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KABSTRACT

Background. There are multiple known individual- and practice-
level barriers to enrollment of older patients with cancer to clin-
ical trials, but little is known about how the clinical research
workforce feels about potential higher-level strategy changes
aimed to promote increased enrollment of older patients.
Subjects, Materials, and Methods. We invited all 11,351
Alliance for Clinical Trials in Oncology (“Alliance”) members to
participate in an anonymous, web-based survey to examine
awareness of current accrual patterns for older patients to clini-
cal trials, to ascertain consensus on how to tackle enrollment
challenges, and to provide the impetus for high-level changes
to improve clinical trial accrual of older patients with cancer.
Results. During the period from February 28, 2017, to June 16,
2017, 1,146 Alliance members participated (response rate =
10%), including a national diverse sample of physicians, nurses,

administrative/clinical research staff, and patient advocates
with representation from community, academic, and rural
sites. Overall, one third felt that >50% of clinical trial enrollees
should be age >65, and 64.9% felt the Alliance could improve
upon enrollment of older patients. The four most commonly
ranked strategies to improve enrollment of older patients were
creating more dedicated trials for this population (36.3%), mini-
mizing exclusion criteria focused on comorbidity (35.5%), devel-
oping independent strategies for those aged >65 and for those
aged >70 (33.2%), and requiring that most/all Alliance trials
have a specific expansion cohort of older patients (30.0%).
Conclusion. We anticipate that the recommendations from
>1,000 Alliance members will continue to propel important
strategy changes aimed to improve accrual of older patients
with cancer to clinical trials. The Oncologist 2018;23:1016-1023

Implications for Practice: This survey of the Alliance for Clinical Trials membership sought opinions on potential, large-scale,
national strategies to improve accrual of older adults with cancer. Consensus was found around multiple strategies, including
creating more dedicated trials for older patients, developing less stringent eligibility criteria, and mandating expansion cohorts of
older patients within broader Alliance trials. It is anticipated that the recommendations from >1,000 Alliance members will

continue to propel important strategy changes aimed to improve accrual of older patients with cancer to clinical trials.

INTRODUCTION

Cancer is a disease of aging, and the current median age at can-
cer diagnosis in the U.S. is 66 years, with 53.3% of all new can-
cer cases diagnosed in those aged >65 [1]. With an anticipated
increase in U.S. life expectancy over time [2], there will be a
concomitant increasing number of older adults who will
develop cancer [3], yet accrual of older patients to cancer clini-
cal trials remains challenging and stagnant [4, 5]. Approximately
25% of all trial participants for National Cancer Institute trials
during 2000-2011 were aged >65 years, and 10% were aged
>75 [4, 6].

Although older patients have been shown to enroll on
research protocols as frequently as younger patients if a cancer
clinical trial is offered [7], multiple individual- and practice-level
barriers to accrual have been identified; these include comor-
bidity and toxicity concerns, physician/patient preferences,
socioeconomic factors, access to care, concerns about losing
continuity with primary oncologists, distance and time consid-
erations, caregiver and transportation factors, and age itself
[7-19]. Thus far, specific efforts to improve enrollment of
under-represented subgroups with cancer to clinical trials have
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included educational interventions [20], improved processes
for consenting [21-24], conferences and policy statements to
promote change [4, 25-28], and the development of trials dedi-
cated to older adults [29-31]. None of these strategies, how-
ever, has had a major impact on accrual of older patients. In
addition, previous studies have examined the impact of doctor
communication skills training [32], oncology nurse navigation
[33], and improved tracking systems [34] with mixed success.

Although multiple studies have described potential barriers
to accrual of patients in practice, there are limited data on how
providers feel about potential strategies to effect change in
accrual. In one relevant survey of 156 oncologists from 10 high-
accruing cancer centers within the Cancer and Leukemia Group
B (CALGB) [8], providers were asked about barriers to accrual of
older patients with breast cancer in practice, how they would
rank their importance, and their opinions about seven possible
interventions to improve accrual, including education of staff
and patients and personnel issues. In this survey, 25% of pro-
viders endorsed making personnel available in the clinic to
explain clinical trials to elderly breast cancer patients and their
families as the most important intervention. Additionally, 13%
felt that providing patients with better educational materials
concerning clinical trials was most important, and 14% felt that
providing transportation was most important [8]. Although this
survey was informative on a provider and practice level, it only
surveyed physicians and did not provide clear direction regarding
what larger-scale intervention changes might facilitate accrual of
elderly patients. In addition, none of the above-mentioned inter-
vention studies has led to clear improvements in accrual or pol-
icy changes around accrual of older adults to clinical trials.

