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Abstract

Objectives: Obtaining informed consents from older adults is surrounded by many ethical and
practical challenges. The objective of this study was to evaluate ethical issues and strategies in
consenting older adults in Jordan as perceived by academic researchers and older adults.

Methods: An anonymous questionnaire was distributed to academic researchers in the Jordanian
health sciences colleges, and a sample of older adults. The study survey included items eliciting
demographics, professional characteristics, and perceptions regarding the consenting process in
older adults, consent-related skills in elderly, and strategies to improve the consenting process in
older adults. The survey was then modified to assess the consent-related ethical issues and
challenges as viewed by a sample of older adults after explaining the concept of the consenting
process to them.

Key findings: A total of 250 academic researchers and 233 older adults participated in the study.
Both researchers and older adults reported that having to sign the written forms and the impact of
age-related physical impairments were the most challenging obstacles when consenting older
adults. Lack of consistency and repeating questions were the most frequently encountered
obstacles by researchers in consenting older adults. Ensuring privacy (anonymity/confidentiality),
dedicating more time for the consenting process, treating older adults as autonomous individuals
and respecting their cultural beliefs were the most helpful strategies recommended by both
academic researchers and older adults.
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Conclusions: Obtaining informed consents from older adults is a challenging process.
Researchers should be aware of the special needs and strategies to achieve realistic and ethical
informed consents from older adults.
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Introduction

The world population is aging constantlyl. Considering the unique needs of aging
populations, health care practices should be customized to meet older adult needs. For
example, evidence-based health services provided to older adults should be based on
research conducted specifically on older adult populations. However, elderly-based research
is still inadequate and less illustrative compared to research involving younger
populations?: 3. One of the important factors leading to underrepresentation of older adults in
clinical, social and behavioral research is the difficulty associated with obtaining informed
consents from older adult individuals® 4 °. In addition, obtaining informed consents from
older adults is confined by many ethical and practical challenges, and therefore, it is much
more than obtaining a signature. For instance, receiving adequate information,
comprehending the information, and then making a voluntary decision are essential
components of the process of providing an informed consent®: 7.

Health challenges associated with aging such as hearing and vision impairments, as well as
diseases and weakness, can impact the validity and flow of the consenting process in older
adults. Both the amount of information and how fast it is delivered to potential participants
can influence their comprehension, and consequently, can influence their willingness to
participate in research projects® . Limited response time, speaking difficulties, barriers to
seeking further information, level of emotional stability and control, cognitive impairment,
and medication use are other factors that might influence the consenting process8-11,

Clinical, social and behavioral research practices and outcomes depend largely on
researchers’ training and ethical competence. For example, consenting process that conforms
to pertinent ethical principles in research is mandatory to produce valid data. In addition,
data quality can be enhanced by respecting the right to autonomy of each potential
participant without any explicit or implicit coercion’- 2: 12, Overall, researcher interaction
with participants is the main determinant of the validity and quality of the informed
consent!3, Ethical challenges surrounding the consenting process in clinical, social and
behavioral research with older adults are still understudied. More research is needed to raise
awareness and to explore strategies that could better facilitate and organize the consenting
process in order to produce valid and reliable research outcomes. This study aimed to
evaluate perceptions regarding the consenting process and strategies to improve the
consenting process in older adults as perceived by both academic researchers as well as
older adults. In addition, this study aimed to evaluate consent-related skills deficiencies and
problems faced by researchers during the consenting process in older adults.
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Design and Procedures

Instrument

This research was based on a cross-sectional survey that utilized a structured questionnaire
to interview participants and collect data. Academic researchers in six health sciences
schools (medicine, pharmacy, nursing, dentistry, public health, and applied medical
sciences) in Jordan were approached and asked about their willingness to participate in the
study by completing a survey. Eligibility criteria included being adult (=18 years old) and
having ever conducted clinical, social and behavioral research with older adult population in
the past. Eligibility was determined at the interview time. The interviewer has approached all
academic staff in all Jordanian public and private universities between July 1, 2017 and
November 30, 2017. Within the same period, a sample of older adults was recruited and
interviewed at King Abdullah University Hospital outpatient clinics. Eligibility criteria
included being older adult (= 65 years old), independent and cognitively intact as perceived
by the interviewer. Interviewees were presented with a hypothetical scenario of the
consenting process. Additionally, they were presented with a number of statements on the
consenting process and were asked to indicate whether they agree or disagree with each
statement. Perceptions about the consenting process and strategies that may potentially
improve the process were assessed based on the view of these older adult participants.

