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Abstract

Background—There is potential to increase the speed of scientific discovery and implement
personalized health care by using digitized clinical data collected on the patient care experience.
The use of these data in research raises concerns about the privacy and confidentiality of personal
health information. This study explored community members’ views on the secondary use of
digitized clinical data to (1) recruit participants for clinical studies; (2) recruit family members of
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persons with an index condition for primary studies; and (3) conduct studies of information related
to stored biospecimens.

Methods—A qualitative descriptive design was used to examine the bioethical issues outlined
from the perspective of urban-dwelling community members. Focus groups were used for data
collection, and emergent content analysis was employed to organize and interpret the data.

Results—Thirty community members attended one of four focus groups ranging in size from 4
to 11 participants. Five critical themes emerged from the focus-group material: (1) perceived
motivators for research participation; (2) objective or “real-life” barriers to research participation;
(3) a psychological component of uncertainty and mistrust; (4) preferred mechanisms for
recruitment and participation; and (5) cultural characteristics that can impact understanding and
willingness to engage in research.

Conclusions—The overriding concern of community members regarding research participation
and/or secondary clinical and nonclinical use of digitized information was that their involvement
would be safe and the outcome would be meaningful to them and to others. According to
participants, biospecimens acquired during routine clinical visits or for research are no longer
possessions of the participant. Although the loss of privacy was a concern for participants, they
preferred that researchers access their personal health information using a digitized clinical file
rather than through a paper-based medical record.
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The adoption of electronic health records has more than doubled since 2012 among eligible
doctors’ offices (>50%) and hospitals (>80%) in the United States (Department of Health
and Human Services 2013). The result of this diffusion of health information technology in
data-intensive environments is the collection and storage of vast amounts of patient data and
the potential of data reuse. Clinical data collected through electronic health records and/or
accessible in digitized formats have the potential to increase dramatically the speed of
scientific discovery and implement personalized health care (Blumenthal and Tavenner
2010). The collection and retrieval of digitized clinical information can enable the creation
of individual and networked databases and registries that facilitate large-scale studies
(Sturmer et al. 2011).

The secondary use of digitized clinical data utilizes personal health information for uses
outside of direct patient care, including clinical and systems research, quality and safety
measurement, public health, and payment (Safran et al. 2007). Health care data available to
researchers in digitized files can increase analytic efficiency and reduce costs associated
with manually extracting clinical information from paper-based medical records (Weiner
and Embi 2009). This potential wealth of information could provide the basis to examine
very large numbers of individuals from different groups (e.qg., racial/ethnic, diagnostic
categories) across different clinical settings over time or compare the effectiveness of
various treatments.
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Equally important, the secondary use of stored digitized clinical data could help more fully
account for under-represented groups and mitigate concerns about generalizability of
clinical studies. The large number of individuals represented in digitized data warehouses
has the potential to reduce dependency on oversampling to achieve adequate numbers for
reliable estimates of findings across multiple groups. Additionally, secondary use of
personal health information associated with digitized clinical files could provide researchers
with information about family members who could be recruited to enhance representation of
underrepresented groups in studies.

However, this secondary use of digitized clinical data in research raises concerns about the
privacy and confidentiality of personal health information (Peddicord et al. 2010). Patients
have cited privacy as a concern in connection with the adoption of electronic health records
by health care providers and hospitals (Blumenthal 2009). According to a 2005 California
HealthCare Foundation survey, 67% of Americans are concerned about the privacy of their
health records (Bishop, Holmes, and Kelly 2005). A greater proportion of ethnic/racial
minority respondents (73%) expressed worry over the privacy of their health records. In a
2007 Harris Interactive poll, a majority of respondents (51%) said that the use of electronic
medical records makes it more difficult to ensure patients’ privacy, but nearly two-thirds
said that the benefits of electronic medical records outweigh the privacy risks (Krane 2007).

