02 of the National Association of Social
Workers (NASW, 2017) code of ethics, and
Section G of the American Counseling Associa-
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tion's (ACA, 2014) code of ethics are dedicated to 344
ethics in research. 345

Conducting an Informal Ethical Review of a s
Research Proposal 347
Toaid the practitioner in the process of conducting an 8
informal ethical review of his or her research 3
proposal, we developed a worksheet that practice- 350
based researchers can use to keep the ethical principles 351
listed above in mind as they design their research 52
studies and conduct ethical reviews. The Worksheetto 3s3
Guide an Ethical Review of a Research Project is 354
available at no cost at www.oaklandcbt.com on the ass
Research page, and readers are welcome to download 3s6
it and adapt it to meet their needs. The form is as7
annotated and guides the investigator to attend to 3s8
ethical principles in the design and conduct of the 3ss
research project. 360

To carry out the review process, the investigator 361
can complete the worksheet and forward it to 3s2
members of a review committee (i.e., three or four 383
colleagues) that the investigator selects and who 3s4
have agreed to do the investigator a professional 365
favor. The investigator can ask these colleagues to 3es
review the write-up of the project and write a brief 367
report in which they describe any ethical issues they 368
identify. The investigator may wish to convene a 369
meeting of the reviewers to discuss their input and 370
the investigator’s proposed solutions to any ethical 371
issues the reviewers raised. Then the investigator 372
can document the results of the review process. 373

To increase the chances that the investigator will 374
obtain an unbiased review of his or her project, we 375
recommend selecting as reviewers colleagues who are 376
a bit removed from the investigator’s practice (i.e., 377
not business partners or relatives). The investigator 378
can also take care to select reviewers who are licensed 379
psychologists or other professionals who have some 380
training in research and are familiar with the ethical 381
principles of their discipline. Most professionals are 3s2
eager to carry out their professional duties in an 3
ethical manner. This process is not dissimilar from 3es
the sort of ethical review of treatment that occurs in 385
clinical practice settings; when ethical dilemmas 36
arise, we consult with colleagues we trust to advise 3s7
us, and ask them to tell us their unvarnished view of 3ss
the ethics of the situation—not what we want to hear. 389

Readers may be concerned that asking colleagues 390
to read a description of a proposed research project, 391
write a report outlining any ethical concerns they 3%
identify, and attend a meeting to discuss the proposed 39
study is too burdensome for the reviewers. Certainly 3s4
itis true that this task might require 3—4 hours of the ass
reviewer's time. Although we have used this mech- 39
anism rarely, we have not had difficulty locating 3s?
colleagues who were willing to participate in this 3ss
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process. And the time commitment required is similar
to thar required by those of us who provide peer
reviews of manuscript or conferences submissions for
journals and conferences in our field or other types of
service to our professions or communitics.

IBP used the informal mechanism described here 1o
obrain an ethical review of a study of the interrater
reliability of cognitive-behavioral case formulations
(Persons et al,, 19935). She was fortunate to enlist a
review committee that included a practitioner and
academic who chaired the IRB ar a local professional
schooland a former research collaborator who was a
faculey member ar a local university. In this study, 46
clinicians artended a training workshop on the topic
of cognitive-behavioral case formulation thar was
provided by JBP, and then listened to audio
recordings of rwo intake interviews she had con-
ducted with patients who gave informed consent for
their recorded session to be used for research
purposes. The artendees offered their views about
the problems on cach patient’s problem list, and
listed the dysfunctional artirudes and schemas they
proposed were causing and maintaining those
problems. Results of the study showed that clinicians
had moderate agreement on their view of patients’
problems and, except for one type of belief {dvsfunc-
tional attitudes) for one client, high agreement on
ratings of underlying cognitive mechanisms.
SELECTING A MECIHANISM
As we deseribed above, the pracrice-based re-
scarcher has several options for obraining an
ethical review of his or her research proposal.
One consideration when selecting a mechanism is
the complexity and riskiness of the project. If the
project is a randomized controlled rrial that enrails
providing treatment to patients, it is a gaod idea ro
obtain a formal IRB review of the project. The IRB
will be skilled in evaluating this sort of complex and
challenging projecr and helping the investigator
take appropriate steps ro protect the rescarch
participants as well as the investigator—ior exam-
ple, a randomized controlled trial may need a dara
satery and monitoring board, and the level of
awareness required to understand thar this s
needed and help the investigator implement it is
not likely to be available to members of an informal
review commirtee. If the project entails very lirtle
risk.areview by the informal mechanism described
above s likely 1o be adequate 0 prorect the
rescarcher and the participants.