The study instrument was composed of 46 items that measured demographics and
professional characteristics, as well as perceptions regarding a number of issues. These
issues included designing consent forms, the consenting process in older adults, consent-
related skills in elderly, and strategies to improve the consenting process in older adults. The
survey draft was reviewed by five faculty members who were expert in survey research
methods from one of the universities in Jordan. These experts were asked to comment on the
overall flow of the survey, as well as on the wording and content of every item. Their
feedback were used to revise, improve and produce the final version of the survey. Another
shortened version of the survey was utilized (after removing researcher-related sections)to
assess the consent-related ethical issues and challenges as viewed by a sample of older
adults.

Statistical analysis

Descriptive analyses were conducted to summarize the sample basic characteristics. The
results of these analyses are presented in terms of frequencies and percentages. Perceptions
and views regarding consenting process in older adults and strategies to improve the
consenting process were presented as percentages of responders who agreed/disagreed with
relevant statements. Average weighted scores were calculated by adding up each agreement
level (1 to 5) multiplied by the respondent proportion for each level. Frequencies of
encountered deficiencies/difficulties in skills needed for effective consenting process in older
adults were assessed based on researchers’ experiences (1 = never; 5 = always). The
weighted frequency score for each skill deficiency was calculated by adding up each
frequency level (1 to5; 1 = never; 5 = always) multiplied by proportion of respondents who
encountered that level of deficiency. Finally, a question was directed to evaluate challenges
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in the current consenting process with older adults as viewed by academic researchers.
Challenges’ percentages of the total number of reported challenges frequencies were
calculated. Data were analyzed using STATA version 1414,

Ethical considerations

Results

This research was approved by the Institutional Review Board (IRB) Committee at Jordan
University of Science and Technology/King Abdullah University Hospital (18/106/2017).
Participants were informed about the goal of the study as well as the intended use and
expected values of the results. Participant’s confidentiality was ensured using anonymous
data collection process. Participation consent was implied as participants agreed to fill the
survey out. The principal investigator was the only person who had an access to the data.

A total of 250 academic researchers participated in the study with a response rate of 74%, all
of them were involved directly in research with patients aged 65 years or older. The majority
of these participants were from public universities (89.6%), aged 45 years old or
younger(64%), males (54%) and married (79.6%). About half of the researchers were either
assistant or associate professors (58.8%), and 33.6%, 20.8% and 22.8% were from medical,
nursing and pharmacy schools, respectively. Out of all academic research participants, 30%
reported that they had published 1-5 articles and 76.4% reported that they have been
involved in 1-4 research projects in older adult population. More than half (65.5%)of
participants received formal training in ethics. The demographic and professional
characteristics of these participants are detailed in Table 1A. A total of 233 older adults were
interviewed, of whom 58% were males, 84% were married, 48% were either employed or
retired and 37% reported having at least college education. Older adult characteristics are
detailed in Table 1B.

Regarding the current practice related to developing and designing consent forms, 66% of
researchers reported that consent forms are typically developed by trained investigators
whereas29.2% reported using previously developed consent form templates. Among
academic researcher participants, 65.6% were satisfied with the way consent forms are
developed and applied in current practice, and 77.5% agreed that patients should be
approached before developing the consent form as their input is important to consider when
developing such forms.