In this study, to gain perspective on potential changes in
strategies that would effect change in accrual for older patients
with cancer, we conducted a web-based survey of the entire
Alliance for Clinical Trials in Oncology (“Alliance”) membership,
including physicians, nurses, patient advocates, project manag-
ers, statisticians, leadership, and administrative staff. CALGB is
now part of the Alliance for Clinical Trials in Oncology, a net-
work group in the NIH National Clinical Trials Network. Our goal
was to further propel implementation of new strategies by elic-
iting the opinions of a national sample of the oncology clinical
research workforce and patient advocates who participate in
high-impact cancer clinical research.

SUBJECTS, MATERIALS, AND METHODS

Survey Content

Through our survey, we aimed to assess the awareness of the
current accrual of older patients with cancer to clinical trials, to
ascertain whether there is consensus on how to tackle enroll-
ment challenges on a national level, and to provide an impetus
to apply new, large-scale strategy changes to improve clinical
trial accrual of older patients within the National Clinical Trials
Network. We developed a 26-question survey (full survey pro-
vided in supplemental online data) after obtaining input on
guestions from the Alliance Cancer in the Elderly Committee.
The survey asked participants to report their opinions on the
current state of accrual of older patients with cancer to clinical
trials in the Alliance, at what age(s) they consider a person to
be “elderly,” and whether they think we can impact accrual of
older patients within the Alliance, as well as demographics about
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their practice setting, gender, what Alliance committee(s) they
participate in, their professional position, and years in practice
(when relevant). We also asked about individual- and practice-
level barriers to enrolling older patients in clinical practice, and
we asked participants to rank up to four of these barriers, with
number 1 identifying the most common/important barrier to
accrual. Similarly, we asked participants to select and rank up to
four large-scale interventions that they felt would promote
enrollment of older patients with cancer. At the end of the sur-
vey, participants were asked if they would like to enter a drawing
for a chance to win a $100 Amazon gift card as a token of their
appreciation. Five of these gift cards were distributed randomly
to survey participants. The survey was delivered in a web-based
link using Qualtrics (www.qualtrics.com), allowing for sophisti-
cated survey design and analysis. Because of the nature of our
study, we received exemption from review by the Dana-Farber
Cancer Institute Office for Human Research Studies.

Survey Administration

We invited all rostered Alliance members to participate in this
survey using a blast e-mail invitation sent centrally from the
Alliance Central Protocol Operations Office in Chicago, IL. This
e-mail was sent four times, asking members to complete a brief
online, one-time, anonymous, and confidential survey. We pro-
vided a direct link to the survey in the invitation with the ability
to complete it on a computer or a mobile device. The initial e-
mail invitation was sent twice to 11,351 members on February
28, 2017, with e-mail reminders sent on March 9, 2017, and
March 16, 2017. We also provided a one-page paper survey
invitation/reminder with the registration materials at the in-
person Alliance meeting in Chicago, IL, in May 2017. All
answers were automatically tabulated by the Qualtrics program
software and aggregated for analyses; analyses were conducted
by the Alliance Statistics and Data Center.

Statistical Analysis

Responses for the questions and demographics were analyzed
descriptively. Due to the high frequency and variety of Alliance
member type and disease specialty, we collapsed some of
these categories for ease of analyses (see Table 1 for how these
were defined). We compared the frequencies of responses by
demographic factors (supplemental online Table 1) for the fol-
lowing questions using a chi-square test or Fisher’s exact test:
(a) At what age do you consider a patient to be “elderly”?
(select all that apply). (b) What do you think should be the
“right” or appropriate proportion of trial enrollees who are age
65 or older? (c) Do you think accrual of older patients to clinical
trials in the Alliance is something we need to improve upon?
(d) Do you feel that the geriatric assessment should be incorpo-
rated into all Alliance trials?