Although physicians and consumers may perceive benefits of using electronic health records
(e.g., improved quality of care, increased efficiency), potential threats to patient
confidentiality with secondary use of digitized clinical information cannot be discounted.
Harmful linkages or disclosure of personal health information may occur at the hands of
persons authorized to access patients’ records, but who use the information in ways that
violate a patient’s request for, or expectations of, confidentiality. Digitized information may
also be accessible to persons not authorized to have access, also known as secondary users.
Commercial entities, such as insurance carriers, may want to combine clinical information
with other data sources (e.g., administrative billing codes) and sell the aggregated data for
surveillance purposes.

Theoretically, all of these potential misuses of clinical information can be circumvented with
attention to an individual’s autonomy (Beauchamp and Childress 2012). By respecting
individuals’ rights to act intentionally, creating conditions for self-directed decision making,
and removing controlling influences from existing second and third parties (i.e., health care
system and commercial entities, respectively), consumers can become instrumental in
determining future uses of their health information.

The role of autonomy, however, is less clear in research based on the secondary use of
digitized clinical data. Do traditional consent requirements actually protect patient interests,
or would effort be better spent on measures that enhance data security after participants have
consented to use of their clinical information? Does reliance on patient consent create
unreasonable barriers to conducting research based solely on the secondary use of digitized
clinical data (i.e., consent to retrieve data for every research study)? Should the full scope of
regulatory protection be applicable to such research studies when individuals will not
undergo any type of intervention, and risks—other than those associated with loss of
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confidentiality—are minimal? Given the potential of secondary use of digitized clinical data
for research, especially for studies that focus on hard-to-reach, vulnerable, and minority
populations, the cost of inappropriate regulation may be high.

Although there is a strong argument for increased participation of underrepresented groups
in biomedical research, and one potential way to address this is through the secondary use of
digitized clinical data, there are few studies that have examined the thoughts and opinions of
individuals from underrepresented groups regarding secondary clinical and nonclinical use
of digitized clinical data. Thus, from the perspective of community members who self-
identified primarily as Hispanic or Black and also those from non-ethnic/racial minority
groups, this study explored the secondary use of digitized clinical data to (1) recruit
participants for clinical studies, including observational and clinical trials; (2) recruit family
members of persons with an index condition for primary research studies; and (3) conduct
studies of information related to stored biospecimens.

By examining the perspectives of individuals whose personal health information is
potentially available to researchers, this study aimed to investigate how those who are
providing personal health information view the potential risks and benefits of secondary
clinical and non-clinical uses of such information. The study focused on issues particularly
affecting investigators conducting research on minority health and health disparities, family
caregiver burden, and comparative effectiveness (i.e., comparing two or more interventions
for the same disease/outcome to identify which yields the best results), for which clinical
data in electronic health records can be a significant source of information (Berger et al.
2009; Burton, Anderson, and Kues 2004; Shields et al. 2007).

METHODS

Embedded within the community-based participatory research framework, a qualitative
descriptive design was used to examine three bioethical issues outlined from the perspective
of community members (Sandelowski 2000; 2010). Community-based participatory research
is an approach that enables community members to participate actively in research with a
goal of influencing change in health, systems, programs, or policies. Focus groups were used
for data collection, and emergent content analysis (Hsieh and Shannon 2005) was employed
to organize and ultimately interpret the data. Since this is exploratory work, this approach
was chosen so as not to limit the amount or kind of information we received in this early
phase of the work.

Participant Sampling and Recruitment

A purposive sampling frame was used to recruit lay adult community members from the
Washington Heights/Inwood neighborhood surrounding Columbia University Medical
Center (CUMC). Potential focus-group participants were recruited through community-
based organizations that serve the needs of Hispanic community members, primary care
clinics, and the Columbia Community Partnership for Health of the CUMC. The Columbia
Community Partnership for Health is a commonly used venue for community meetings as
well as research recruitment and activities. With the assistance of a well-established
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community advisory board, individuals were identified for possible participation in focus
groups.

Community members of different sex, race/ethnicity, age, and education levels were
recruited to elicit a broad range of responses. Because shared life experiences result in more
in-depth discussion, participants with similar demographic characteristics were grouped
together (Bernard 1995). Maximum variation in the sample was sought to gather data from
participants who (1) had already participated in past research projects; (2) had refused
research participation in the past; and (3) had never considered participating in research.

