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Abstract

Background.—Low-dose computed tomography (LDCT) screening for lung cancer is a
preference-sensitive intervention that should ideally be individualized according to patients’
likelihood of benefit and personal values. Personalized cancer risk information (PCRI) may
facilitate this goal, but its effects are unknown.

Objective.—To evaluate the effects of providing PCRI to patients referred for LDCT screening.

Design.—Mixed-methods, pre-post study using surveys administered to patients before and after
provision of PCRI—calculated by the PLCOmM2012 risk prediction model—in shared decision-
making consultations, and postvisit qualitative interviews.

Setting.—Centralized specialty-based LDCT screening program at a tertiary care hospital.
Participants.—Convenience sample of eligible patients referred for LDCT screening.

Measurements.—Pre- and postvisit surveys assessed patients’ 1) perceived lung cancer risk, 2)
uncertainty about their risk, 3) minimum risk threshold for wanting screening, 4) interest in LDCT
screening, and 5) interest in smoking cessation. Qualitative interviews explored patients’
perceptions of the value of PCRI. Screening uptake was assessed by chart review.

Results.—Sixty of 70 (86%) patients received PCRI and completed pre-post surveys, and 17
patients (28%) completed qualitative interviews. Perceived lung cancer risk decreased from 52%
previsit to 31% postvisit (P < 0.0001). However, patients’ minimum risk thresholds for screening
decreased, their screening interest increased, and all patients completed screening. Qualitative
interviews corroborated these effects, suggesting that patients discount and interpret PCRI
according to preexisting beliefs and attitudes.

Article reuse guidelines:sagepub.com/journals-permissions

Corresponding Author: Paul K. J. Han, MD, MA, MPH, Center for Outcomes Research and Evaluation, Maine Medical Center
Research Institute, 509 Forest Avenue, Suite 200, Portland, ME 04101, USA (hanp@mmc.org).

The author(s) declared no potential conflicts of interest with respect to the research, authorship, and/or publication of this article.
Supplementary Material

Supplementary material for this article is available on the Medical Decision Making \Web site at http://journals.sagepub.com/home/
mdm.


https://journals.sagepub.com/home/css
http://journals.sagepub.com/home/mdm
http://journals.sagepub.com/home/mdm

1duosnuen Joyiny 1duosnuey Joyiny 1duosnuen Joyiny

1duosnuep Joyiny

Han et al.

Page 2

Limitations.—The study population was a relatively small, single-institution sample of patients
referred for screening.

Conclusions.—Personalized cancer risk information decreases cancer risk perceptions of
patients referred for LDCT screening, but has complex effects on screening-related judgments and
decisions. The value of PCRI for patients considering LDCT screening requires further
investigation.
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Lung cancer is the leading cause of cancer mortality in the United States and a malignancy
for which an effective new screening test—Ilow-dose computed tomography (LDCT)—
currently exists. In 2011, the National Lung Screening Trial (NLST) demonstrated that
LDCT screening reduced lung cancer mortality among patients aged 55 to 74 with a =230
pack-year smoking history and who currently smoke or have quit within <15 years.} LDCT
screening has been recommended by professional organizations, including the US Preventive
Services Task Force,2 and the Centers for Medicare & Medicaid Services (CMS) have
authorized coverage of this service.3

Yet several aspects of LDCT screening make it a preference-sensitive intervention. The
absolute mortality risk reduction from screening is arguably modest, averaging <1% over a
6- to 7-year period among patients who meet NLST eligibility criteria. LDCT screening also
has potential harms, including false-positive test results, overdiagnosis, and radiation
exposure. Professional organizations have thus recommended—and CMS has required—that
patients be informed about the benefits, harms, and uncertainties of LDCT, through a
process of shared decision making (SDM), before undergoing screening.