The frequencies of rankings for the perceived barriers to
accrual in practice and the potential strategies for improved
accrual of older adults were summarized and differences in
rankings were also compared by demographic factors utilizing a
chi-square test or Fisher’s exact test (supplemental online Table
1). Demographic factors used for these analyses included the
following: gender (male vs. female), participant role within the
Alliance (clinician vs. nonclinician), age group (<50 vs. >50
years of age), years of clinical/research experience (<10 vs.
>10 years of experience), and practice/research setting (rural
vs. suburban vs. urban).
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Table 1. Participant demographics (n = 1,146)

Table 1. (continued)

Characteristic n (%)? Characteristic n (%)?
Gender Radiation oncologist 22 (1.9)
Female 772 (67.4) Radiologist 1(0.2)
Male 198 (17.3) Statistician (Ph.D., M.S., S.P.A.) 15 (1.3)
Other 1 (0.0) Surgeon 49 (4.3)
Not reported 175 (15.3) Other 43 (3.8)
Age, years Membership type not specified 207 (18.1)
<30 108 (9.4) Disease/System of expertise®
30-40 233 (20.3) Breast 567 (49.5)
41-50 227 (19.8) Hematologic malignancies 371 (32.4)
51-60 269 (23.5) Gastrointestinal 451 (39.4)
61-70 123 (12.7) Genitourinary 349 (30.5)
>70 11 (10.7) Geriatric oncology 150 (13.1)
Not reported 175 (15.3) Gynecologic malignancy 247 (21.6)
Practice/research setting Head and neck 348 (30.4)
Rural 142 (12.4) Lung 430 (37.5)
Suburban 243 (21.2) Lymphoma 346 (30.2)
Urban 481 (42.0) Melanoma and other skin cancers 291 (25.4)
Not reported 214 (18.7) Multiple myeloma 319 (27.8)
Not applicable 46 (4.0) Neuro-oncology 232 (20.2)
Other and/or combined settings 20 (1.7) Sarcoma and bone 181 (15.8)
Years in practice/research | am a patient 8(0.7)
<5 273 (23.8) Other 5 (0.4)
5-10 197 (17.2) No disease/system specified 288 (25.1)
11-15 127 (11.1) Work setting®
>15 299 (26.1) Private practice (office or hospital-based) 321 (28.0)
Not applicable 36 (3.1) Staff Model HMO 16 (1.4)
Not reported 214 (18.7) Academic medical center/university 481 (42.0)
Committee(s) served on within Alliance®® Government agency 14 (1.2)
Executive 15 (1.3) Pharmaceutical/biotech industry 2(0.2)
Administrative 89 (7.8) Administration 38 (3.3)
Translational 19 (1.7) Training program (i.e., student, 14 (1.2)
Disease 211 (18.4) resident, fellow, etc.)
American College of Surgeons 44 (3.8) Lab research 5(04)
Clinical Research Staff Community practice 44 (3.8)
Cancer Control 146 (12.7) Hospital-based practice 22 (1.9)
Modality 240 (20.9) Clinical research 15 (1.3)
Patient 4(0.4) Not applicable (I am a patient or 19 (1.7)
Other 6 (0.5) nonclinical researcher, etc.)
Committee not specified 581 (50.7) Other 6(0.5)
Role(s) in the Alliance® No work setting specified 223 (19.5)
Administrator 52 (4.5) IPercentages are provided out of the total number of respondents
. h scienti B (n=1,146) and do not add to 100% as respondents could choose
Basic research scientist 5(0.4) multiple categories.
Clinical research professional/assistant 341 (29.8) PAlliance committees were categorized as the following: Executive = Alli-
Clinical researcher 157 (13.7) ance Executive, Board of Directors; Administrative = Audit, Conflict of
Interest, Constitution and Bylaws, Data and Safety Monitoring Board
Data manager 129 (11.3 ! ’ !
& . ( ) Ethics, Institutional Performance Evaluation, Membership, Pharmacy,
Government representative 0(0) Publications, Young Investigators, Clinical Trials Office, Administration/
IT/Systems management support staff 3(0.3) Safety, Not applicable/Support staff, Data manager, Regulatory, Forms
Medical oncologist 132 (11.5) Consistency Working Group; Translational = Biorepository, Imaging,
. Karyotype Review, Leukemia Correlative Sciences, Pathology, Pharmaco-
Nurse or nurse practitioner 224 (19.6) K . . R
) genomics and Population Pharmacology, Sequencing, Translational
Office support staff 30 (2.6) Research Executive; Disease = Breast, Gastrointestinal, Genitourinary,
Pathologist 1(0.1) Leukemia, Lymphoma, Myeloma, Neuro-oncology, Respiratory, Mela-
Patient or patient advocate 16 (1.4) noma, Sarcoma; Amerlcan College of Surgeons Clinical Research
) Staff = Cancer Care Delivery Research, Cancer Care Standards Develop-
Pharmacist 8(0.7) ment, Dissemination and Implementation, Education; Cancer Con-
