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Abstract

Healthcare institutions may often prohibit “cold-calling” or direct contact with a potential
research participant when the person initiating contact is unknown to the patient. This policy
aims to maintain patient privacy, but may have unintended consequences as a result of physi-
cian gatekeeping. In this review, we discuss recruitment policies at the top academic institutions.
We propose an ethical framework for evaluating cold-call policies based on three principles of
research ethics. In order to maximize engagement of potential research participants, while
maintaining patient privacy and autonomy, we then propose several alternative solutions to
restrictive cold-call policies, including opt-in or opt-out platforms, a team-based approach,
electronic solutions, and best practices for recruitment. As healthcare has evolved with more
collaborative, patient-centered, data-driven care, the engagement of potential research partic-
ipants should similarly evolve.

Introduction

It is not uncommon for Institutional Review Boards (IRB) or institutional Human Research
Protection Programs (HRPP) to prohibit “cold-calling,” which refers to direct contact with a
potential research participant based on prior knowledge of the patient’s health information
and in the absence of another (clinical) relationship. The treating physician or other clinical
staff are therefore asked to make first contact, and only after gaining physician and patient
approval may the research team approach the patient. Although the practice of prohibiting cold
calls aims to protect patient privacy, it has unwanted consequences. In this review, we discuss the
regulatory landscape of cold-call policies as well as the current state of recruitment policies
across top academic institutions. We propose an ethical framework for evaluating the cold-call
policies based on three principles of research ethics: autonomy, beneficence, and justice. Within
this context, we recommend an approach to recruitment policy that balances patient autonomy
and privacy, maximizes patient engagement, and mitigates unnecessary obstacles to research.
Specifically, we discuss opt-in and opt-out approaches for future contact, a team-based collabo-
ration between clinicians and researchers, the use of electronic solutions, and a guiding set of
best practices. We also bring attention to concerns about privacy, trust, and racial and ethnic
disparities in the context of research recruitment, and ways to mitigate these important issues.
In light of how healthcare delivery has evolved toward providing more collaborative, patient-
centered, and data-driven care, individual IRBs and institutions must reconsider existing
policies so that recruitment can similarly evolve.

Regulations Governing Research Recruitment

In 1991, the Department of Health and Human Services (HHS) published the Federal Policy for
the Protection of Human Subjects, or the “Common Rule,” which was adopted by a number of
Federal agencies [1]. The Common Rule consists of regulations governing the informed consent
process and documentation, IRB responsibilities, and protections for vulnerable populations,
founded upon the principles of research ethics identified in the Belmont Report: respect for
persons, beneficence, and justice [1,2]. In 1996, the Health Insurance Portability and
Accountability Act (HIPAA) was created in order to ease the flow of health information in
the electronic era. Under HIPAA, the Privacy Rule established requirements for the exchange,
privacy, and security of protected health information (PHI) [3]. Importantly, the Privacy Rule
limits disclosure of PHI by covered entities to the minimum necessary to accomplish the pur-
pose of the intended use, without patient authorization [3]. The Common Rule and Privacy Rule
are federal research requirements and individual IRBs and Privacy Boards are tasked with
creating policies at the institutional level in order to maintain compliance with these rules.
However, policies across institutions may vary as a result of differences in the interpretation
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of these federal regulations. It is within this regulatory framework
that policies prohibiting cold-calling were established.

Cold-Call Policies Across Academic Institutions

The “cold call” refers to contact with a potential research partici-
pant by amember of the research teamwhen the patient is unaware
that the person initiating contact has knowledge about his or her
medical information [4]. In contrast, contact by caregivers is not
considered cold-calling, as the patient (potential participant) can
be assumed to believe that they are already privy to patient infor-
mation. Although neither the Common Rule nor the Privacy Rule
prohibits cold-calling, many institutions have instituted policies
prohibiting the practice in order to protect patient privacy and
avoid non-compliance with HIPAA. A review of recruitment pol-
icies at 20 institutions with medical schools receiving the highest
NIH grant funding in 2018, based on publicly available data,
reveals that six institutions make no mention of issues related to
cold-calling, twelve have policies advising against it, and two pro-
vide guidance for preserving privacy without prohibiting cold-
calling (Table 1) [4–23]. Of the twelve institutions with policies that
restrict cold-calling, eight specify that cold-calling may be deemed
appropriate in certain settings, such as when physician contact is
impractical, but this may require a waiver. Most recommend that
someone known to the patient introduce the research in person
or that an introductory letter signed by the physician be sent to
the patient. For patients not receiving care within the hospital’s
health system, some institutions require that the primary care physi-
cian make first contact [4]. Although these data may not be repre-
sentative of all academic institutions, grant funding may serve as a
proxy for research productivity, and therefore recruitment policies
among these institutions are likely to have the greatest impact on
research and to set a standard for other institutions.