Another consideration when selecting a mechanism
is cost. If the project is self-funded, the investigator
may not want to pay an independent IRB, and likely
will prefer an informal review mechanism, If the
project is funded by a foundation or by the federal

ETHICAL AND LEGAL GUIDANCE
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government, the investigator can include funds ro pay
an independent IRB as part of the project budget.

SITUATIONS WHEN NO ETHICAL REVIEW 15
REQUIRED

As we deseribed above, no ethical review of a research
proposal is legally required when the project does not
mect the federal definition of research with human
subjects. That means thar one solution 1o the difficulry
the practitioner confrones of obtaining an cthical
review of research is ro limit research activiey 1o
projects that do not meet the federal definition of
research, Examples include studies based on analysis
of de-identified data that do not meet the definition of
human subjects. An example of such a project is a
study of the relationship between outcome and
dropout in naturalistic cognitive-behavior therapy
by Zieve eral. (2019), which examined a de-identified
data set of 1,092 parients treated in Persons’s private
practice and group practice over nuny years, Zieve
and colleagues showed that alchough, as predicied,
dropouts ended treatment with more severe symp-
toms than completers, dropouts and completers did
not differ in their rate of symptom change during
treatment. Although the project thar did not require
an IRB review as the database irself was totally de-
idenritied, the investigators did obtain an IRB review
of the procedures used to establish and maineain the
deadentiticd database.

Even when ethical review is not legally required,
we recommend thar investigators obrain some sort
of review to be certain that their project mects
cthical and legal standards for conduct of the
research. Flowever, it no review process is legally
required, the investigator might choose to simply
review the cthical code of his or her profession,
ensure that the project is consistene with those
codes, and document this process. However, even if
the researcher elects to proceed without any review
process, obtaining informed consent for rescarch
from participants is always required, as we describe
n a larer section.

SINGLE-CASE STUDIES

Case reports and case series are a route for
contributing 1o the field thar is partcularly and
even uniquely available to the clinician, and one of
the ways that clinicians most frequently contribute
to the scientific lireratare. The issue of whether case
reports are considered research is a conrroversial
one, and IRBs address this issue in widely disparare

ways, Some take the position that the study of a s

single case is not research (Cen et al, 2016).
Some types of reports by clinicians do not involve

a systemaric investigation, but simply involve a

description of a case or a trearment. If the clinician
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writes up a case without any systematic investiga-
tion or presentation of data, then this report would
not seem to meet the definition of research. But if
data are collected and analyzed, even via a visual
inspection of a plot of the data, then the report seems
to meet the definition of a systematic investigation. In
fact, a carefully conducted single-case experimental
design that addresses an important scientific question
and is published in a peer-reviewed journal is an
elegant example of a study that meets the definition
of research (Kazdin, 2019).

The criterion of contributing to generalizable
knowledge is sometimes challenging to apply to a
case write-up. The clinician might collect data during
treatment purely for clinical purposes and then, after
treatment is complete, realize that the results of the
treatment are of interest to the scientific community.
Even if the data were not initially collected with the
intent to contribute to generalizable knowledge, if the
clinician later writes a report of the treatment that
contributes to generalizable knowledge, then we
would view this report as meeting the definition of
research. If the clinician-investigator concludes that
the single-case report is research, then he or she will
want to obtain some sort of ethical review of the
project, and, as we describe later, obtain the patient’s
informed consent, and, if the clinician’s practice is a
HIPAA-covered entity, obrain a HIPAA authoriza-
tion for research.

However, a case write-up that is prepared for
educational purposes is not considered research
(Amdur et al., 2006)—for example, often in our
field we write up case examples to illustrate the
application of methods we are describing in a
chapter of an edited book. The publishers of these
volumes (and their lawyers) do not ask for an IRB
review. Presumably this is because they do not
consider the case write-up to be research, in that it
is not a systematic investigation and is not intended
to contribute 1o generalizable knowledge. Instead,
these edited books are designed to serve educa-
tional purposes.