Pharmaceutical representative 0(0) trol = Cancer in the Elderly, Community Oncology, Health Disparities,
Physician assistant 2(0.2) Health Outcomes, Prevention, Symptom Intervention; Modality = Clinical
Proiect manager 31(2.7) Research Professionals, Oncology Nursing, Transplant, Radiation Oncol-
) & : ogy, Experimental Therapeutics; Patient = patient, patient advocate (may
Protocol support staff 52 (4.5) still identify on a committee); Other = could not be categorized; Commit-
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Table 2. Opinions on current state of accrual for older Table 2. (continued)
atients with cancer (n = 1,146
P ( ) Question n (%)®
Question n (%) Do you think accrual of older patients to
As best as you can estimate, what percentage of clinical trials in the Alliance is something we
all patients with cancer in the U.S. are age >65? need to improve upon?
<25% 32 (2.8) Yes 600 (52.4)
25%—-50% 198 (17.3) No 70 (6.1)
51%—75% 664 (57.9) Not sure 367 (32.0)
>75% 138 (12.0) Not answered 109 (9.5)
| can’t estimatel | don’t know 69 (60) Do you think the Alliance has the ablllty to
improve upon the numbers of older patients
Not answered 45 (3.9) enrolled to its clinical trials?
ﬁ;lévef;?;ﬂige do you consider a patient to be Yes 744 (64.9)
' No 25 (2.2
60 and older 43 (3.8) (2.2)
Not sure 267 (23.3)
65 and older 179 (15.6)
Not answered 110 (9.6)
70 and older 308 (26.9) i . -
Do you think the Alliance has the ability to
75 and older 254 (22.2)  mpact the accrual of older patients enrolled
80 and older 146 (12.7) even beyond the Alliance?
85 and older 50 (4.4) Yes 607 (53.0)
| do not have a preferred cutoff 74 (6.5) No 59 (5.1)
Poor functional status, regardless of age 298 (26.0) Not sure 369 (32.2)
Other 6 (0.5) Not answered 111 (9.7)
| don’t know 10 (0.9) Do you feel that the geriatric assessment
should be incorporated into all Alliance trials?
Not answered 78 (6.8)
_ Yes 210 (18.3)
As best as you can, please estimate the i
percent of Alliance clinical trial enrollees Maybe some but not all trials 596 (52.0)
(across disease sites, and over the last decade) No 29 (2.5)
who are age >65
Not sure 53 (4.6)
<25% 347 (30.3) o )
| don’t know what the geriatric assessment is 127 (11.1)
25%-50% 325 (28.4) o
Other opinion 17 (1.5)
51%-75% 224 (19.5)
Not answered 114 (9.9)
>75% 41 (3.6) . :
, . , Percentages may not add up to 100% for some categories, when
| can’t estimate, | don’t know 144 (12.6) multiple responses were allowed.
Not answered 65 (5.7)
Can you approximate what percentage of your
own patients age >65 are treated on a clinical RESULTS
trial?
<25% 411 (35.9) Survey Part|C|pants'(TabIe 1) o
25%-50% 209 (18.2 Among the 11,351 Alliance members initially contacted, 1,146
Rt (18.2) participated in the survey (response rate = 10%) during the
51%-75% 112 (9.8) period from February 28, 2017, to June 16, 2017. Respondents
>75% 22 (1.9) (Table 1) were mostly female (67.4%); 29.7% were aged <40
| don’t know 30 (2.6) years, and 23.4% were aged >61. Overall, 42.0% reported prac-
Not applicable, | don’t enroll patients to 264 (23.0) ticing in an urban setting and 12.4% in a rural setting, with
clinical trials 17.2% and 26.1% of all participants reporting being in practice
Not answered 98 (8.6) or research for 5-10 years and >15 years, respectively. Overall,
What do you think should be the “right” or 581 pértlupar?ts.dld not re.!port that they served on a specific
appropriate proportion of trial enrollees who committee within the A”Iance, and there were many who
are age >65? reported membership on multiple committees. With regard to
<25% 37 (3.2) their roles, the most common responses were the following:
25%-50% 323 (28.2) 29.8% were clinical research professionals, 19.6% were nurses
. o .
51%-75% 325 (28.4) or nurse practltlvoners, 13.7_%: were clinical researchers, and
7 56 (4.9) 11.5% were medical oncologists (overlap of responses allowed).
=15% . . ’ Most worked in academic (42.0%) or private practice (28.0%)
I don’t think there is a target number 265(23.1)  settings, and the most commonly reported disease areas of
Other 33 (2.9) expertise included breast (49.5%), gastrointestinal (39.4%), lung
(continued) (37.5%), and hematologic malignancies (32.4%).
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Table 3. Barriers to accrual of older patients to clinical trials in practice in order of frequency ranked