These concerns have also fueled growing interest in an alternative implementation strategy:
“risk-based,” “personalized,”®6 or “precision”’ screening based on personalized cancer risk
information (PCRI)—that is, evidence-based estimates of an individual’s risk of cancer.
2:8-10 personalized lung cancer risk information is now obtainable from several validated
clinical prediction models and may improve LDCT screening in 2 main ways. First, PCRI
may help maximize the net benefits of LDCT screening from a population perspective by
identifying high-risk individuals who are most likely to benefit and enabling screening to be
targeted toward them.411-15 Secondary analyses of data from the NLST and the US
Prostate, Lung, Colorectal and Ovarian Cancer (PLCO) Screening Trial have suggested that
risk-based screening would result in fewer individuals being screened, more lung cancers
identified, fewer false positives, and fewer false negatives.16:17 A recent analysis, however,
has shown that risk-based screening may not improve the cost-effectiveness of screening
because higher-risk patients are more costly to screen and have a lower life expectancy if
they survive lung cancer.18

Nevertheless, PCRI may also improve LDCT screening from an individual, clinical
perspective by enhancing informed and shared decision making.4:8:9:11-13.19-22 | theory,
PCRI enables patients to determine for themselves whether their own disease risks are
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sufficiently high to justify undertaking risk-reducing action.23 Individual patients could
compare their PCRI with their own personal risk thresholds to make this determination.
Supporting this individual model of use of PCRI is a recent simulation study, which showed
that patients’ perceptions of the net benefits and harms of lung cancer screening influence
screening decisions at particular cancer risk thresholds.® At least 2 currently available
decision aids for LDCT screening include risk calculators and could be used to integrate
PCRI in the SDM process. %2425

Yet several unanswered questions remain regarding the use of PCRI in LDCT screening.
One important question is how PCRI affects patients’ screening-related judgments and
decisions. Patients and laypersons are known to overestimate their cancer risks,26-29 and
PCRI suggesting a lower-than-expected personal cancer risk might correct these
misperceptions.3? In doing so, however, PCRI might diminish interest in screening, given
that elevated risk perceptions motivate health-protective behaviors.2%:31.32 However, we lack
evidence about these potential effects. A 2013 Cochrane review analyzed 6 randomized
controlled trials involving the provision of personalized breast cancer risk information and
found improvements in patient knowledge but inconsistent effects on cancer screening
interest and uptake.33 Recent studies of risk communication in colorectal cancer screening
have also examined only nonquantitative (categorical)34-38 or nonpersonalized3” risk
information. To our knowledge, prior studies have not examined how PCRI affects patients
considering lung cancer screening with LDCT.

To begin to address this question, we conducted a mixed-methods pre-post intervention
study to evaluate the effects of PCRI on patients referred to a centralized specialty-based
LDCT screening program for prescreening SDM consultations. We used qualitative
interviews to explore patients’ perceptions of the value of PCRI and pre- and postvisit
surveys to examine whether the provision of PCRI affected patients’ perceptions of their
lung cancer risk, their personal risk thresholds for wanting screening, their interest in LDCT
screening, their actual screening behavior, and—among patients who currently smoked—
their interest in smoking cessation.

The study was conducted between October 2015 and May 2017 and approved by the Maine
Medical Center Institutional Review Board.

Study Population and Setting

The population consisted of all screening-eligible patients (aged 55-80 with =30-pack-year
smoking history, who either currently smoked or quit <15 years ago) referred to a
centralized, specialty-based LDCT screening program affiliated with a 606-bed tertiary care
hospital and staffed by board-certified pulmonary medicine physicians. Patients were
referred from community primary care practices, and the program assumed responsibility for
all screening tasks, including prescreening SDM counseling, which was conducted during
separately scheduled appointments. At the time of the study, the program received
approximately 0 to 4 patient referrals weekly; all referred patients were approached to
participate in the study:.
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Study Intervention

Measures

The program’s prescreening SDM counseling was provided by 2 pulmonary physicians
during 40-minute consultation visits, guided by a brief 1-page decision aid (DA) (online
Appendix A) developed with input from national experts (Acknowledgments). The DA was
modeled on the “Option Grid” approach of Elwyn et al.38 and utilized a “Frequently Asked
Questions” format designed to structure conversations about the potential benefits, harms,
and uncertainties of LDCT screening.