A survey of over 60 institutions in the Clinical and Translational
Science Award Consortium about use of the electronic health rec-
ord (EHR) for patient recruitment adds to these findings. Despite
consistent use of the EHR for identifying potential participants and
generating recruitment registries, regulatory and recruitment
processes significantly varied between institutions. Of note, 53%
of institutions required that the primary care provider (PCP) or
clinical practice introduce the study when patients were identified
via the medical record [24]. It is important to critically evaluate the
effects of recruitment policies, especially given the lack of consen-
sus between institutions, so that recruitment strategies best reflect
the current needs of patients and researchers. We begin our evalu-
ation with a discussion of physician gatekeeping, a driving force
behind the negative consequences of restrictive cold-call policies.

Gatekeeping

In the context of clinical research, gatekeeping refers to the process
by which healthcare providers prevent access to eligible patients for
research recruitment [25]. Gatekeeping occurs at both the clinic
and patient levels [26]. Physicians may choose to be involved in
research based on perceived clinical benefit, relevance of the
research question, financial incentives, or potential for academic
recognition [26–28]. The decision to approach a patient may be
influenced by perceived patient preferences and perceived likeli-
hood of compliance with research [26]. Notably, primary care
physicians describe protection from harm as a major motivating
factor for gatekeeping, and gatekeeping has been well described
in the context of palliative care and pediatric research, where
increased patient vulnerability magnifies the protective role of

the provider [26, 27, 29]. Sharkey et al. have proposed an ethical
framework for analyzing gatekeeping related to three principles
of research ethics, which we apply to cold-call policies below
(Table 2) [25].

Patient Autonomy

Autonomy or respect for human beings refers to respect for a sub-
ject’s right to self-determination [2].When a physician chooses not
to approach a patient about research, the patient is denied knowl-
edge and control over his/her full range of research opportunities,
and thus the capacity for self-determination is compromised.
Although the intent may be protection, the paternalistic action
may reflect physician bias that conflicts with patient preferences.
Gatekeeping in palliative care research, where low enrollment
has notoriously hindered randomized controlled trials, illustrates
this concept [30]. Fear of burdening the patient when there is min-
imal perceived research benefit is a major reason for gatekeeping
[27, 31]. However, studies show that palliative care patients often
have positive attitudes toward research and derive a sense of self-
worth from contributing to future patient care [31]. The discon-
nect between perceived and actual patient preferences reflects a
greater distinction between perceived medical benefits and the
broader benefits of research. Medical training promotes a focus
on objective measures of physical health, but it is critical to also
consider emotional and mental well-being when assessing the
value of research. Coercion may also be an issue when the physi-
cian is the sole contact allowed. Patients may feel that the decision
to participate in research will affect their care or feel personally
indebted to their physician. As such, the capacity to make indepen-
dent decisions may be compromised. Restrictive cold-call policies
also have negative implications for the success of research, there-
fore influencing the next principle of research ethics, research
beneficence.

Research Merit and Beneficence

Beneficence or “do no harm” is another principle of research ethics.
Beneficence is defined as a favorable balance of the potential ben-
efits verses potential harms of research [25]. In order to maximize
the benefits for the individual and society while minimizing risks,
scientific integrity must be ensured [25]. Restrictive cold-call pol-
icies have the potential to compromise research integrity by leading
to under enrollment and selection bias, thereby exposing some
patients to the unnecessary risk of research that may not result
in benefits.