Barrier

Frequency ranked (%)

Rankings (n, %)*°

Older patients often don’t meet eligibility of clinical
trials due to comorbidities, tumor characteristics, etc.

Regimens are too toxic for older patients

Long distance to treating center, transportation
issues, time considerations

Patient and/or family preferences to not enroll on
clinical trials

Concern for limited life expectancy in older patients
Lack of trials relevant for older patients

Lack of patient/family education about clinical trials
Insurance issues with covering clinical trials

Lack of prioritization by the practice

Lack of institutional or clinic commitment to enroll

patients

Not enough personnel or staff to help older
patients enroll

Limited resources at my clinical site

773 (67.5) 1 =397 (51.4); 2 = 165 (21.3);
3 =134 (17.3) 4 = 77 (10.0)
509 (44.4) 1 =129 (25.3); 2 = 195 (38.3);
3 =119 (23.4); 4 = 66 (13.0)
506 (44.2) 1 =116 (22.9); 2 = 142 (28.1);
3 =148 (29.3); 4 = 100 (19.8)
405 (35.3) 1=88(21.7); 2 =91 (22.5);
3 =126 (31.1); 4 = 100 (24.7)
320 (27.9) 1= 169 (21.6); 2 = 105 (32.8);
3=93(29.1); 4 = 53 (16.6)
286 (25.0) 1 =60 (21.0); 2 = 82 (28.7);
3=70(24.5); 4 = 74 (25.9)
281 (24.5) 1 =63 (22.4); 2 = 66 (23.5);
3=281(28.8); 4 =71 (25.3)
206 (18.0) 1=37(18.0); 2 = 58 (28.2);
3=61(29.6); 4 = 50 (24.3)
59 (5.2) 1=19(15.3); 2 = 16 (27.1);
3=17(28.8); 4 = 17 (28.8)
59 (5.2)/1,146 1=11(18.6); 2 = 18 (30.5);
3=13(22.0); 4 =17 (28.8)
54 (4.7) 1=12(22.2); 2 = 11 (20.4);
3=14(25.9); 4 = 17 (31.5)
51 (4.5) 1

8 (15.7); 2 = 10 (19.6);
2

3=10(19.6); 4 = 23 (45.1)

®Percentages here are based out of the number who ranked this choice, not out of the total respondents.
PRankings are from 1 = most common/important to 4 = least common/important.