After approval by the CUMC institutional review board, participants were approached and
their informed consent obtained; focus groups were held at the Columbia Community
Partnership for Health, a community-based site about a half-mile from CUMC. Groups were
held every other month in the evening for a duration of 2 hours each. Food and beverages
were provided for each session, and each participant was compensated $25.

Focus-group questions were open-ended and centered on the three main bioethical issues of
interest (see Appendix). To ensure rigor, each session employed a focus-group team
approach (Hennink and Diamond 2000), consisting of a moderator and observer/note-taker.
Participants were identified only by first name for the purpose of reviewing individual
contributions in debriefing sessions among the focus group team. Participants were informed
in the written and verbal consent that their names would not be linked to their contributions,
and data would be reported in the aggregate. Groups were led by a senior member of the
research team (RJL and/or JL) and the study coordinator, who filled these roles. Both
researchers had experience in focus-group methods, having conducted previous research in
Washington Heights/Inwood.

Data Analysis

Focus-group transcripts were analyzed using an emergent content analysis approach, and
organized with NVivo 9 software. The analysis was completed in a stepwise iterative
process to ensure accuracy. The focus group recordings were transcribed and analyzed in the
original language (e.g., Spanish). Following first-pass examination of transcripts by a
designated primary coder, a secondary coder, and one of the study principal investigators
(PIs) (RJL), a second phase of analysis ensued in which the lead coder developed detailed
codes in consultation with the PI. These codes went through additional review in conference
with the entire coding team and the qualitative consultant (JK), yielding a total of 25 final
unit codes. Reliability testing was then conducted on transcripts of 25% from each group by
the primary and secondary coders. Cohen’s kappa values ranged from a low of .69 on one
code to a high of 1.0 on five codes. For all but one code, kappa coefficients were .77 or
above.

After establishing reliability for codes, thematic analysis was conducted, with unitary codes
integrated into final critical categories or themes. These categories reflected participants’
concerns and opinions regarding the bioethical issues of interest in this study. Again, a
systematic protocol was followed whereby regular conferencing within the coding team was
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supplemented by meetings with the qualitative consultant. All final categories were
conferenced to 100% agreement by the team. Selected Spanish quotes used in the results
were translated by the bilingual focus-group coders.

The scientific adequacy of this project was considered as it applied to the four principles of
scientific rigor or trustworthiness (Guba 1981). Credibility was addressed by triangulating
heterogeneous sources across focus groups and involving multiple investigators in data
collection and analysis. Purposive sampling and verbatim transcription assured
transferability. Dependability was emphasized through the auditing protocol and the clear
articulation of analysis decisions. Finally, confirmability was addressed by the continual
reflexivity inherent in the process of conducting the study and analyzing the data.

Thirty adult community residents attended one of four focus groups ranging in size from 4 to
11 participants. Two of the focus groups were conducted in Spanish and two in English.
Characteristics of focus-group participants based on self-reported information are described
in Table 1.

Five critical themes emerged from the focus-group material. These included (1) participants’
perceived motivators for participating in research; (2) objective or “real-life” barriers to
participation; (3) a psychological component of uncertainty and mistrust of the process; (4)
preferred mechanisms for recruitment and participation; and (5) cultural characteristics that
may impact understanding of and willingness to engage in research. These themes are
briefly described here.

Perceived Motivators to Participate in Research

Factors that motivated informants to engage in research included relevance of the research
topic and the personal, family, or community benefits derived from their participation in
research as well as financial incentives. The idea of benefit extended to the utility of the
scientific knowledge gained for themselves and their community. One informant highlighted
the notion of scientific benefit or knowledge to be gained in this simple but imaginative
exemplar: “It’s like passing a ball. You learn something, then you tell your friend, ‘Hey,
listen. Do you know about this?””

Another informant spoke about being motivated by financial need and the potential of
gaining a direct benefit from an experimental intervention despite the challenges associated
with participation:

At that particular time | was extremely financially in a bind ... | wanted to get the
benefit, absolutely, so just to drop out | would’ve been there already 45 minutes
and now I’m gonna stop ‘cuz I’m uncomfortable?