Table 2A describes researchers’ perceptions regarding challenges associated with the
consenting process in older adults. Signing the written forms (as opposed to verbally
consenting to participate), health challenges associated with aging (e.g., hearing
impairment), and understanding their right to refuse to participate were the most perceived
challenges in the consenting process according to academic researchers(average scores were
4.17, 3.69 and 3.37, respectively, on a scale from 1 [lowest difficulty] to 5 [highest
difficulty]). In agreement with researchers’ views, the vast majority of older adults agreed
that providing verbal consent is less stressful than signing the written forms (average score
was 4.250n a scale from 1 [lowest difficulty] to 5 [highest difficulty]). As shown in Table
2B, older adults acknowledged the influence of health challenges associated with aging on
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the consenting process (average score was 3.550n a scale from 1 [lowest difficulty] to 5
[highest difficulty]).

Figure 1 demonstrates the levels of perceived deficiencies in consenting-related skills as
seen by researchers involved in clinical, social and behavioral research with older adults.
Lack of consistency, requesting survey questions to be repeated and limited understanding of
the consequences of consenting (or consequences of refusing to consent) were the most
frequently encountered challenges in this population(average scores were 3.3, 3.28 and 3.28,
respectively, on a scale from 1 [lowest difficulty] to 5 [highest difficulty]).

Researchers’ agreement levels with suggested strategies to improve the consenting process
in older adults are demonstrated in Table 3A. Ensuring anonymity/confidentiality, verbal
reiteration and explanation of written material, dedicating more time and effort for the
consenting process, treating older adults as autonomous individuals and respecting their
cultural beliefs by using an appropriate language were the most helpful strategies as seen by
academic researchers(average scores were 4.48, 4.32, 4.3, 4.27 and 4.26, respectively, on a
scale from 1 [Least important] to 5 [Most important]). Consistent with researcher views,
older adults advocated the importance of anonymity/confidentiality in communication,
dedicating more time and effort for consenting process consenting process, being treated as
autonomous individuals and respecting their cultural beliefs (average scores were 4.55, 4.52,
4.51 and 4.49, respectively on a scale from 1 [Least important] to 5 [Most important]). More
details are shown in Table 3B.

Overall, use of complex medical terminology, high readability level text, small font size,
cultural variation and power imbalance were the most common challenges in the current
consenting process with older adults as viewed by academic researchers (Figure 2).

Discussion

Even though concepts related to informed consents are well discussed in the literature, these
concepts are understudied in cognitively intact older adults. This study highlighted the most
common challenges in the consenting process and the potential strategies to improve it in
research involving older adults. It is noteworthy that major challenges and suggested
improvement strategies perceived by older adults were very consistent with those perceived
by researchers. Both groups advocated that signing the written forms and the health
challenges (e.g., hearing impairment)associated with aging were the most pressing
challenges when consenting older adults. In terms of encountered health challenges among
older adults in practice, researchers reported lack of consistency and having to repeat
questions multiple times as the most frequently encountered challenges. Academic
researchers as well as older adults consistently agreed about potential strategies that can be
undertaken to improve the consenting process, including protecting participants’ anonymity
or confidentiality, allowing more time and dedicating more effort to the consenting step,
treating older adults as autonomous individuals and respecting their cultural beliefs.

Obtaining written signatures from older adults was perceived as the most significant
challenge in consenting older adults by both researchers and older adults themselves.
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Therefore, certain measures could be taken to mitigate the stress associated with providing a
written signature, leading to a smoother and more productive consenting process. The
findings indicated that older adults tend to view any sighed document as a contract, and
therefore, they tend to be more hesitant regarding signing such a document!®. Thus, having
the consent in a non-contract format might be helpful, for example, using pastel paper with a
casual font1®, In addition, previous literature had suggested providing alternatives to written
signature such as stamping, thumb-printing, nodding, and handshaking’. Such alternatives
may be considered in future research contingent upon approval by Institutional Review
Boards (IRB) in academic and research institutions. Findings from this study were consistent
with previous research, indicating that such alternatives could make it easier for older people
to participate in research through relieving any stress associated with providing a written
signature.