For the current study, the SDM counseling protocol was modified to include provision of
PCRI produced by the PLCOmM2012, a prediction model that estimates individuals’ 6-year
risk of developing lung cancer based on smoking history and other variables (age, race/
ethnicity, education, body mass index [BMI], personal history of cancer, chronic obstructive
pulmonary disease, family history of lung cancer).16:39 Developed and externally validated
by Tammemagi et al.3° using data from the PLCO trial,%° this model has shown good
discrimination and calibration12:22 and is publicly available as a Microsoft Excel-based
calculator (http://www.brock-u.ca/lung-cancer-risk-calculator). We developed a simple user
interface (online Appendix B) to display model estimates both textually and visually.

For all study participants, the counseling clinician first introduced the topic of LDCT
screening and the purpose of the visit. The clinician then explained the nature of the
PLCOmM2012, informing patients that it was developed using data from a large, well-done
national study and produces accurate estimates of an individual’s risk of developing lung
cancer. The clinician then entered the patient’s risk factor information using the software
interface and communicated the patient’s risk estimate using standardized language (e.g.,
“Your estimated risk of developing lung cancer in the next 6 years is 2%"). Because our aim
was to assess the effects of PCRI itself on judgment and decision making, no additional
support in interpreting the risk estimate was provided. At the conclusion of the visit, the
clinician provided patients with a printout of their risk estimate.

Both quantitative (pre- and postvisit surveys) and qualitative (individual in-depth interviews)
data were collected to assess various potential outcomes of PCRI.

Pre- and postvisit surveys.—Immediately before and after the counseling visit, surveys
(Table 1) were administered to assess several outcomes: 1) perceived lung cancer risk,
measured using a question, adapted from prior research,*! assessing participants’
perceptions of their lifetime risk of lung cancer using quantitative percentages; 2) perceived
uncertainty about lung cancer risk, measured using a question, adapted from prior research,
42 assessing participants’ level of certainty about their lung cancer risk; 3) interest in lung
cancer screening, 4) interest in smoking cessation (for current smokers only); and 5)
personal risk threshold for screening, measured by a newly developed question assessing
patients’ minimum level of lung cancer risk for wanting screening. Lung cancer screening
uptake was measured by review of medical records documenting completion of LDCT
screening within 3 months.

Med Decis Making. Author manuscript; available in PMC 2020 July 04.


http://www.brock-u.ca/lung-cancer-risk-calculator

1duosnuen Joyiny 1duosnuey Joyiny 1duosnuen Joyiny

1duosnuep Joyiny

Han et al.

Page 5

Qualitative interviews.—Patients referred for screening were approached by telephone
within 2 weeks of the counseling visit to participate in additional individual in-depth, 30-
minute qualitative interviews. Interviews were conducted by telephone by an experienced
qualitative researcher (CG), using a semistructured guide designed to explore patients’
perceptions of the value of PCRI and its impact on their screening decisions (online
Appendix C). Interviews were audiorecorded, then transcribed verbatim and anonymized by
a professional transcription service.

Data Analysis

Results

Descriptive statistics were computed for all study variables. To assess the change in the
primary and secondary outcomes following the counseling visit, we fit repeated-measures
analysis of variance (ANOVA) models including age, sex, time (pre- or postvisit), and a
random patient effect using the Ime4 function in the Imer package in R (version 3.5.1). To
assess the potential moderating effect of objective (model-estimated) risk on the study
outcomes, we fit additional models that included objective risk and its interaction with time.
To assess the magnitude of the potential effects of the pre-post visit change in lung cancer
risk perceptions on the change in both interest in screening and personal risk threshold for
screening, we fit analysis of covariance (ANCOVA) models with the change in perceived
risk (A) as the independent variable and the change in screening interest and personal risk
threshold (A) as dependent variables, adjusting for age and sex. To account for missing data,
we conducted multiple imputation using the R package mice with 5 imputed data sets and
the pmm (predictive mean matching) method and implemented the Rubin method to
compute standard errors and confidence intervals.*3

Interview data were analyzed using inductive qualitative methods. Line-by-line software-
assisted coding of anonymized interview transcripts was conducted using the program
MaxQDA. Analysis used a constant comparative method and inductive “grounded theory”
approach in which the investigators strove to minimize preconceptions, allowing important
themes to emerge.4~4’ Two investigators conducted initial analysis and “open coding” of 3
transcripts to identify themes and develop a preliminary codebook, which the research team
iteratively revised. Three investigators then applied the revised code-book to the remaining
transcripts and categorized text passages within an overall conceptual schema. Coding
decisions were compared, harmonized, and validated through further team discussions.