For some informants, financial incentives were secondary motivators to participate in
research. Other informants remained silent on this matter. However, it appears that
informants in some instances might be motivated to risk or even give up more than they
bargained for in exchange for direct personal financial gain.
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Practical Barriers to Research Participation

Practical barriers to research participation were related to challenges in the environment,
such as lack of transportation, access to information, and communication about ongoing
research studies. These barriers are present in one informant’s remark:

A lot of times there’s research things going on that’s not publicly known, so how
are we to go about finding out about certain research programs that’s not
advertised.

Not surprisingly, the lack of a “common language” to communicate research opportunities
and respond to recruitment efforts was mentioned as a barrier. Notably, informants
expressed hesitation to take part in research that involves a clinical intervention. Many
informants reported that they would not volunteer for a study if it required them to consume
an experimental drug or undergo a surgical procedure. An informant’s comment that reflects
this view was:

When | think of research, | don’t think of doctors. | think about information. I don’t
think about going to take a medicine, be a guinea pig. I’'m talking about
information, sit there like we doing now ... I’m not gonna get medicine ... I just
find out what it’s about.

A majority of the informants echoed the value of communicating lived experiences in focus
groups as a mechanism for exchanging information regarding health and disease with each
other and investigators. They viewed focus-group participation as preferable to “invasive”
forms of research as a mechanism for gathering information and knowledge about health and
disease that they could take back to the community.

Subjective Barriers to Research Participation (Psychological Component)

Informants provided compelling messages about fear, uncertainty, and lack of trust
regarding volunteering for research. The interplay of these messages was expressed within a
rubric of privacy violations based in revealing highly personal information and third-party
access to information regardless of confidentiality clauses. As an informant conveyed, “If
there is no permission, without one’s consent, of course it is an invasion of privacy.” This
concern extended to the secondary use of digitized personal health information without their
prior consent regardless of how investigators intended to use the information (e.g., primary
research of a specific clinical condition or mining information to identify family members).

Nonetheless, informants preferred that investigators use electronic health records over
paper-based records held in their health care provider’s office when gathering personal
health information. This preference is reflected in the following statement. “I feel the
computer is better. Don’t go to my doctor and pull my folder out ... I’'m letting it all on
paper. What the doctor puts on the computer is ... different.” This comment and other
similar ones seem to convey that subjective health and/or personal concerns are more likely
to appear on paper-based records, whereas electronic health records only contain the
provider’s “objective” health assessment. Thus, informants may believe that they are
protected from researchers or third parties accessing confidential communications.
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Informants were also clear about what their expectations are of researchers when being
recruited by telephone to participate in a study. These expectations were based on full
disclosure about the qualifications of the caller and how the caller identified them as a
potential research participant for the study. An exemplar of this expectation was conveyed in
the following remark:

Who is this that’s calling me and why are they calling me? They don’t wanna
divulge the information that they looked at my records to find out I’m able to
participate in this group. They have to tell me why they’re calling.

Preferred Mechanisms for Research Participation

Informants highlighted the importance of partnerships between researchers and clinical
providers and face-to-face contact with a member of the research team as factors associated
with deciding to participate in research. Informants expressed a preference for being
recruited for research through the auspices of their “doctor.” An informant who had
previously participated in research expressed the following:

I would have felt more comfortable if it come from my doctor who I’ve established
a relationship with, but this is a stranger and they’re asking all these personal
questions about my health or my history and then my family’s history and then did
you have this or did you have that or this and this and this.

Informants talked about the need to have a discussion with their doctor to get advice about
safety and whether they were suited for the study. An informant mentioned that they would
“talk to the doctor to see if it benefits me, ‘cuz they have more knowledge of my medical
condition and stuff and they would tell me yes or no.” Moreover, face-to-face contact with a
member of the research team was preferred over telephone contact as a mechanism for
fostering confidence in the proposed research. A participant stated, “They can call me, but
set up an appointment. Then, | can talk to him [researcher] directly.”

Cultural Characteristics for Consideration

Concerns in this category included “ownership” of biospecimens once they had been
collected by health care providers. Informants agreed overwhelmingly that once specimens
are collected these samples are no longer perceived as belonging to them. An example of
this is, “After they have drawn my blood ... it is no longer mine, | have already given it to
you.” This sentiment was also expressed when informants considered personal health
information they release to researchers. There seemed to be an assumption that once the
information is collected it no longer belongs to the research participant.