Various age-related health changes such as hearing, vision and speaking impairments, co-
morbid illnesses, cognitive impairments and personal/emotional vulnerabilities were shown
to impact the process and outcomes of the consenting process®. This was in agreement with
results from this study that emphasized the influence of age-related health changes on the
process of informed consent in older adults. Matching target population capabilities in light
of participants’ abilities and age-related physical frailty is a very important consideration
when obtaining informed consents from older adults?. Moore et a/. advocated that
information should be disclosed at the appropriate level of the target population in relation to
education, maturation, language, age, and cognitive ability!. Impairment in hearing and
vision may impact older adults’ ability to listen, read, and comprehend study risks and
benefits, and therefore, impact their ability to provide a fully informed consent®. The results
of this study were consistent with previous research. Therefore, our findings suggest that
future researchers investigating older adults may consider carefully designing the consenting
process to match potential participants’ physical and behavioral capabilities.

In this study, academic researchers who participated in the study highly agreed that older
adults are less likely to understand their right of informed refusal to participate in research
studies. Compared to younger adults, older adults in general are more likely to think of
health care providers as trustworthy. Therefore, older adults may be less likely to refuse a
request to participate in research and to appreciate the consequences of refusal® 19. 20 |n
addition, older adults may participate in research studies because they feel powerless, mainly
due to emotional distress, vulnerability and minimal social support!®: 21, Such feelings might
be subtle to older adults but can be sensed by experienced researchers.

Inconsistency in older adults’ responses and the need to repeat questions multiple times were
the most encountered challenges by researchers. Although this paper evaluates the
consenting process among cognitively intact older adults (e.g., individuals without
dementia), the impact of aging per se on cognitive function especially with regard to
memory, learning and information processing capabilities are undeniable?2. Deficit in short-
term memory is strongly associated with aging and was shown to critically impact
information comprehension during the consenting process?3.
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In this study, paying more attention to anonymity/confidentiality when communicating with
older adults, especially when evaluating their ability to make decisions, was found to be the
most important strategy in provoking an effective and respectful consenting process.
Interestingly, considering privacy by maintaining anonymity/confidentiality was the most
agreed upon strategy by researchers and older adults themselves to facilitate the informed
consenting process. Heath et al. emphasized the importance of maintaining older adults
privacy and dignity in the consenting process®. Interviewing older adults in a private setting
would enhance their desire to ask questions and request certain information to be repeated
before making a decision regarding the consenting process. Furthermore, privacy is needed
when evaluating elderly decision-making capacity as they prefer one-to-one conversation
when they interact with researchers. This may give them the freedom to refuse to participate
in research without feeling coerced or embarrassed.

Besides privacy, there was a high level of agreement among researchers’ and older adults’
responses regarding the importance of expecting to dedicate more time and effort in order to
obtain a valid informed consent from older adults. With deficit in short term memory
associated with aging, granting older adults more time to make a decision regarding
participating in research is a crucial step that aims to address comprehension obstacles and
to support autonomous consent23. Respecting cultural beliefs was another highly agreed
upon strategy that facilitates effective communication and establishes the needed trust and
openness to communicate between participants and researchers. Cultural competence was
shown to be an essential strategy in provoking an informed consent from older people by
building trust and overcoming cultural differences and language barriers8.

In the current study, more than a third of the researchers did not have a training in research
ethics. Inadequate research ethics training was demonstrated in several studies conducted in
developing countries?4-26, A survey of the faculty members at Cairo University in Egypt
showed that almost half of them never attended a course in research ethics?’. Giving the
gaps in research ethics in the Middle East countries2®, It is clear that research ethics training
is necessary to improve ethical standards in the conduct of academic and biomedical
research.

Conclusions

Funding:

The findings of this study highlight the importance of considering age-related physical and
emotional characteristics in the consenting process, and so no one size consent can fit all
ages. In sum, as a public policy implication, this study underscores the need for raising
awareness and better educating clinical, social and behavioral investigators about special
needs and strategies that pertain to obtaining valid and ethical informed consents from older
adults.