OBTAINING A CERTIFICATE OF TRAINING IN
HUMAN SUBJECTS RESEARCH

We recommend that practitioners who are con-
ducting research obtain a certificate indicating that
they have completed formal training in research
with human subjects, and that they ask their
collaborators, staff, and research assistants to do
this as well. The training provides useful informa-
tion about ethical principles and research practices
that the practitioner may not otherwise know.
Training in research with human subjects provides
information about the history of federal regulations
protecting human subjects in research, the ethical

R .
R

principles underpinning the federal regulations ses
guiding research in human subjects, the types of se
risk that arise when doing research with human ses
subjects, and guidelines for obtaining informed ses
consent from participants. And the certificate of se7
completion may prove helpful from a liability sss
standpoint in the unlikely occurrence of any com- ses
plaint about the research from a participant or sw
another adverse event. IRBs typically require that s71
researchers update their human subjects training s72
every 3-5 years, so we recommend that practitioners s73
do this as well. As this time can pass quickly, we s7
recommend you make a note in your calendar to s7s
remind you to update your training. 576

We describe three programs that provide human s77
subjects training to clinicians who do not have an s
institution that offers such training. The Collabo- s79
rative Institutional Training Initiative (CITI) Pro- sso
gram offers several online courses in topics related ss1
to research. The course that is most relevant to the se2
needs of the psychotherapist-researcher is named se3
“Social-Behavioral-Educational (SBE) Basic.” It sss
currently costs $129, and for an additional fee the ses
practitioner can purchase continuing education ses
credits for completing the course. To access the se7
CITI course, go to https://about.citiprogram.org/en/ sss
course/human-subjects-research-2/. The practition- ses
er will want to register as an independent learner sso
and will receive a certificate after completing all of se1
the modules. 592

The Association of Clinical Research Professionals 593
(ACRP), a group that supports clinical research sss
through training, development, and certification, sss
also offers a human subjects training course. Their so
course is named Ethics and Human Subjects se7
Protection: A Comprehensive Introduction—No sss
Contact Hours. The practitioner will not need ses
contact hours, as these are needed for individuals soo
who are pursuing a certification program through eo1
ACRP. The No Contact Hours course is free. To s02
access the training, go to https:/acrpnet.org/courses/ 603
ethics-human-subject-protection/ to be directed to s
the “Ethics and Human Subjects Protection: A sos
Comprehensive Introduction” Web page, and go to 606
the section titled “Pricing Without Contact Hours.” so7
After completing the course, the practitioner will e08
need to complete the test and course evaluation to 09
receive a certificate. 610

Clinicians can also obtain training and a certif- 611
icate in human subjects research by completing the s12
Protecting Human Research Participants (PHRP) 613
online training at https:/phrptraining.com/. This 614
course is meant to serve as an alternative to the one 615
the National Institutes of Health (NIH) previously 616
provided but discontinued. This training currently 617
costs $40. 618
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ETHICAL AND LEGAL GUIDANCE 7

INFORMED CONSENT FOR RESEARCH PARTI-
CIPATION

Informed consent is the cornerstone of conducring
rescarch in an ethical manner and is an essential
part of human subjects protection in all interna-
tional and federal research cthics guidelines (e.g.,
Nuremberg Code, Declaration of Helsinki, Belmont
Report). Primary components of informed consent
include that the decision to participate in rescarch is
voluntary and free from coercion, relevant informa-
tion about the study and potential risks are adequate-
Iy described, and potential participants demonstrare
comprehension of the information provided (Amdur
& Bankert, 2011). Conscquently, when creating
policies and procedures for conducring research in a
practice setting, it is critical 1o artend to both the
informed consenr process and the consent docu ments,
as informed consent involves more than merely
obraining the participant’s signature on a form.
Useful guidance related to informed consent for
research appears in Sections 8.02-8.05 of the APA
{2017 Ethics Code and the federal guidelines (45
CFR 46.116) pur forth by OMHRP (HHS Department
Protection of Human Subjects, 201 8). Although most
research conducted in private pracrice settings is not
funded by the federal government and thus will
not tall under the purview of OHRP, the guidelines
delincared in the Common Rule are the gold standard
for informed consent for research in the Unired
States and therefore provide a uscful guide to the
clinician-researcher.

The Issue of Multiple Relationships

Clinicians who wish to involve their clients as
participants in their research must artend to ethical
issues pertaining to multiple roles, especially during
the informed consent process. The APA (2017)
Ethics Code states thar multiple relationships with
clients should be avoided if they “could reasonably
be expected to impair the psychologist’s objectivity,
competence, or effectiveness in performing his or
her functions as a psychologist, or otherwise risks
exploitation or harm to the person with whom the
professional relationship exists” (Standard 3.05).
Thus, if conflicts between the clinician's rescarch
and treatment roles emerge and cannor be mitigat-
ed, the trearment relationship must be prioritized
over the rescarch relationship, as clients are in a
treatment serring,

Perceived coercion is a key ethical issue related
to multiple roles that arises when conducting
rescarch in practice setrings. Individuals seeking
psychological treatmenr are in an inherently
vulnerable position by virtue of being in distress
and in need of care. To reduce risks of coercion to
participate in research and ro protect clients’

N

welfare, we recommend thar the clinician attend
to the following issues:

* Consider when the appropriate time is 10

approach clients about research participation.