A significant translational barrier was encountered among Spanish-speaking informants.
There was notable misunderstanding between the concepts of scientific research and medical
examination/procedures (i.e., translated in Spanish, scientific research and medical
examination/procedures are expressed similarly using the term investigacion). This
misinterpretation was evident when one informant reported, “I had a clogged artery and they
placed a small clamp here in the heart and performed the investigation.” In addition,
participants began to ask for clarification from each other regarding the definitions of
scientific investigations and clinical exams. Those who had previously participated in
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research provided examples of their experiences to highlight the differences between the
two.

DISCUSSION

Researchers have examined barriers to recruitment of research participants from
underrepresented populations (Connell et al. 2001; Dennis and Neese 2000; Neufeld et al.
2001; Preloran, Browner, and Lieber 2001). This remains a significant issue since adequate
representation of under-represented groups often poses a scientific challenge to biomedical
researchers.

However, less is known about the attitudes and opinions that individuals from
underrepresented groups have toward secondary clinical and nonclinical use of personal
health information and their willingness to be active participants in allowing use of such
information. Based on a nationally representative U.S. sample, African Americans,
compared with Whites, and those with lower educational levels were significantly less
positive about the use of medical information for research (Brown and Moyer 2010). While
the availability of digitized clinical data portends to provide a mechanism for increasing the
number of under-represented individuals in biomedical research, concerns about privacy and
confidentiality remain unexplored among the vast majority of individuals who leave behind
personal health information.

Participants in this focus-group study of community members residing in a largely ethnic/
racial minority neighborhood expressed a complex mix of attitudes toward use of electronic
health information for research purposes. They were concerned that secondary use of their
personal health information for research recruitment constituted a privacy violation. This
sentiment reflected participants’ fear, uncertainty, and lack of trust regarding research.
These reactions are consistent with findings from previous studies that have found concerns
that data would be used to portray communities as having health problems rather than to find
solutions to these problems (Fouad et al. 2000; Gooden et al. 2005; Herring et al. 2004).

Nonetheless, if researchers were to have access to personal health information for
recruitment and other research purposes, participants preferred that they review digitized
clinical files rather than having access to paper-based medical records. Participants seemed
to assume that confidential conversations (including non-health-related information) with
their health care provider were not recorded in an electronic health record but discoverable
only in a paper-based medical record.

With regard to participation in research involving digitized personal health information,
participants’ overriding concerns related to safety and benefit from the research. Participants
noted that their enrollment would be predicated on the importance of the topic of the
research to them, their family, or their community, and the likelihood of benefit from their
involvement.

As a means of seeking reassurance about the safety of research participation and the
trustworthiness of the researchers, these participants wanted face-to-face contact with
members of the research team during the recruitment process and full disclosure about how
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they were identified to be contacted for participation, including any access that the research
team had to their personal health information. Expectations of direct interactions between
investigators and potential researchers are typical in Hispanic populations. Personalismo or
the valuing and building of inter-personal relationships is thought to encourage the
development of warm and friendly relationships and deconstruction of overly formal
connections (Santiago-Rivera, Arrendondo, and Callardo-Cooper 2002). Moreover,
confianza (i.e., trust), another familiar concept among Hispanic populations, facilitates both
access to potential research participants and personalismo with a “special quality of
openness” (Lewis-Fernandez and Kleinman 1994, 69).

On the whole, individuals are willing to participate in health-related research, but reasons for
non-participation have not been well explored. Mistrust of researchers, aversion to donation
of blood specimens, and concerns about potential misuse of information by a third party
have been identified as factors for refusal to participate in health-related research (Bussey-
Jones et al. 2010; Diaz et al. 2008; Green et al. 2006; Sanner and Frazier 2007). These
causes for refusal to participate in research were also expressed in our study.

Researchers have reported high donation rates across ethnic/racial groups in studies that
offered participants monetary incentives (Bussey-Jones et al. 2010; McQuillan, Pan, and
Porter 2006; Mezuk, Eaton, and Zandi 2008). Our experience with Hispanic populations has
shown that incentivizing participation in research can be viewed as demonstrating respect
for their experience, expertise, and time.