Seventy consecutive patients were approached to participate, and all completed SDM
counseling and pre-post surveys; 60 of 70 (86%) received PCRI, and 17 of 60 (28%)
completed qualitative interviews. The quantitative analytic sample (/= 60) was 59% male
and 41% female with a mean (SD) age of 63.2 (5.2) years and a mean (SD) 6-year model-
estimated lung cancer risk of 4.55% (4.78; range, 1.0%-30.0%); 51% were current smokers,
indicated by completed responses to the smoking cessation interest item. Missing data for
individual items ranged from 5% (perceived risk) to 21% (screening interest). The
qualitative analytic sample (V= 17) was 65% male and 35% female with a mean (SD) age
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of 64.9 (4.0) years and a mean (SD) 6-year model-estimated lung cancer risk of 4.08%
(2.31); 35% were current smokers.

Pre- and Postvisit Survey Outcomes

Multivariate analyses, comparing pre- and postvisit primary outcomes and adjusted for age
and sex, are shown in Table 2 (detailed parameter estimates provided in online Appendix D).
There was a significant decrease in /ung cancer risk perceptions (from a previsit model-
adjusted mean of 52.1% to 32.8% postvisit; £< 0.0001) but no significant change in
perceived uncertainty about lung cancer risk (P= 0.062). Meanwhile, interest in lung cancer
screening paradoxically increased, from a mean previsit value of 4.37 (on a 5-point scale) to
4.70 postvisit (P< 0.001). This effect, however, was not clearly attributable to PCRI; change
in interest in lung cancer screening was not associated with change in perceived lung cancer
risk (P=0.09). All patients (100%) scheduled and completed LDCT screening. There was
no significant change in /nterest in smoking cessation among current smokers (P= 0.61).

Objective, model-estimated lung cancer risk was found to moderate the effect of PCRI on
patients’ risk perceptions (P = 0.005, for objective risk x time interaction). Figure 1
demonstrates an interactive dose-response effect, in which higher model-estimated risk was
associated with a smaller change in perceived risk.

Analyses comparing pre- and postvisit personal risk threshold for screening showed a
significant decrease in participants’ minimum level of lung cancer risk for wanting lung
cancer screening. Prior to the provision of PCRI, patients’ model-adjusted mean minimum
risk threshold was 47.7%, which decreased to 35.5% postvisit (P < 0.0001). Furthermore,
change in perceived lung cancer risk was positively associated with change in personal risk
threshold (P < 0.001) (Figure 2).

Qualitative Interview Findings

Qualitative analysis of patient interviews revealed several dominant themes, which
corroborated and illuminated the survey findings.

Disbelief of personalized cancer risk information was a sentiment expressed by all
participants, who reported that their model-estimated lung cancer risks were much lower
than they expected. Patient 2, for example, initially believed his risk to be “about 60% to
70%” and was “wicked surprised” to learn that it was approximately 5%. The discrepancy
between patients’ subjective, perceived risks and their model-estimated risks, furthermore,
promoted disbelief in the latter. “Intuitively I thought, that’s crazy,” reported Patient 69 in
response to being given a risk estimate of 1% to 2%. Patient 1 asserted, “To me, it’s the best
information they have that they do profiles on and I fell in the lower profile but | don’t really
believe it either.” Similarly, Patient 24 reported, “Oh, did I trust it? Let’s just say that |
thought it was, oh what’s the word I’'m looking for here? Optimistic.” Patients identified 2
main causes of their dis-belief. One was a belief that their own smoking history and other
unique characteristics overrode any other assessments of their cancer risk. Patient 11, for
example, explained that as “a person who had pneumonia when she was a small baby ....
and a couple of times as an adult,” she could not believe her relatively low model-estimated
risk.
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Uncertainty about personalized cancer risk information was the other major cause of
patients’ disbelief of PCRI. Most participants expressed uncertainty about the validity of
objective, model-estimated risks, which they traced to various sources (Table 3). One was
the fundamental unpredictability of single events—an inherent limitation of all risk
estimates.?3 As patient 5 related, “You can’t assume just because the number says you won’t
get it that you won’t.” The other major cause of uncertainty was inadequate information or
scientific knowledge.23 Participants identified several specific sources of this problem,
including limitations in available statistical methods, scientific knowledge, risk factor
evidence, and the lung cancer risk model itself (Table 3).