Giving clients the opportunity to consider
research parricipation ar the beginning of
treatment, before forming an artachment 1o
the therapist, may reduce risk of perceived
coercion and the likelihood that the patient's
response to the research invitation is motivar-
ed by desires to please the therapist or
concerns about harming the therapeuric rela-
tionship. Inviting clients to parricipate in
research ar the beginning of treatment can
also allow clients to opr out of trearment with
the therapist early on if they do nor wish 1o be
treated i a scrting where research is being
conducred (although we would hope thar this
issuc was discussed as part of obraining the
client’s informed consent for treatment). Con-
versely, clients may fecl more comfortable

talking with the rherapist abour rescarch s

participation and asking in-depth questions
abour it after they have established trust and a
working relationship, arguing for a consent
process that oceurs larer in trearment. More-

over, conducting the consent process after some 7
time in therapy may reduce clienrs' teclings of ;

cocrcion 1 participate, as they could have

worries abour saying no and starting off on the

wrong foot with the therapist if approached at
the beginning of treatment.

s Consider 1weho il approach clients about
research participation. Having someone other

than the treating clinician recruit clients for ;

rescarch participation may lower the risk thar
the client feels coerced to participate, because
this strategy separates the rescarch procedures
from the therapy process and makes the research
more of an administrative than a therapy rask.

For clinicians in solo practice, this arrangement

may not be possible, but for those in group

practice settings, administrative staff or other ;
clinicians could serve as the point of contact for

approaching clients abour rescarch participa-
tion. On the other hand, some clients may feel
uncasy abour research participation if their
provider does nor discuss it with them directly,
and may feel confused as 1o why the process is
separate from their treatment.,

Discuss the researcl and review the rescarel
consent document outside of a treatment
session. Keeping discussions about rescarch
participation out of the time allotred for
trearment helps prevent the research from
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conflicting with the treatment. Instead, the
clinician can set aside time to discuss the
research before or after a treatment session, or
at a separate time on the phone or in person,

* Explicitly describe the relationship between
treatment and research. No ambiguity should
exist about the relationship between treatment
and research. The therapist should clearly
explain to clients whether they have the option
to receive clinical care but not participate in
research. When the clinician is providing
clinical services as part of a research study,
this fact should be made clear before the start
of treatment so clients know that they will not
be able to receive treatment from the clinician
unless they agree to participate in research.
The consent document should include clear
statements aboutr this issue.

* Consider how much time clients will be given
to think about research participation and how
often they will be asked about it. To reduce
perceived coercion, clients should be given
adequate time to make a choice about research
participation. However, for the same reason,
the consent process should end at some point
and not remain open-ended indefinitely. Cli-
ents who want more time to decide whether
they want to participate in research can be
given the option to be asked later in treatment
if they wish. Clinicians should also be mindful
of how often they ask clients about research
participation. There is a balance between
checking with clients to address questions and
concerns, and burdening clients with repeated
requests abour research participation that may
make them feel pressured to participate.

* Be clear about any sources of funding for the
research and any conflicts of interest for the
clinician related to the research (e.g., financial
stake in the development of a new treatment or
treatment-related technology). Clients should
be informed of financial or other conflicts of
interest that are relevant for the clinician
conducting the research so the potential
sources of motivation for the clinician con-
ducting the research are clear. Transparency
about such motivations are necessary for
clients to make informed choices about en-
gaging in a dual relationship with the clinician.