Current State of Clinical Trial Accrual for Older Patients
with Cancer (Table 2)

Participants acknowledged that most cancers occur in older
patients, with 57.9% responding correctly that 51%-75% of
U.S. cancer diagnoses occur in individuals age 65 and older.
There was variability in responses for the age cutoffs for when
participants consider a patient to be “elderly” (categories were
not mutually exclusive), with 179 (15.6%) and 308 (26.9%) par-
ticipants reporting that this should include patients age >65
and >70 and older, respectively. In addition, 298 (26.0%) felt
that “elderly” should be defined by functional age rather than
chronological age. Approximately 35.9% of participants re-
ported that <25% of their own patients ages >65 participate
in cancer clinical trials, whereas 1.9% reported that >75% of
their older patients participate; 28.4% felt that 51%—75% of
cancer clinical trials enrollees should be age >65. Overall,
64.9% felt that accrual of older patients to cancer clinical trials
in the Alliance is something we can improve upon, and 18.3%
felt that the geriatric assessment [35] should be included in all
Alliance trials. However, 11.1% of respondents reported that
they did not know what a geriatric assessment is.

Barriers to Accrual (Table 3)

The most commonly reported barriers to accrual of older
patients in practice included “older patients often don’t meet
eligibly requirements due to comorbidities or tumor character-
istics” (n = 773 [67.5%], with 397 ranking this as the number 1
barrier); “regimens are too toxic for older patients” (n = 509
[44.4%), with 129 ranking this as the number 1 barrier); “long
distance to treating center, transportation issues, time consider-
ations” (n = 506 [44.2%], with 116 participants ranking this as

©AlphaMed Press 2018

the number 1 barrier); and “patient and/or family preferences
to not enroll on clinical trials” (n = 405 [35.3%)], with 88 ranking
this as the number 1 barrier).

In a separate question, we asked participants to expand on
barriers in their practice and within the Alliance beyond the
options provided, and we received 158 written-in responses
(data not shown). Recurrent themes from these responses
include the following concerns/suggestions: cost and insurance,
exclusions with regard to past history of cancer and other medi-
cal conditions, complex and lengthy protocol consents, the inten-
sity of schedules and visits, education gaps for patients and their
families, fear or anxiety related to clinical trials, discrimination
within the health care system, the feeling that trials are not pub-
licized enough and should be offered in partnership with relevant
organizations such as the American Association of Retired Per-
sons to increase publicity of trials, and the need for more sup-
portive care trials and trials aimed at quality of life and function.

Strategies to Improve Older Patient Accrual (Table 4)
The most commonly ranked strategies for improvement of
enrollment of older patients included the following: “create
more dedicated trials for older patients” (n = 416 [36.3%], with
173 ranking it as the number 1 strategy); “minimize exclusion
criteria focused on comorbidities in clinical trials” (n = 407
[35.5%], with 189 ranking it as the number 1 strategy); “consider
distinct strategies to increase enrollment for those aged 65 and
older and 70 and older” (n = 380 [33.2%], with 79 ranking it as
number 1); and “require that most/all Alliance trials have a
specific ‘expansion cohort’ of older patients, with embedded
statistics for outcomes/toxicity/quality of life for older
patients” (n = 344 [30.0%], with 97 ranking it as number 1).

Oncologist
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Table 4. Strategies to improve older patient accrual in order of frequency ranked

Frequency
Strategy ranked (%) Rankings (n, %)>°
Create more dedicated trials for older patients 416 (36.3) 1=173 (41.6); 2 =139 (33.4);

3 =66 (15.9); 4 = 38 (9.1)