On the other hand, there are reports of unwillingness to consent to specimen donation,
underrepresentation of ethnic/minority/vulnerable populations in specimen collection
efforts, or no representation whatsoever among various groups, including Blacks, Hispanics,
women, and older adults (Diaz et al. 2008; McQuillan et al. 2006; Mezuk et al. 2008; Sanner
and Frazier 2007).

Notably, participants seemed to draw different conclusions about the ownership of health
information contained in medical records and biospecimens. Although they felt strongly that
they retained ownership of their personal health information and were suspicious of
unauthorized access, they generally believed that biospecimens—including samples of blood
and tissue taken from their bodies—became the property of the hospital. This distinction
appears to be based in a belief that ownership belongs to the holder of knowledge about the
meaning of the material in possession (i.e., their firsthand knowledge of symptoms related to
hypertension suggests a continued right to control that information, whereas a physician’s
diagnosis of cancer based on examination of a biopsy implies that the physician has the right
to the tissue and to the information derived from it). An alternative explanation could be
based in Parry’s concept of the “pure gift,” which is defined as “altruistic, moral and loaded
with emotion” and free from a reciprocal expectation, and a way of solidifying relationships
(Parry 1986, 466).

One limitation of this study was the process of sample selection. The participants we
engaged included adult community residents of ethnic/minority groups confined to a small
geographic area of Manhattan in New York City. Although it would have been valuable to
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get a broader perspective by including more residents from other parts of New York City,
this sample included predominantly Latino, Spanish-speaking participants. However, our
study sample reflects closely the racial/ethnic representation, respectively, in most groups of
Washington Heights/Inwood: White (13% vs. 17.6%), Black (17% vs. 7.3%), Asian (0% vs.
2.5%), Latino (67% vs. 71.0%), and Other (7% vs. 1.6%) (New York City Department of
City Planning 2010).

A second limitation was that there might have been a self-selection bias of participants who
agreed to participate in the study. There was an uneven representation of participants across
the four focus groups, with two comprising 10 or more Latino Spanish-speaking
participants, one with 4 of 5 White, non-Latino, English-speaking participants (one
unreported), and one with 4 Black, English-speaking participants. A third study limitation
was that there was a greater representation of older adult (i.e., 41-81+ years of age)
compared to younger adult participants (i.e., 18-40 years of age). This age gap may be
related to the sites that were targeted for recruitment, as well as the scheduling of focus
groups. Future studies should sample from a broader geographic area to address the issue of
representativeness in terms of race/ethnicity, cultural background, and age.

In conclusion, this study sought to elicit thoughts and opinions of community members from
underrepresented groups that are contributing to the growing pools of digitized health data
and are eligible for participation in bio-medical research focused on underserved
populations. The thoughts and ideas provided by community members add new knowledge
about current and future potential secondary clinical and non-clinical uses of digitized data.

Their perspectives also enrich the discussion of community engagement. Because of the
privacy and confidentiality concerns raised by participants, it is important for research
organizations and institutional review boards to build trust by developing outreach programs
that engage communities in discussion about the use of their health information.

In that regard, the recommendations of the American Medical Informatics Association for a
national framework for the secondary use of health data may be helpful (Safran et al. 2007).
According to the authors:

A more transparent dialogue with our citizens concerning the use of their health
data is key to maintaining and strengthening the public trust, while enhancing the
public’s informed actions. (Safran et al. 2007, 7)

Their recommendations include the following: (1) develop transparent policies and
practices; (2) focus on data access, use, and control—not on ownership; (3) discuss privacy
policies and security; (4) increase public awareness of benefits and challenges; (5) create a
taxonomy (i.e., a system of classification for possible non-clinical uses of personal health
information); (6) address comprehensively the difficult, evolving questions; and (7) focus
national and state attention on secondary use of health data.