The effect of gatekeeping on limiting research enrollment num-
bers has been described [32]. Requiring action of the busy physi-
cian who has multiple responsibilities can cause a delay in
recruitment and research completion due to logistics alone [33].
The effects of HIPAA on enrollment have also been recognized.
Shortly after the institution of HIPAA in 2003, enrollment univer-
sally decreased, causingmany to question the Privacy Rule [34, 35].
Under-enrollment is a major reason for trial failure [36].
Beneficence is compromised when trials fail, as enrolled patients
are exposed to risks without potential benefits. An analysis of
Phase-III clinical trials between 2012 and 2015 showed that 38
clinical trials failed to meet primary or secondary efficacy end-
points. Over 150,000 patients were enrolled, many of whom had
cardiovascular disease, diabetes mellitus, or cancer [37]. These
high-risk patients were exposed to pharmaceuticals outside of
the standard of care, but ultimately did not receive clinical benefit
due to trial failure.
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Table 1. Cold-call policies across top academic instructions

Institutiona

IRB addresses
the issue of
cold-calling

(Y/N)

Cold-calling
prohibited

(Y/N)

Cold-calling
permitted in certain
situations (Y/N) Notes

UCSF Y Y Y • Prospective research subjects should be contacted by someone
involved in their care

• Direct approach by someone not involved in the patient’s care may
be approved in exceptional circumstances such as emergency care
research or large population-based studies

Johns Hopkins Y Y Y • Researchers can request a partial waiver of the patient’s
authorization for recruitment purposes

• IRB must determine that direct approach by the physician or
obtaining the patient’s prior authorization is impractical

Stanford Y N – • Care must be taken to ensure that the potential participant
understands how the researcher acquired private information
about them, and that the information was obtained in a
legitimate manner.

• If patients are identified via chart review, researcher may consider
sending a letter signed by the physician or hospital

Washington
University

N – –

Pennsylvania N

Pittsburgh Y Y N • IRB prohibits cold-calling of potential research subjects

Columbia Y Y Y • A partial waiver can be granted allowing the university to
disclose PHI for the limited purpose of subject recruitment by
the investigator

Yale Y Y Y • Approval for direct contact will only be granted when the IRB
considers it impracticable for potential participants to be
contacted by an individual known to them.

Duke Y Y N • Physician should introduce the study in person or via letter
• If the patient is not currently receiving care within the health

system, permission to contact should be requested from the
person’s primary care provider

Michigan N – –

UCSD N – –

Mt. Sinai Y Y N • Physician, PCP or clinical team member should introduce study
during clinic visit or via letter

• Physician lettersmay be used as part of an “opt-out” approach, i.e.,
researcher can contact the patient if they do not object after
receiving the letter

UCLA Y Y Y • When PHI is involved, the patient must initiate contact or
agreement to be contacted must be documented by the
provider

• Investigators can contact patients in a recruitment database who
provide permission for future contacts

U. Washington N – –

Northwestern Y Y Y • Exceptions to cold-call policy are made on a case by case basis,
i.e., patients who are listed in a registry and agreed to be
contacted or are currently in a study with the same investigator

UNC Y N – • IRB discourages cold-calling, but there is no policy against it
• Extra care should be taken by the researchers and IRB to construct

a recruitment approach that respects privacy concerns and
anticipates their reaction to contact

(Continued)
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By introducing selection bias, policies prohibiting cold-calling
also have the potential to compromise research generalizability.
We have discussed how physician gatekeeping leads to the exclu-
sion of certain populations. In addition, policies that require
patient action to ensure eligibility, such as response to a research
invitation, may select for patients who are more functional, moti-
vated, and with fewer comorbidities. This effect has been observed
in studies of opt-in vs. opt-out consent [38]. Selection bias is closely
related to the ethical principle of justice.

Justice of Fair Distribution

Justice in the context of research refers to the equitable distribution
of both benefits and burdens of research [2]. Gatekeeping effects
justice in several ways. First, potentially eligible patients who are
excluded are denied the prospect for direct therapeutic benefit
from the research. Second, systematic exclusion of certain popula-
tions eliminates any potential benefit of the research outcomes for
these groups due to lack of generalizability. Finally, one may con-
clude that the burdens of research are unduly placed on those who
are deemed appropriate for recruitment, although the clinical
impact of this is unclear [25]. The negative implications of restric-
tive cold-call policies must be weighed against concerns for patient
privacy, which we will discuss in the context of our proposed sol-
utions. First, we consider the changing context of healthcare and
research in the United States, which will impact how we evaluate
research practices.