Minimize exclusion criteria focused on comorbidities 407 (35.5) 1=189 (46.4); 2 =79 (19.4);
in clinical trials 3=78(19.2); 4 =61 (15.0)
Consider distinct strategies to increase enrollment for 380 (33.2) 1=79 (20.8); 2 =112 (29.5);
those aged 65 and older and 70 and older 3 =106 (27.9); 4 = 83 (21.8)
Require that most/all Alliance trials have a specific 344 (30.0) 1=97(28.2); 2=113(32.9);
“expansion cohort” of older patients, with embedded 3 =284 (24.4); 4 =50 (14.5)
statistics for outcomes/toxicity/quality of life for older
patients
Create a standardized educational intervention for the 256 (22.3) 1=141 (16.0); 2 =69 (27.0);
family members/caregivers of older patients treated at 3 =283 (32.4); 4 =63 (24.6)
Alliance sites
Provide extra “credits” to sites when they enroll an 252 (22.0) 1=63(25.0); 2 =77 (30.6);
older patient to any clinical trial 3 =160 (23.8); 4 =152 (20.6)
Create a standardized educational intervention for 235 (20.5) 1=157(24.3); 2 =66 (28.1);
older patients at Alliance sites 3=71(30.2); 4 =41 (17.5)
Ensure inclusion of academic/community sites who 205 (17.9) 1=136(17.6); 2 =54 (26.3);
treat high proportions of older patients in the Alliance 3 =058 (28.3); 4 =57 (27.8)
Require sites to capture why a patient declines 195 (17.0) 1=161(31.3); 2 =44 (22.6);
enrollment 3 =44 (22.6); 4 =46 (23.6)
Create a standardized educational intervention for 157 (13.7) 1=30(19.1); 2 =43 (27.4);
community and academic providers within the Alliance 3 =44 (28.0); 4 =40 (25.5)
Require that all clinical trial concepts be discussed and 151 (13.2) 1=76(50.3); 2 =32 (21.2);
approved by the Cancer and Elderly Committee as 3=29(19.2); 4= 14 (9.3)
part of the approval process
Require sites to screen (and record) all older patients 128 (11.2) 1=121(16.4); 2 =40 (31.3);
they see with cancer, who is approached for studies, 3=35(27.3); 4=132(25.0)
and if they decline/accept enrollment
Require that most/all trials have a specific target 116 (10.1) 1=127(23.3); 2=128 (24.1);
number of older patients for enrollment 3 =140 (34.5); 4=21 (18.1)
| have other ideas, or | don’t like these options 48 (4.2) 1=21(43.8); 2=12 (25.0);

3=3(6.3); 4= 12 (25.0)

?Percentages here are based out of the number who ranked this choice, not out of the total respondents.

PRankings are from 1 = most promising to 4 = least promising.

Associations of Responses with Participant
Demographics (Supplemental Online Table 1)

Regarding responses by participants’ gender, we observed sig-
nificant differences in the responses for the appropriate per-
centage of clinical trial enrollees who should be aged >65
(b =.015; e.g., 27.2% of women vs. 16.2% of men felt there
was no target proportion of older patients who should enroll).
In addition, most men (68.2%) and women (56.5%) responded
that we need to improve upon accrual of older patients. Men
more frequently (23.2% vs. 19.8% in women) responded that
the geriatric assessment should be included in all clinical trials,
although it is of note that <25% of either gender responded
this way. Differences between men and women for reported
barriers to clinical trial enrollment in practice included “not
enough trials relevant for older patients” (38.4% of men vs.
26.3% of women, p =.0008) and “not enough personnel to
help patients enroll” (10.1% of men vs. 4.3% of women,
p = .001; data not shown). There were no gender differences in
opinions on strategies to improve accrual except the suggestion
of providing extra credits to sites when they enroll older
patients (37.4% of men vs. 23.1% of women, p < .0001; data
not shown).
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With regard to clinicians versus nonclinicians, clinicians more
frequently responded that we need to improve upon accrual of
older patients (73.0% vs. 48.9%, p < .0001) and were more likely
to respond that we should include geriatric assessment in all tri-
als (23.5% vs. 18.2%, p = .026). Nonclinicians more frequently
reported that “elderly” are those aged >65 and less frequently
stated that “elderly” is determined by poor functional status.
There were also significant differences in preferred strategies to
improve accrual, with 48.3% of clinicians selecting the option to
“create more dedicated trials for older patients” versus 39.2% of
nonclinicians (p = .005). Additional findings for differences in
responses by participants’ age, years of experience, and practice
setting are summarized in supplemental online Table 1.