By incorporating community members’ views about the secondary use of digitized clinical
data into data governance policies, organizations can determine the threshold at which data
reuse is acceptable to community members. Community engagement can serve as a strategy
in the development of policies aimed at preventing privacy and confidentiality violations.
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Therefore, increased efforts at including lay community members on hospital boards and
academic institutional review boards are needed. Additionally, there is a need for greater
emphasis on educating health care providers and academic researchers about community
concerns regarding data security. The risks that accompany misuse of personal health
information and the fears that deter participation in research can be minimized with shared
understanding about appropriate access and uses of stored digitized clinical information.
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APPENDIX: FOCUS-GROUP PROTOCOL

Research Information-Seeking Behavior

1. How do you find out about research studies going on at the Columbia University
Medical Center?

Probe: flyers, radio/TV/newspaper ads, word-of-mouth, contacted by research study
personnel, recruited by health professional, other ...

a.  Where do you learn about research studies taking place at the Columbia
University Medical Center?

2. Now | have some questions about the decision-making process ...

a.  What do you take into consideration when deciding whether or not to join a
research study?

Probe for: health relevance, commitment/extent of involvement/invasiveness of
study, potential risk, incentive, perceived benefits, study personnel, etc.

b. Who, if anyone, do you talk to when you are deciding whether or not to join a
research study?

Probe: relatives, spouses, nurses, pharmacists, friends, physicians/health
professionals, research study personnel, etc.

¢.  Why do you talk to that person in particular?
3. Now | have some questions about the process of joining a research study ...
a. How have you/do you go about joining a research study?
Probe: do they call a number/hotline, sign up on the spot, other?
b. What has been your experience with joining a research study?

Probe: interaction with research personnel, screening/study criteria, consent form
review, etc.
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c.  Who is your main contact on a research study?

Attitudes Toward Research Participation

4. What do you think are the benefits for community members of participating in
medical research studies at the Columbia University Medical Center?

5. What do you think are the barriers for the community of participating in medical
research studies at the Columbia University Medical Center?

Medical Records and Research Participation

Columbia University Medical Center stores all patient medical information in a centralized
electronic system. By keeping medical information for all patients in a centralized electronic
system, all doctors treating a patient at New York Presbyterian Hospital and Clinics have
access to the patient’s medical history and can be aware of the patient’s medical conditions.
Researchers, on the other hand, can use this electronic system of medical records to identify
those patients who could qualify for their research studies.

6. What would be your reaction if—without your prior knowledge—someone from
Columbia University Medical Center contacted you to invite you to participate in a
research study based on information from your medical records?

Probe: feelings, thoughts ...

a. Does it make a difference if the person who contacts you knows you personally,
for example someone you know? How would it make a difference?

b. What do you think about this situation as it relates to the privacy of your
information?

Probe: Would you find this to be an invasion of your privacy? Why or why not?
c.  Would this be acceptable to you? Under what circumstances, if any?

7. What information about you, if any, could the hospital share with researchers who
want to invite you to participate in their studies without getting your prior consent
(approval)?

8. If you were the caregiver of a relative who is ill (i.e., has dementia or another illness
that impairs their decision making abilities) and researchers have a study that focuses on
the caregivers like you, what are ways in which a researcher should contact you about
the study?

a. What, if anything, should the researcher know about you before contacting you?

b. Does it make a difference if the person who contacts you knows you personally,
for example, your doctor or a health professional you know? How would it make
a difference?

c.  What do you think about this situation as it relates to the privacy of your
information and the information of your family member?
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Probe: Would you find this to be an invasion of your privacy? Why or why not?

d. Would this be acceptable to you? Under what circumstances, if any?

Use and Storage of Biospecimens

In many studies researchers are saving biological materials or biospecimens like urine,
blood, tissues, or DNA for future research. This way, they will be able to run tests in the
future that have not been invented yet and understand more about different conditions and
treatments. The specimens are kept in what is called a “biospecimen repository.”

9. What do you think about researchers holding on to your biospecimen for future
research?

Probe: comfort level, good or bad perceptions, lack of knowledge about purpose of
biospecimens, etc.

10. Is there anything else that you would like to share with us about any of the topics we
discussed today?

Clinical Data Warehouse for Secondary Use of Personal Health Information

Data warehouse

There is a department at Columbia University that specializes in computerized information.
They can create reports from the electronic medical records system using key words. For
example, Mr. John, an investigator at Columbia University, needs to find people who have
been to the hospital for chest pain and who live in ZIP code 10032. He can ask this group to
create a list of all the individuals in the electronic system whose medical records indicate
have had chest pain and live in ZIP code 10032. Mr. John can now use the information on
this list to contact them and invite them to participate in a research study.