Lack of influence of personalized risk information on patients’ interest in lung cancer
screening and risk reducing behavior was the final important theme, which participants
explained in various ways (Table 4). Patients held strong beliefs in both their at-risk status
and in the inherent value of early detection, both of which led them to discount their model-
estimated risks. Some patients reported reassurance from PCRI; specifically, the receipt of a
lower-than-expected risk estimate diminished the threat of receiving bad news from
screening. Other patients remained interested in screening despite their low model-estimated
risks because of a need for definitive evidence, rather than mere probabilities, that they were
free of cancer. Several patients reported remaining interested in smoking cessation despite
their low estimated lung cancer risks.

Discussion

This mixed-methods study of patients referred to a centralized LDCT screening program
evaluated the effects of providing PCRI as part of prescreening SDM consultations. To our
knowledge, it is the first study to specifically assess how PCRI affects patients considering
LDCT screening, and its findings have several implications for future efforts to implement
risk-based cancer screening.

First, our study demonstrated that PCRI influences risk perceptions. The provision of
objective risk estimates during SDM consultations decreased patients’ perceived lifetime
lung cancer risk, from 52% to 31%. We cannot draw firm conclusions about the accuracy of
these perceptions, given that we ascertained patients’ perceived lifetime cancer risks,
whereas the PLCOm2012 model produced estimates of their 6-year risks. However, a
previsit perceived cancer risk of 52% is unrealistically high for either time frame; therefore,
the observed postvisit decrease in perceived risk arguably represented a move toward greater
accuracy. Our findings thus support the notion that PCRI may facilitate better-informed
decisions about cancer screening.33

However, our study also demonstrated that PCRI has paradoxically limited influence on
screening preferences and decisions. Both social cognitive theories of health behavior and
behavioral economic theories of decision making predict that lowering risk perceptions will
result in lower risk-reducing intentions and behaviors.31:48 Qur study, however, showed that
although patients’ perceived risk of lung cancer decreased after receipt of PCRI, patients’
interest in LDCT screening /ncreased, and all patients proceeded with screening. Of course,
this effect cannot be attributed solely to PCRI; patients received other information during
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SDM counseling, and our study also showed that change in interest was not associated with
change in risk perceptions. Our qualitative interviews, furthermore, identified several
reasons why PCRI may have had either no effect or a positive effect on screening judgments
and decisions. Many patients dis-believed their model-estimated risks due to various
uncertainties about the reliability, credibility, or adequacy of PCRI (Table 3). Consistent with
these findings, our pre- and postvisit surveys demonstrated that PCRI did not reduce
patients’ uncertainty about their lung cancer risk (Table 2). Our qualitative interviews also
revealed strong patient beliefs in both early detection—beliefs shared by the general
public9:50—and in their own at-risk status, which led them to discount their model-
estimated risks. Similar beliefs have been identified in other qualitative studies of patients
considering LDCT screening.>1:52 Our quantitative data further suggested that this
discounting effect was more pronounced for patients at higher objective risk (Figure 1),
perhaps reflecting their past exposure to cancer risk messages.*® Finally, our qualitative
interviews revealed how PCRI can have a positive, potentiating effect on screening interest;
specifically, lower-than-expected risk estimates decreased some patients’ worry about being
diagnosed with cancer and correspondingly increased their willingness to be screened.