The Changing Landscape of Healthcare Delivery
and Research

The central assumption of policies that restrict cold-calling is the
importance of the patient-provider relationship. While there is no
denying the value of this relationship, the complexity of medicine
has necessitated a collaborative approach, in which medicine is
delivered via interdisciplinary teams of health professionals.
Clinicians collaborate locally to develop institution-specific proto-
cols and nationally to develop evidence-based guidelines. The EHR
allows for seamless sharing of patient information. In addition,

with increasing scientific advancement and computational power,
research and patient care are more closely linked. A learning health
system allows for the possibility of continuous analysis of clinical
data and integration of knowledge to drive improvements in care
[39]. Patients may have access to therapeutic benefits in real time
through research enrollment, as opposed to waiting years for inter-
vention approval. Patients are also empowered to take part in their
care through the use of wearable devices, mobile health, the
Internet, and patient portals (secure online environments con-
nected to the EHR, which allow patients to access their PHI at
any time). The use of social media in recruitment is a relevant
example of the evolving interplay between technology, healthcare,
and patient engagement.

Given the capacity to reach potential subjects, some researchers
have successfully utilized Facebook for research advertisement.
Through the use of filters (zip codes, gender, age, ethnicity) and
interest terms, Facebook allows targeted outreach to certain pop-
ulations [40–45]. Facebook can also adapt to preferences based on
search history. However, these methods are not without concerns.
The same technology that allows for tracking patient preferences
creates the potential for loss of confidentiality and public exposure
of potentially stigmatizing diagnoses or participant status.
Communication between research participants can compromise
trial design, and lack of face to face contact creates potential for
patient misrepresentation [40]. Clearly, healthcare delivery and
the interactions between patients and health systems have
changed. Research policies must evolve to meet the needs of
patients, researchers, and health systems while providing safe-
guards for patient privacy and research validity. Given this context,
in the remainder of this review we propose alternatives to restric-
tive cold-call policies.

Proposed Recruitment Policies

There is not one superior approach to participant recruitment, and
many areas of uncertainty in research policy during a time of sci-
entific and technologic advancement exist. We do believe, how-
ever, that all academic intuitions should have a recruitment
policy that specifically addresses the issue of cold-calling, but

Table 1. (Continued )

Institutiona

IRB addresses
the issue of
cold-calling

(Y/N)

Cold-calling
prohibited

(Y/N)

Cold-calling
permitted in certain
situations (Y/N) Notes

Emory Y Y Y • Provider must inform the patient and either provide patient with
contact information or get permission to contact the patient

• Not yet available: patients who sign a front door authorization may
be contacted by researcher

NYU Y Y N • Investigator cannot contact subjects identified by the medical
record unless they are responsible for the care of that patient

Baylor N – –

UAB Y Y Y • IRB may permit joint contact by physician and researcher in a
letter, or by the researcher referencing the provider in the initial
contact

• Protocols are reviewed on a case by case basis

All information was obtained from publicly available data.
IRB, institutional review board; N, No; NYU, New York University; UAB, University of Alabama at Birmingham; UCLA, University of California Los Angeles; UCSD, University of California San Diego;
UCSF, University of California San Francisco; UNC, University of North Carolina; Y, yes.
a Institutions are listed in the descending order of total NIH Grant funding in 2018, according to NIH Research Portfolio Online Reporting Tools (RePORT).

Journal of Clinical and Translational Science 387



without strictly prohibiting the practice. Below we provide several
recommendations for balancing the obligation to the patient and
research, to privacy and autonomy. We discuss opt-in and opt-out
approaches, collaboration in healthcare teams, electronic solu-
tions, and best practices for recruitment (Table 3). Central themes
include incorporating patient preference, transparency, and
patient engagement.

Permission For Future Contact: Opt-in and Opt-out

One approach to maximize patient engagement in research is to
obtain permission from patients for future contact about research.
Institution-wide opt-in or opt-out approaches for future contact
are both potential alternatives to restrictive cold-call policies,
and successful permission-based platforms, both disease neutral
and disease specific, have been described [46–48]. The opt-in
approach relies on patient action to ensure eligibility, whereas
the opt-out method assumes inclusion unless the patient actively
refuses. Both of these options honor patient preferences about
research contact, while allowing broader outreach to those who
are interested. Patients who wish not to be contacted directly by
unknown researchers can still be approached by their physicians.
Whether an opt-in or an opt-out approach is most appropriate is
up for debate. Some argue that by equating passive acceptance to
interest in research contact, opt-out methods compromise patient
autonomy [38]. However as mentioned previously, opt-in
approaches may have negative implications for enrollment and
generalizability, and as maximizing engagement is a key goal in
research policy, the benefits of opt-out methods may outweigh
the risks [49]. Importantly, opt-in or opt-out permission-based
platforms must allow for recruitment decisions to be reassessed
and modified, so that those who could benefit from research
involvement are not excluded based on prior preferences. This
would necessarily require a robust and secure method for tracking

and modifying patient preferences. The healthcare team serves as
an alternative recruitment model.