Work on this project was supported by grant # 5R25TW010026-02 from the Fogarty International Center of the
U.S. National Institutes of Health on behalf of the Research Ethics Program in Jordan.
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Figurel: Consent-related Skills Deficienciesin Older Adults as Viewed by Researchers.
Frequencies of encountered deficiencies/difficulties in skills needed for effective consenting

process in older adults based on researchers’ experiences (1 = never; 5 = always). The
weighted frequency score for each skill was calculated by adding up each frequency level (1
to5; 1 = never; 5 = always) multiplied by the respondent percentages who encountered that
level of deficiency.
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Percents of reported problems in the
current consent process with older
ad u Its M Lack of clarity of document

B Inadequate information provided

W Language, font size, reading levelfor
patient information leaflets

M Hearing or vision impairments

B Co-morbidity and poly-pharmacy

® Cultural variation or differances

M Undue expectations; lack of

confidence
m Powerimbalance; coercion.

Figure 2:
The Most Common Problems in the Current Consent Process with Older Adults as Viewed

by Researchers
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Demographics and Professional Characteristics of Academic Researcher Respondents in Jordan.(Numbers,

Percentages)
Char acter n (total =250) %
Age
<30 58 232
30-45 100 40.0
46-60 55 220
>60 34 136
(Missing data) 3 12
Gender
Female 115 46
Male 135 54
Marital status
Married 199 79.6
Single 32 128
Widowed 10 4
Divorced 9 3.6
Academic institution
Public 224  89.6
Private 26 104
School
Applied medical sciences 21 8.4
Dentistry 35 14
Medicine 84 336
Nursing 52 20.8
Pharmacy 57 228
Public health 1 0.4
Academic rank
MS 64 257
Assistant Professor 95 38
Associate Professor 52 20.8
Professor 39 15.6
Number of yearsin current position
1-3 127 50.8
4-7 81 324
>7 42 16.8
Number of published articles
None 65 26
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Char acter n (total =250) %
1-5 75 30
6-10 35 14
11-20 41 164
>20 34 136
Frequency of research in elderly

Once 111 444
2-4 80 32
5-10 32 128
>10 27 108
Ethicstraining

YES 164 65.6
No 86 34.4
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Demographics of Older Adults Respondents in Jordan.(Numbers, Column Percentages)

Character n (total =233) %
Age>=65 233 100
Gender

Female 98 42
Male 135 58
Marital status

Married 196 84
Single 4 2
Widowed 15 6
Divorced 18 8
Employment

Employed 78 33
Unemployed 120 52
Retired 35 15
Nationality

Jordanian 203 87
Others 30 13
Education

College and over 86 37
High school 78 33
Junior school or lower 69 30

J Pharm Health Serv Res. Author manuscript; available in PMC 2021 March 01.

Table 1B:

Page 14



1duosnuey Joyiny 1duosnuen Joyiny 1duosnuey Joyiny

1duosnuen Joyiny

Altawalbeh et al.

Table 2A:

Perceptions of Researchers Regarding the Consenting Process in Older Adults.(Row Percentages)
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DSitgricg)Jr:gLyl Disagree2 Neutral 3 Agree4 %;crjgglg Averagea

Cdrasngrenlae s e o5 w2 s s 32 o
WG s s g cmaeate o 3e 76 ws o2 o
Odorstuls oy besupidous o sachbsaveof 9 zme m we s
Older adults can be stlrjlseprig;g:rscﬁegfirding the motives of 04 24 364 352 4 318
Obtaining verbal cons\zr:ittg:r:efsosr;':gessful than signing the 08 5 79 476 38.4 417
Many older adults ha\:%gitftf(i)cgel}iuessein understanding their 08 24 20 48 79 337
Older adults ofitrﬁefr:)n?]\;igﬁn;ﬁén:nz%;%i(;)c/).nfidentiality of 12 30 36.8 28.8 3.2 303
Older adults often see their autonomy threatened when 08 24 20.8 304 4 313

researchers often look to caregivers for informed consent.

aThe average score for each perception was calculated by adding up each agreement level (1 to 5) multiplied by the respondent percentage for each

level.
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Table 2B:
Perceptions of Older Adults Regarding the Consenting Process.(Row Percentages)
DSitgricg)Jr:gLyl Disagree2 Neutral 3 Agree4 %;crjgglg Averagea