The Consent Document

The clinician-researcher must create a consent
document that provides potential participants
with the information about the research they
need to make an informed choice about partici-
pating. Consent documents should be written in

PERSONS ET AL.

easy-to-understand language that is appropriate 784
for the individual’s reading and developmental 785
level and should avoid use of technical language 7es
or jargon, 787

The APA (2017) Ethics Code (Standard 8.02) 7es
clearly identifies the following elements that 789
potential research participants must be informed 7s0
about if they are to provide informed consent to 791
participate: (a) the purpose, expected duration, 792
and procedures involved in the research; (b) the 793
participant’s right to decline to participate and to 7s4
withdraw from the research; (c) the foreseeable 795
consequences of declining or withdrawing; (d) 796
factors that may be expected to influence the 7o7
participant’s willingness to participate, such as 7es
potential risks, discomfort, or adverse effects; (e} 799
any prospective benefits of the research; (f) limits sco
of confidentiality; (g) incentives for participation; 801
and (h) whom to contact for questions about the soz
research and research participants’ rights. These 803
elements are largely consistent with those de- soa
scribed in the Common Rule (see 45 CFR sgos
46.116). However, the federal regulations go s0s
beyond the APA Ethics Code with regard to a sor
few issues (e.g., explicitly stating whether and how sos
participants will be compensated or provided with soo
treatment if injured during the course of research a0
participation), and also include suggestions for 811
additional information that may be appropriate to 812
provide depending on the circumstances (e.g., 813
situations in which the individual’s participation a4
in the study may be ended by the researcher, any s1s
financial costs the individual will incur by partic- s1e
ipating in the research, and statements about the 817
probability of being assigned to an active treat- s1s
ment vs. placebo in a randomized controlled trial, 819
among others; Bowen, 2006). Taken together, the 820
APA Ethics Code and the Common Rule provide a 821
“floor” and “ceiling” respectively regarding ele- 822
ments of a research consent document. 823

When conducting research with children and s2s
adolescents, the APA (2017) Ethics Code and the a2s
Common Rule both require that consent be obtained 825
from one of the minor’s parents/legal guardians and 827
that assent also be obtained from the minor. For 828
children, this will necessitate the creation of two 82
written documents: a consent document for parents/ 830
legal guardians to review and sign, and an assent 831
document for children to review and sign. Adoles- 832
cents can sign the same consent document as their 833
parentsflegal guardians if the language in that form is 834
developmentally appropriate; otherwise a separate 83s
assent form is needed. Special attention must be paid o33
to the language used in research assent and consent sa7
forms to ensure that minors can understand what the s3s
research involves and what is being asked of them. 83
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Obtaining lnformed Consent

After the client agrees to consider research partic-
ipation, the research tcam can provide the potential
participant with detailed information about the
study via the consent document. After reviewing the
consent document, individuals should be given an
opportunity to ask questions abour the document
and the research 1o help inform their decision.
Additionally, best practices are for someone to ask
the individual a few questions ro verity that they
understand the nature of the rescarch and whar will
be asked of them as a rescarch participant to ensure
thar they are rruly giving informed consent.
Individuals who do nor understand the informarion
in the consent process and/or document should not
be permitted to participate in the research, as they
cannot, by definition, give informed consent. When
conducring rescarch with children and adolescents,
the parent or legal guardian should be approached
first abour rescarch participation, because if they
decline, there is no need to approach the child.

Individuals who consent to research parricipacion
will need to sign and date the consent (or assent)
document, as will the clinician or other sta f member
overseeing the consent process. The clinician will
need to store the signed research consent and assene
documents in a way that maintains confidentiality
{e.g, paper copies kepe in a locked file cabiner, or
paper copies scanned and kept elecrronically on a
password-protected computer or server or flash
drivel. A copy of the consent (or assent) documenr
should also be given to those who consent.

Many examples of informed consent documents
used by various IRBs that the clinician-researcher can
adapt for his or her own research purposes can easily
be found online. JBP asks her parients at the end of
her treatment agreement to give consent for use of
data from their clinical record in research. Readers
are invited 1o access the trearment agreement,
available in the Treatment section of the Web site
at www.oaklandebt.com, and adapt it for their use.

Circumstances in which informed consent for
research is not required are detailed in the APA
(2017) Ethics Code (Standard 8.03) and the
Common Rule (45 CFR 46.116). In general, this
determination should not be made solely by the
rescarcher, Instead, it should be made by an IRB or
as part of some other ethical review process,

RESEARCH-RELATED
THE HIPAA

REQUIREMENTS OF
Any clinician whose pracrice is, or who works for an
organizarion considered ro be, a covered entity under
HIPAA (many private pracrice sertings) and who uses
protected health information (PHI in their rescarch
is legally required 1o comply wirh HIPAA regulations

LEGAL GUIDANGCE 9

related to rescarch. This is true even if the research
docs not fall under the purview of the federal ORHP
guidelines. Additionally, ir is important for clinicians
conducting research 1o be aware of relevant state
laws about research and privacy, as they preemps
HIPAA when more stringent.