Healthcare Teams

A team-based approach to recruitment relies on collaboration
between researchers and clinicians, andmay allow formore flexible
recruitment practices. A researcher could gain approval for contact
from a clinical team, as opposed to an individual clinician. If
research teams, such as clinical research units, partnered with clini-
cal teams, contact approval for specific studies may not be neces-
sary. Researchers could then engage patients on behalf of the
healthcare team representing a disease process, organ system,
risk-based prevention effort, or broad public health effort, thus
providing patients with greater context for a given contact. As
opposed to opt-in or opt-out approaches, recruitment contacts
would be decided by those other than the patient, and thus this
method may be viewed as less patient-centered. However, the
team-based approach removes the individual physician gatekeeper
from recruitment decisions and partners research and clinical care.

Table 2. An ethical framework for evaluating policies that prohibit cold-calling

Limitations

Autonomy

Limits patient choice and control over research involvement

Physician bias obscures true patient preferences

Coercion may result from undue influence of the provider

Beneficence

Under enrollment

Selection bias

Justice

Limits potential research benefits for those excluded

Lack of generalizability of research for groups excluded

Excess burden on those included

An ethical framework based on the three principles of research ethics is described.

Table 3. Recommendedalternatives to the restriction of cold-calling: pros and cons

Alternative
approach Pros Cons

Opt-in/opt-out
approaches

• Patient preferences
are respected

• Maximizes engagement
of those interested in
research

• Preferences are
recorded and can be
viewed by other
researchers

• May fail to capture
changing preferences
or health status

• Opt-out approaches
may compromise
autonomy

Collaboration
between clinical
and research
teams

• Removes physician
gatekeeper

• Promotes collaboration
between clinicians and
researchers

• Provides patients with
context for a given
research contact

• Patient preferences
are not included in
decisions about
research contact

• Relies on partnership,
which may not always
be possible

Electronic
solutions

• Easy access to patient
preferences

• Potential to match
patient interests with
relevant research
studies

• Broader outreach to
patients through portal
messages

• Potential for security
breaches

• Necessitates training
for researchers and
clinicians

• Aggravation from
multiple electronic
messages

Best practices • Allows for the most
flexible recruitment

• Can be applied to any
recruitment policy

• Recruitment is tailored
to the individual
patient, diagnosis, and
research study

• Provides less oversight
than a formal policy

• Greater potential for
unfettered recruitment
and privacy
compromise

• Patient preferences not
part of decisions about
research contact

Pros and cons of alternative recruitment models are described.
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The Electronic Health Record and Electronic Solutions

The EHR provides great potential for storage and sharing of health
information for recruitment purposes. Data from the EHR can be
deidentified and used for preparatory research activities and then
linked back to patients whom researchers wish to contact during
research implementation. Alert systems can notify researchers of
eligible patients and patient portals can enable delivery of auto-
matic recruitment messages. Permission registries can be built
within the EHR or another electronic database. Beyond simply
recording research permissions, electronic platforms could be used
to store more granular information about research interests and
therapeutic priorities. If research opportunities within an institu-
tion were also stored electronically, patients could receive notifica-
tions about studies of interest, thus maximizing enrollment and
therapeutic benefit. The national registry ResearchMatch makes
use of such technology [50]. Such platforms could also be expanded
to analyze and apply patient preferences to clinical trial design,
allowing research studies to be tailored to patient needs. With
the institution of new recruitment policies and utilization of inno-
vative technology, it is important to develop best practices to
ensure that recruitment remains patient-centered.

Recommended Best Practices

Institutions may choose not to adopt a specific policy around cold-
calling and instead rely solely upon a set of best practice guidelines
for patient recruitment. Although this may allow for the most flex-
ible recruitment practices, the relative lack of oversight may be a
concern for both IRBs and patients and does not consider patient
preference for contact. We recommend that institutions provide
best practice guidelines, in addition to a recruitment policy, to
ensure that recruitment practices respect privacy. Below we outline
our recommendations for best practices.