W aghg o e g anafeatte o g os 13 26 3%
Odlsraemoclissd eease ot o w2 ms  ms w2
Older adults can be stlrjlseprig;g:rscﬁegfirding the motives of 0 39 29 30 2 205
Obtaining verbal cons\zr:ittg:r:efsosr;':gessful than signing the 0 2 0 69 29 4.25
Many older adults ha\:%gitftf(i)cgel}iuessein understanding their 2 58 73 318 09 272
Older adults ofitrﬁefr:)n?]\;igﬁn;ﬁén:nz%;%i(;)c/).nfidentiality of 09 48.9 223 27 09 278
Older adults often see their autonomy threatened when 0.4 43.8 27.9 27 09 284

researchers often look to caregivers for informed consent.

aThe average score for each perception was calculated by adding up each agreement level (1 to 5) multiplied by the respondent percentage for each

level.
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Table 3A:

Perceptions of Researchers Regarding Strategies to Improve the Consenting Process in Older Adults.(Row
Percentages)

Strongly Disagree2 Neutral 3 Agreed Strongly a
Disagree 1 Agree5 Average
Preparing easy-to-read language &short document. 0 0.8 2.4 71.6 25.2 421
Consent form tailored with a low reading level and a large
typing font 0 0.8 2.8 724 24 4.20
Written material should be supplemented with verbal
reiteration and explanation. 0 0.8 64 928 40 4.32
Explaining that the research is independent of service 16 3.2 76 56 316 413

delivery and in no way affects their care.

The respondents who were willing to sign the consent
form should be asked to do so at the end of the interview 11.6 216 13.2 384 15.2 3.24
(rather than at the beginning).

Informers should utilize a language that is respectful of

their cultural beliefs. 12 0.4 56 572 356 4.26
Older adults should be valued as autonomous individuals;
should not be treated as kids. 2 16 36 532 396 a.21
Having older adults paraphrase what they are told to
determine whether they understand the disclosed 0 2.4 8 60.4 29.2 4.16
information.
Being prepared that seeking consent from older individuals 0 16 76 50.4 40.4 430

usually requires extra time and effort.

Being prepared that sometimes more than one short
session might be needed for patients to absorb and 0 2.8 6.8 58.4 32 4.20
understand the research issue.

Consider privacy when communicating information and

evaluating decision capacity. 0 0.4 48 416 532 4.48

aThe average score for each strategy was calculated by adding up each agreement level (1 to 5) multiplied by the respondent percentage for each
level.
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Table 3B:

Perceptions of Older Adults Regarding Strategies to Improve the Consenting Process in Older Adults.(Row
Percentages)

Strongly Disagree2 Neutral 3 Agreed Strongly a
Disagree 1 Agree5 Average
Preparing easy-to-read language &short document. 0 0 0 68.7 31.3 4.31
Consent form tailored with a low reading level and a large
typing font 0 0 0.4 66.1 335 4.33
Written material should be supplemented with verbal
reiteration and explanation. 0 0 0.9 571 42 441
Explaining that the research is independent of service 08 11.2 43 528 309 202

delivery and in no way affects their care.

The respondents who were willing to sign the consent
form should be asked to do so at the end of the interview 14.2 425 14.2 22.7 6.4 2.65
(rather than at the beginning).

Informers should utilize a language that is respectful of

their cultural beliefs. 0 0.4 0 502 494 4.49
Older adults should be valued as autonomous individuals;
should not be treated as kids. 0 0 0 494 506 451
Having older adults paraphrase what they are told to
determine whether they understand the disclosed 0 0.9 0.9 66 32.2 4.30
information.
Being prepared that seeking consent from older individuals 0 0 0 481 519 452

usually requires extra time and effort.

Being prepared that sometimes more than one short
session might be needed for patients to absorb and 0 0.9 0.4 65.2 335 431
understand the research issue.

Consider privacy when communicating information and

evaluating decision capacity. 0 0 0 451 54.9 4.55

aThe average score for each strategy was calculated by adding up each agreement level (1 to 5) multiplied by the respondent percentage for each
level.
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