Probe: feelings, thoughts ...

a. What do you think about this?

b. Now Mr. John (who is a trained investigator and will maintain the privacy of your
records) goes to your doctor’s office, obtains your medical record folder and sits
down to review the documents, test results, etc. in that folder.

i. What do you think about someone reviewing your medical records
manually?

ii. What do you think about someone reviewing your medical records manually
first to see if you have a diagnosis that would make you eligible for the
particular study before they contact you to invite you to participate in a
study?

c. Now Mr. John (who is a trained investigator and will maintain the privacy of your
records) sits at a computer to review your medical records, test results, etc.
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i. What do you think about someone reviewing your medical records
electronically, on a computer?

ii. What do you think about someone reviewing your medical records
electronically first to see if you have a diagnosis that would make you
eligible for the particular study before they contact you to invite you to
participate in a study?

11. Discovery process: Researchers can use the reports or lists mentioned in the
example above to contact potential participants as long as the communication does not
include personal health information such as any diagnoses. For example, Mr. John, an
investigator at Columbia University, can contact all the people who have been to the
hospital for chest pain and who live in ZIP code 10032. He can either mail them a letter
or call them. However, in the letter he cannot say “you are receiving this letter because
you have been diagnosed with chest pain and you live in ZIP code 10032 so you may
qualify for our study” and if he calls, he cannot say “I am calling you today because you
have been diagnosed with chest pain and you live in ZIP code 10032 so you may
qualify for our study.”

Probe: feelings, thoughts ...
d. What do you think about this?

e. If you received a letter in the mail addressed to “Your name & Family” & when
you opened it, it was a letter inviting you to participate in a study for an illness that it
just so happens you had, how would you feel?

12. Mode of contact: There are various ways that people can be contacted for research.

a. Does it make a difference to you if the person contacting you is a physician you
know, a doctor you don’t know, or an investigator (may not be a doctor)?

b. Do you mind if a member of a research team, that is not a doctor, contacts you to
invite you to participate in research?

c. How would you prefer that someone contact you? Mail, phone call, e-mail?

d. If you were sent a letter inviting you to participate in a study and informing you
that we will be contacting you by phone unless you say otherwise within 10 days,
how would you feel? What do you think about this?

e. What do you think about someone only accessing your contact information in
your medical record to call you and invite you to participate in a research study?
In other words, they have not reviewed your medical history yet.
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TABLE |

Inflation-Adjusted Mean and Median Workers’ Compensation Costs by Claimant Age and Cost Type

Age group
18-24 25-34 35-44 45-54 55-64 65+
Total (n=21,733) (n=36,018) (n=27,092) (n=16,360) (n=5,259) (n=603)
Type of cost
Total ($)
Mean 8,432 4,899 7,439 10,320 12,176 13,194 14,253
(SD) (37,637) (31,935) (34,063) (39,287) (48,943) (44,404)  (37,170)
Median 563 474 544 642 706 775 861
IQR 280-2,022 254-1,143 285-1,671 296-3,059 305-4,707 308-5,464  295-7,056
Medical ($)
Mean 3,709 2,424 3,284 4,207 5,551 5,632 5,275
(SD) (20,672) (14,026) (16,665) (17,387) (35,944) (25971)  (14,291)
Median 521 450 507 582 631 674 718
IQR 261-1,450 240-963 267-1,275 274-1,897 278-2,630 279-2,837  268-3,054
Indemnity ($)
Mean 4,306 2,168 3,661 5,402 5,819 6,762 8,142
(SD) (21,676) (20,295) (20,710) (24,075) (19,851) (24,386)  (25,809)
Median 0 0 0 0 0 0 0
IQR 0-0 0-0 0-0 0-157 0-690 0-1,004 0-2,380

SD, standard deviation; IQR, inter-quartile range.

Costs ($) adjusted for inflation t02010 dollars.n = number of claims.
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