We describe below several key aspects of HIPAA
as it relates 10 the conducr of research. Useful

resources for understanding HIPAA (1996) requires ¢

ments in ore depth include the portion of the law
related o research, and a free booklet written by the
HHS enritled Protecting Personal Health Informa-
tion in Research: Understanding the HIPAA Privacy
Rule (available a heeps:privacyruleandresearch.
nih.gov/pdtfhipan privacy_rule_booklet.pdf). An-
other useful resource is a chapter by Fisher and
Vacanti-Shova (2012). Members of the APA can
purchase this chaprer online for a nominal cost at
hups:/psycnct.a pa.org/buy/2011-11699-016.

HIPAA requires that clinicians in covered entities
who are conducting research thar will involve
creating, using, or disclosing PHI obrain signed
authorization lor research from participants or their
legal guardians (in the case of minors or adules with
diminished capacity) (Fisher & Vacanti-Shova,
2012). The scope of the research authorization
should be limited to the information needed to
conduct the rescarch. The HIPAA Privacy Rule
outlines the required elements of an authorization
form for rescarch, and these include:

* Adescription of the specific PHE to be used or
disclosed;

* The names of the individual{s) who will use or
make the disclosures of the PHI and to whom
they will disclose this information;

* A description of the reasons for the uses or
disclosures that will occur;

* An expiration date or event for the authoriza-
tion, which can be a specific date, the end of
the study, or never; and

* A signature of the individual providing the
authorization or their legally authorized rep-
resentative.

HIPAA research authorization forms must in-
clude several sratements. First, the form must
explain individuals® rights to revoke their anthori-
zation at any time, as well as the limits on this
revocation—tor example, researchers are not re-
quired o retrieve or remove PHI abour a research

participant that has already been used or disclosed ¢

before the participant revokes his or her authoriza-
tion (1e., data that have already been pur into a
rescarch data set or used in study analyses). Second,
the form must explain conditions under which
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treatment is contingent on providing research
authorization. Last, the form must inform potential
research participants about risks of redisclosure of
their PHI by those to whom the study team will
disclose information. Sample language for authori-
zation forms for research purposes is available from
HHS at hueps://privacyruleandresearch.nih.gov/pdf/
authorization.pdf.

The standard HIPAA authorization for research
asks for authorization for use and/or disclosure of
PHI for a specific study. One of us, based on HHS
guidance that is posted at https://www.hhs.gov/sites/
default/filesthipaa-future-research-authorization-
guidance-06122018%20v2.pdf, developed a form
that can be used to obtain the participant’s autho-
rization for use of PHI in a range of studies, some of
which may not yet have been designed. We post that
form at www.oaklandcbt.com on the Research page.
Readers are welcome to download it and adapt it for
their use.

It is a good idea to review the HIPAA research
authorization form with clients during the informed
consent process, as individuals will not be able to
make an informed decision about research partic-
ipation without understanding how their PHI will
be used and disclosed by the investigator. HIPAA
allows researchers to create separate or combined
research consent documents and HIPAA authori-
zation forms. Combining the forms allows the
investigator to eliminate redundant content that
appears in the two forms, and reduces the risk of
individuals signing one form but not the other
(which would preclude them from research partic-
ipation). A drawback is that a combined form is
likely to be more complex and more difficult for
individuals to understand (Muhlbaier, 2006).

Clinicians working in covered entities are not
required to obtain a HIPAA authorization for
research purposes in several circumstances (Fisher
& Vacanti-Shova, 2012). The first circumstance
involves research that uses de-identified data—that
is, data that do not include any of the 18 identifiers
that are considered PHI in the Privacy Rule. The 18
identifiers are the following: names; dates except for
year; telephone numbers; geographic data; FAX
numbers; social security numbers; e-mail addresses;
medical record numbers; account numbers; health
plan beneficiary numbers; certificate/license num-
bers; vehicle identifiers and serial numbers including
license plates; Web URLSs; device identifiers and serial
numbers; Internet protocol addresses; full-face
photos and comparable images; biometric identifiers
(i.e., retinal scan, fingerprints); and any unique
identifying number or code. Second, HIPAA autho-
rization for research is not needed when an IRB has
granted a waiver or alteration of authorization. To
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do this, an IRB must find that the research meets
defined criteria (including that a set of privacy
measures are in place to ensure that use or disclosure
of individuals’ PHI), involves no more than minimal
risk to their privacy, and that the research could not
be practically conducted without access to the PHI
and the waiver or alteration of authorization, Finally,
several clearly defined research activities do not
require a signed HIPAA authorization. These include
activities that are considered preparatory for re-
search, and research using the PHI of those who are
deceased. When PHI is used or disclosed for research
purposes without authorization, the guidelines indi-
cate that researchers should use a minimum neces-
sary standard (i.e., releasing the least amount of data
possible while still meeting the needs of the research
project), in order to maximize privacy.