Recruitment plans must be constructed on a study-by-study
basis. For higher risk studies, contacts might be tailored to those
meeting strict criteria, thus targeting a specific population who
is more likely to be eligible and interested in the research. For min-
imal risk studies, contacts may be geared to a broader patient pop-
ulation. Patients must always be given sufficient time to consider
participation, and the amount of time may be greater for studies
with greater risk. A written letter or message via the secure patient
portal within the EHRmay be preferred as the first mode of contact
to allow patients time for independent thought. Extra care should
be taken when recruiting those with stigmatizing or distressing
diagnoses, such as ensuring that the patient is aware of his or
her condition prior to contact, and that the recruitment setting
respects privacy. Patients should be informed about how they
were identified and provided with the research team’s contact
information.

When patients are eligible for multiple studies, it may be nec-
essary for a gatekeeper to guide recruitment prioritization. Instead
of the treating physician who may not be fully aware of research
participation options, a representative from the relevant depart-
ment with comprehensive knowledge of the research studies as well
as patient specific considerations could provide insight. In some
cases, where collaboration is necessary for maximal recruitment,
discussion among the interdisciplinary teamwould bemore appro-
priate to determine eligibility, availability, and potential benefits,
such as when relying on an oncology tumor board or when recruit-
ing surgical patients for surgical and anesthesia studies.

Collaboration between researchers and healthcare providers
should be encouraged. Clinicians have unique perspective about

their patient’s needs and will likely field patient questions. If pos-
sible, clinician input should be incorporated into research design
and feedback requested throughout the research process. Although
they will not serve as gatekeepers to patient recruitment, as an essen-
tial part of the healthcare team, when possible, physicians should be
notified about enrollment decisions influencing the medical care
of their patients. When considering recruitment policies and best
practices, several issues related to cold-calling deserve independent
discussion.

Privacy

In line with HIPAA, policies that restrict cold-calling aim to pro-
tect patient privacy and confidentiality by limiting disclosure of
PHI. Although a greater number of people may have access to
patient information when other practices are substituted for a pol-
icy prohibiting cold-calling, recruitment efforts should not be
unfettered. The IRB or Privacy Board must evaluate a researcher’s
study specific plans for recruitment, and safeguards for ensuring
protection and minimum necessary access to PHI must be
approved by those committees. Training for research coordinators
about privacy protection and published templates for letters, phone
scripts, etc., could ensure standardized practices. In addition, elec-
tronic recruitment methods should utilize privacy safeguards, such
as firewalls, encryption, and authentication [51].

Restricting cold calls also prevents against patient aggravation
from multiple research contacts. However, as described, recruit-
ment plans aligning with best practices would be tailored to both
study and patient to prevent research invitations becoming equiv-
alent to spam. Through the use of electronic platforms, patient
feedback about future contact could be recorded and updated as
needed and improved over time. Central documentation of
research enrollment and evaluation of patient interest level could
also allow for assessment of future contacts. Guidelines for limiting
communication could be modeled after studies that have utilized
successful phone surveys [52].

Trust

Patient trust is a central determinant of research participation.
When cold-calling is prohibited, necessitating involvement of
the healthcare provider in research recruitment, patients may have
greater trust in research due to inherent trust in the provider [53].
Transparency and engagement are necessary to build similar con-
fidence in the research community. Lack of trust in research may
largely be related to lack of knowledge. Studies have shown that
patients are generally unaware of how their information is used
and the safeguards in place to prevent abuses [53]. Surveys also
show that patients feel negatively about private sector involvement
and use of data for profit, but they feel positively about the societal
benefits of research [53]. During recruitment, these issues should
be addressed through language that is accessible in order to allevi-
ate any patient concerns about misuse of data. Returning research
results to participants is another way to enhance trust and create a
sense of partnership between participants and the research
community.

In accordance with Section 801 of the FDA Amendments Act
and the Final Rule for Clinical Trials Registration and Results
Information Submission (42 CFR part 11), clinical trials that meet
certain criteria are required to register and report summary results
on clinicaltrials.gov [54]. A complementary NIH policy specifies
that all NIH-funded clinical trials register and report results on
clinicaltrials.gov [55]. However, these reports are generally not
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written in lay language, and are not disseminated specifically to
research participants [56]. While the FDA and HHS are silent
on the topic, the Secretary’s Advisory Committee on Human
Research Protections (SACHRP) has provided recommenda-
tions for return of results to participants directly. The SACHRP
promotes return of both general and individual results, with
emphasis on results that are valid and actionable [56, 57]. They
do, however, recognize that return of results is not without poten-
tial consequences. For example, if participants confuse research
results with clinical results, they may take inappropriate medical
action based on findings lacking clinical significance. Thus, ethical
considerations regarding return of results must be considered on a
case by case basis. When investigators do not plan to share results,
due to logistical concerns, potential for distress, uncertain clinical
significance, etc., this should be addressed in the informed consent
so that participants are aware of this at the outset.