Finally, our study demonstrated that PCRI influences patients’ personal risk thresholds for
screening. Specifically, the provision of PCRI resulted in a change in patients’ risk
thresholds and in a direction favoring screening; furthermore, the change in thresholds was
significantly associated with the pre-post change in risk perceptions. These findings—to our
knowledge not previously reported—suggest that risk thresholds, like other personal values
and preferences, are not stable and simply elicited and retrieved on demand, but unstable and
constructed—that is, sensitive to context and created in response to new information.53-57
They also suggest that risk thresholds may not simply be causes of patients’ preferences for
or against screening, but consequences—that is, post hoc rationalizations—of preexisting
preferences. In response to lower-than-expected personal cancer risk estimates, patients in
our study reduced not their interest in screening—as rational theories of decision making
would predict—but their thresholds for action, suggesting that their interest was being driven
by underlying prior preferences favoring screening. This observed reduction in personal risk
thresholds in response to PCRI may be an instance of “motivated reasoning” aimed at
minimizing cognitive dissonance and maintaining consistency between patients’ values and
underlying preferences.>8:59

From a practical standpoint, these findings suggest that implementing risk-based cancer
screening requires more than simply providing PCRI to patients and expecting them to
compare their personal cancer risks to some supposedly stable, preexisting threshold for
action. It requires actively helping patients construct new risk perceptions and action
thresholds, based both on PCRI as well as their own deeper values and preferences. More
research is needed to determine how best to accomplish these tasks and to manage the added
complexity of integrating PCRI in cancer screening decisions.

From an ethical standpoint, our study findings raise important questions about the
appropriate use of PCRI in LDCT screening. The overall lack of a negative effect of PCRI
on screening interest and uptake may be reassuring to screening advocates. However,
patients’ tendencies to discount and use PCRI in a motivated, nonrational manner—to
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simply justify prior screening preferences—raise questions about the goals and value of
providing PCRI to patients in the first place. If the goal is to enable patients to seriously
consider objective risk estimates and to incorporate this information in screening decisions,
then our findings suggest the need to provide additional support to help patients better
understand the value of PCRI, as well as its uncertainties and limitations.23 They also
suggest the need to overcome patients’ implicit biases—perhaps fostered by the medical
profession itself4%:60—about their own cancer risks and the benefits of screening. Yet one
can also question whether the added precision of personalized risk information is necessary
for individuals to make informed decisions about cancer screening.%1:62 The more
appropriate model of use of PCRI may therefore not be to facilitate SDM at the individual
clinical level, but to establish screening thresholds at the population, public health level.10
The difficult ethical question this raises, however, is who ought to establish these thresholds
—health professionals or patients—and how. Their malleable nature suggests the need for
some sort of co-creation process.

Our study had several limitations that qualify its findings. It was a single-institution pilot
study involving a relatively small patient sample; our findings thus need to be replicated in
larger, diverse populations. Various patient characteristics that may have influenced their
understanding of and responses to PCRI—including education level, health literacy, and
health numeracy—were not assessed and need to be explored in future research.
Furthermore, participants in our study had already been referred for screening and identified
by their referring physicians as being at high risk for lung cancer, which may have made
their screening preferences more resistant to change.3 More research is needed to evaluate
the provision of PCRI earlier in the LDCT screening process, within primary care settings,
and to understand its effects upon patients who are at lower risk of lung cancer or otherwise
more ambivalent about screening. Our study was also not a randomized clinical trial; thus,
we cannot quantify the independent effects of PCRI v. other components of SDM
counseling. Nevertheless, our study provides seminal data on the overall magnitude of effect
of integrating PCRI within SDM consultations, and hypothesis-generating qualitative data
on its independent effects and the thought processes patients use to incorporate PCRI in
decision making. In our study, PCRI was also provided to patients in unembellished fashion,
without support in interpreting this information. Although intentional given our study aims,
this strategy may have predisposed patients to discount the validity of PCRI. Finally, our
study focused exclusively on personalized estimates of the risk of developing lung cancer,
but other risks (e.g., cancer mortality, false-positive screening results) may be important in
screening decisions and require further investigation.

Despite these limitations, our study provides new evidence to guide future efforts to
implement risk-based screening for lung cancer and other malignancies. PCRI affects
patients in complex ways that raise important questions about its clinical value and
appropriate use, and call for further research.
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Pre- and postvisit perceived lung cancer risk, stratified by participants’ model-estimated

lung cancer risk.
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