DISCUSSION

In this study of 1,146 participants representing a national and
diverse sample of clinical researchers, including providers,
nurses, scientists, patient advocates, clinical and administrative
support staff, and leadership who treat multiple cancers in a
wide array of practice settings, we observed that most felt that
the Alliance has the power to effect change with regard to
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clinical trial enrollment of older patients with cancer and
agreed that older patients should be enrolled on cancer trials
more frequently. Similar to what has been suggested in prior
calls to action [26], participants felt that the ideal large-scale
strategies to improve accrual include a specific focus on this
older cancer population: creating more dedicated trials for
older patients, relaxing eligibility criteria so that older patients
are not excluded from trials as frequently (reported as the limit-
ing barrier to accrual in practice for over two thirds of survey
participants), and recommending that clinical trials include
expansion cohorts to specifically accrue older patients. Provid-
ing a standardized education tool for patients and family
members/caregivers was also appealing for many survey partic-
ipants. Participants also differed in their opinions based on
demographic characteristics, with some differences noted by
gender, position/role, age, and years of experience.

Our survey addressed important knowledge gaps and is the
first-of-its-kind in its execution of a “needs assessment” for
high-level strategies by those in the trenches of clinical
research, protocol design, and patient care. Although Kornblith
and colleagues asked providers about their preferences for
potential interventions within their own breast cancer clinical
setting [8], to our knowledge, no prior study has examined
the opinions of all Alliance members, including patient advo-
cates and nonclinicians, about potential structured high-level
changes that could more globally promote enrollment of older
patients with cancer to clinical trials across multiple disease
sites. Through this survey, we harnessed the opinions of over
1,000 Alliance leaders, patient advocates, statisticians, clini-
cians, and clinical trials support staff providing a wealth of in-
formation on how the Alliance can effect change, further
reinforcing ongoing initiatives and prior pleas for action [4, 36].
For example, the American Society of Clinical Oncology (ASCO)
assembled a working group [27, 28] to address the issues sur-
rounding stringent eligibility criteria for older patients, and we
anticipate that their recommendations to relax criteria for
organ dysfunction in particular will be widely adopted, dissemi-
nated, and implemented across the National Clinical Trials Net-
work. Further, the U.S. Food and Drug Administration and
ASCO recently led a Geriatric Oncology Workshop focused on
these issues, which we hope will move the needle on accrual
issues for older adults with cancer.

Aside from the efforts to relax eligibility described above
and despite multiple calls to action to improve the evidence
base for older patients with cancer [4, 5, 17, 25, 26, 37], little
has been accomplished on a policy level to effect change. As a
next step, a multipronged strategy will be required if we want
to make increased accrual a reality for older patients with can-
cer on a national level. This will include earnest cooperation,
commitment, and prioritization from funding agencies, industry,
the U.S. Food and Drug Administration, the National Cancer
Institute, the National Clinical Trials Network, and clinical and
research leadership, particularly because of the high anticipated
costs of implementing large-scale strategies to improve accrual.
Our survey results promote the implementation of a more
standardized process for protocol development by which each
clinical trial undergoes a specific review by a geriatric-focused
committee, including relevant statisticians. With this, eligibility
criteria can be scrutinized to promote optimal inclusion of older
patients with cancer and endpoints can be assured to be rele-
vant to older adults. In addition, recommendations can be
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made to create an expansion cohort of older patients if a cancer
treatment is found to be efficacious with broad implementation
expected. Creating more education tools for this patient popula-
tion and their caregivers is also warranted based on our results.
We acknowledge study limitations. First, although we
obtained responses from a large sample of participants, we rec-
ognize that our member response rate was only 10% and that
some subgroups were small and had potential for nonresponse
bias. Because the survey was anonymous, we could not com-
pare the demographics of those who participated to those who
did not. However, participants came from a wide array of
research backgrounds, ages, practice sites, and positions, all
strengthening our findings and providing important data for
clinical trial leadership and policy makers in the U.S. Further,
we surveyed Alliance members only, although we had repre-
sentation and inclusion of both academic and community sites
as well as rural and urban centers. It is reassuring that the opin-
ions of Alliance membership mirror those of the current
national conversations to improve accrual of older patients.

CONCLUSION

The results from our survey of national stakeholders should cat-
alyze change, with concrete strategies provided by the Alliance
membership that can, we hope, translate into significant
improvements in the evidence base for treatments of this
growing subgroup of patients who are in urgent need of level |
evidence to inform their care.
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