OTHER LEGAL AND PROFESSIONAL CONSID-
ERATIONS

The practitioner’s state may have laws related to
research. If so, it is important to learn about these
and follow them when conducting research. In
addition, before undertaking a research project, we
advise practitioners to send a notice in writing to
their malpractice insurance company to advise
them that they will be engaging in research activities
and asking the insurance company to alert them
right away if the insurance company is not prepared
to cover this activity. One of us has done this with
no pushback from the insurance company.

If the practitioner is expecting to carry out multiple
research studies, we recommend that he or she
develop a written set of research policies to guide
research activities in his or her practice. A sample
research policies document is posted at www.
oaklandcbt.com on the Research page. Readers are
welcome to use it or adapt it for their practice. If the
practitioner relies on paid or volunteer research
assistants, it is a good idea to ask them to start work
by obtaining a certificate of human subjects training,
and to ask them to sign a Business Associate
Agreement (BAA) that calls for them to keep
confidential any patient information they learn
during the conduct of the research. A sample BAA
is available for download at www.oaklandcbt.com
on the Research page.

Conclusion

Many clinicians who work in private practice
settings have the training, skills, and desire to
make contributions to the scientific literature. And
the overlap between the methods of research and
high-quality clinical work (Hayes, 1981) and the
questions of interest to researchers and clinicians
(Persons, 2007) is high. To help these clinicians
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make scientific contributions, we offer legal and
cthical guidance for conducting rescarch in private
practice serungs.

Conflict of Interest Statement
This article focuses on a topic 1 address in my consultation
practice, which is a source of income for me. Trent Codd
collects royalties for a baok on the topic of this article that he
cduted. Travis Osborse reports no contlict of interest.

Uncited Reference
LeJeune and Luoma, 2013

References

Amdur, R, & Banken, E. A Q201 1), estintional revien board:
Maember handbook (3ed ed.). Jones & Bartlet. hups:/idoi.org/
10.1325/er.2013.8,4.93

Amdur, R, J., Speers. M. & Bankert, E. (2006}, Identifving
intent: s this project research? n E. AL Bankent & R. ).
Andur (Edsay, Institutional remere board:s Management and
funcrion (pp. 101-105)142nd ed.). Jones & Bartlent.

American Counseling Association (20145, 2014 ACA code of
cthics. hupsdhwww.counseling.orp/docs/defanli-source!
default-document-library/2014-code-of- ethics-finaladdress.
pdizstyrsn=96b332¢_2

American Psyehological Association (2017), Ethical principles
of psychologists and code of conduct (2002, amended
effective fune 1, 2000, and Jameary 120170 hrpsifwww,
apa.orpfethics/code/index.asps

Bowen, A, J. (2006). The consent document. In E. AL Bankert &
R | Amdur (Eds.y, Institntional review board: Management
sdind function (pp. 202-204).2nd ed.). Jones & Bartlent,

Cen, R, Hussain, AL, Pak, Ko Jo Michelll Gl Nikles, ).,
Gaudreau, S., ... Breault, J. L. (2016} Do n-of-1 wrials need
IRB review? Journal of Empirical Research on Human
Rescarch Fthics, 11(3), 230-235, hups:/fdotorg/10.1177
1556264616662560

Codd HL R.T. (Ed.). 2018). Practice-based research: A ginde
tor clinicians. Routledge.

Fisher, €. B, & Vacanti-Shova, K. (2012} The responsible
conduct of psychological research: An overview of ethical
principles, APA Erhics Code standards, and federal
repulations. In S, . Knapp M. €. Gordiebh M. M.
Handebman & L. D, VandeCreek (Eds.), APA bandbooks
m psychology. APA Landbook of ethics in psyclology, Vol.
2. Pracuce, teaching, and research (pp. 335-369).
American Psychological Association. heepsiéidonorg/10.
1037/13272-016

Hayes, S.C0 (1981 Single case expernmental destun and
emprical chmical practice. Journal of Consultin
Clineal Psychology., 49(250 193211 hitpse/Zdorong/ 18,
702 2-006X.49.2.193

Flealth and Flunsan Services Department Protection of Fhuman
Subjects (20181 45 L F, R, 46,