Patient engagement will also help build trust. Outreach in the
form of newsletters or flyers with research results could promote
awareness and a sense of belonging to the larger research effort. By
soliciting patient preferences, electronic methods could also allow
patients to take a more active role in the research process. When
the public feels that its voice is heard, a true partnership between
subjects and researchers will be formed. Trust is particularly a
concern for minority populations.

Racial and Ethnic Disparities

Racial and ethnic minorities are underrepresented in research [58].
The reasons are multifactorial, and include socioeconomic dispar-
ities, language barriers, and mistrust arising from historical harms.
Removing the provider from research recruitment may preferen-
tially diminish racial/ethnic minority involvement. Studies have
shown that disparities in patient portal use among racial and ethnic
minorities are in part due to a greater value placed on in-person
communication with providers by the minority population, in order
to ensure the highest quality of care [59–61]. Transparency and
engagement are especially critical for reaching these groups.
Language barriers are another concern. Current recruitment strate-
giesmay fail to capture non-English speakers, due to lack of bilingual
staff. Although most patient portals utilize English only, several
health networks now utilize Spanish-language portals. These include
Spanish versions of the patient portal MyChart, known asMiRecord
and MiSalud [62–64]. Universal adoption of multilingual portals
may help improve outreach to non-English speakers in ways that
traditional recruitment methods have not.

Limitations

There are several limitations of this review. Our analysis of recruit-
ment practices across academic institutions was based on publicly
available data. It is possible that these data may not accurately
reflect true recruitment practices. For those institutions listed as
not addressing cold-calling, it may be that there are unwritten rules
for handling recruitment that are engrained in the culture of the
institution. We did not contact IRB officials or representatives
of the institutions directly in order to further explore these policies.
However, the degree to which recruitment policies are displayed
publicly for researchers and others to access may reflect the degree
to which they are enforced. Additionally, we surveyed the top 20
institutions with the highest NIH grant funding in 2018, and thus
the sample may not represent the entire research community.
However, as noted, these institutions are likely to have the most
impact on research and therefore are worthy of discussion.

Conclusions and Future Directions

As technology continues to expand, enabling new methods of
healthcare engagement, communication, and novel therapeutic
advances, research policy must also adapt to maximize benefits
for patients and society. Although the restriction of cold-calling
aims to promote patient privacy, given the complexity and collabo-
rative nature of medicine, the individual provider may not have
sufficient information or resources to facilitate recruitment deci-
sions. We call for institutions to abandon strict cold-call policies,
and adopt recruitment strategies that balance patient choice, pri-
vacy, and research success. Institution-wide opt-in or opt-out plat-
forms offer the benefit of honoring patient preferences, while
enabling broader engagement. Collaboration between researchers
and clinicians in teams may allow for flexible recruitment that
aligns research and clinical care. The EHR and electronic solutions
offer potential to personalize recruitment and encourage patient
feedback. Regardless of the policy instituted, best practices that
reflect a commitment to privacy and transparency must be estab-
lished and will help promote a culture of research engagement.

Many questions, both ethical and technical, regarding recruit-
ment policies exist. It is not clear how providers and patients will
perceive use of the EHR for research. With experience and feed-
back, necessary changes can be made to increase efficiency and
usability of the EHR for research purposes. In addition, without
directly involving the treating physician in recruitment decisions,
it is possible that a greater portion of ineligible patients will be
approached. The overall effect of eliminating the gatekeeper on
the efficiency of the recruitment process must be assessed.
Providers may be increasingly faced with questions from patients
about research studies, and may not have the necessary informa-
tion to address these questions. The research community will need
to address any concerns of providers and ensure that patients have
contacts in order to obtain more information about research
opportunities. The number of minority patients utilizing patient
portals may increase with the adoption of multilingual portals,
which may or may not allow for greater minority involvement
in research. As institutions adapt and implement new policies,
we will continue to gain clarity about these uncertainties.
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