Health Insnzance Portabiliiy and Accoumainlivy Act of 1996
{1996, 1996). Pub. 1. No. 104191, 110 Stat. 1936,
hups:/doi.orp/10.4135/978 141297 1942 n 180

Razdin, A, E. (20195 Single-case experimenzal designs:
Evaluaung interventions in rescarch and chnical practice.
Behaviour Rescarch and Therapy. 117, 3-17. hapsifdos.
orgf10.1016/).brat.l 2018.11.013

Lefeune, 1. T, & Luoma, ). B, 120135). The integrated scientist-
practitioner: A new madel tor combning research and
clinical practice in fee-forsservice settings.  Professional
Paychology: Research and Practice, 46(6). 421428,
herpsi/fdoiorg/10. 103 2/pro0onn4y

Mubhlbaier, L. H. (2006). Health Insurance Portability and
Accountability Act and rescarch. In F. AL Bankert & R, .
Amdur (Eds.) Insttetional reviewe board: Managenient and
function (pp. 273-277).02nd ed). Jones & Bartlett,

National Association of Social Workers (2017), NASW code of
ethics. Retrieved December, 11, 2019, from hrpsif/iwww,
sociahworkers.org/About/Ethics/Code-of-Erhics/Code-of -
Ethics-English

National Comimission for the Protection of Human Subjects of
Biomedical and Behavioral Research (1979, Eilvical princi-
ples and guidciines for the protection of human subjects of
research. hup:/www. hhs.gov/ohep/bumansubjectss
puidancesbelmont.him

Noreross, |, C., & Karpiak, C. P {20120, Clinical psychologists in
the 2010s: 50 vears of the APA Division of Clinical
Psychology. Clinical Psychaology: Science and Practice, 191,
T2, hreps:fdoore/ 100 THIALT168-2850.2012.01269.5

Osborne, T, L. (2018). A siep-hy-step goide for creating an
independent institutional review board (IRB) for privaie
practitioners. In R, 1. Coddlll (Ed.}, Practice-based
researcl: A gade for clisicians (pp. $1-107) Rowdedye.
hespssfidonorg/ 1043209781 3153246 10-6

Osborne, T, L., & Luoma, | B, 2018), Overcoming a primary
barrier 1o pracuce based rescarch: Access 1o an msttutional
review board (IRB) tor independent ethies review, Psyel
therapy, 5 3(3), 2335-262, hupsyfdoiong/ 10, L3 7psinnmn Lo

Persons, |. B. (2007). Psychotherapists collect data during routine
clinical work thar can contribute to knowledge abowt
mechanisms of change i psychotherapy. Clinieal Psychology:
Science and Practice, 14033, 244-246. hupsifdoi.org/ 10,
111414682850, 2007,0008 3. x

Persons, J. B. (2018 Simultancous pracrice and rescarch: A
madel for conducting reseasch in private practice. In R.T.
Coddlll {Ed.y, Practice-based sesearch: A quude for clnicrans
(pp. 153-169). Routledpe.

Persons. |, B., Mooney, K. AL & Padesky, Co AL (19950 Inter-
rater reliability ot cognitive-behavioral case formuliion,
Cognitive Therapy and Research, 19, 21- 34,

Waltman, S, FL 20183 Research methods in practice settings.
In R.T. Coddl (b, Practice-based research: A guide Jor
cliicins (pp. 23430 Routledge.

Zieve, Go G, Persons, 1o Bo & Yu, Lo AD. 2000 The
relationship between dropout and outcome in naturadhisoe
cognitive behavior therapy. Behavior Therapy, S0,
189-199, hupseffdonorg/ 10,1016/, beth. 2018,05.004

Ricimwven: December 14, 2019
Accerro: April 19, 2020
AVAILABLE ONVINFD XNXN

Please cite this article as: J. B. Persons, T. L. Osborne and R. Trent Codd, Exhical and Legal Guidanee for Mental Health Praciitioners Who
Wish to Conduct Research in a Private Practice ..., Bebavior Therapy, hupsiidoi.org/10. 1116/.beth. 2020.04.012

115¢
1135
1146
1117
1118
119
1120
1121
1122
1123
1124
1125
1126
1127
1128
1129
1130
131
1132
1133
1134
1135
1136
1137
134
1139
1140
1141
1142
143
1144

148
1145
1137
1148
114G
1150
1151
1162
1153
1154
1154
1156
HEY)
1158
1159
1160
1161
1162
1163
e
1184
1166

1er

$168
1169
170



