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Context
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• Gaining valid informed consent for clinical trials suffers from 
numerous problems 
• These are particularly salient in highly international societies 

around the world
• There are many points of potential failure in the informed 

consent process 
• Focus: the information sheets and consent forms that patients 

entering an RCT need to read and sign 



Example: Isaacs et al. 2020
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• 27 information sheet & 23 consent forms for UK-based cancer RCTs
• The average reading level for these was around grade 10 (Flesh-Kincaid grade 

level)
• Information sheets had low word-concreteness; Consent forms had low 

referential & deep cohesion (Coh-Metrix text ease dimensions)
• ‘You’ and modal uncertainty were typical of information sheet; ‘I’ and certainty 

were typical of consent forms, e.g.
• ‘side effects are listed below, but you may or may not have these’; ‘can affect your kidneys’ 

versus
• ‘I am free to withdraw’; ‘I confirm that’; ‘I agree to’



Implications
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• Can we be sure that the consent we’re gaining is truly 
informed? 
• Who might be excluded from these trials either because 
• they are deemed not to have a sufficient level of language to 

cope with these documents, or 
• they exclude themselves due to the difficulties, uncertainties 

and ambiguities they encounter when reading these 
documents?  
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Genetic counselling

• Encounters that involve genetic professionals (e.g. a clinical geneticist, a 
genetic counsellor, a genetic nurse), specialist doctors (e.g. a pediatrician, a 
cardiologist), patients at risk of or diagnosed with a genetic disorder and 
accompanying family members or carers. 
• Focus on diagnostic and clinical aspects of a genetic condition, family and 

pedigree information, inheritance patterns, patients’ risks and available 
genetic testing, provision of psychosocial support to patients and decision-
making about available genetic testing, management of a condition, and 
disclosure of genetic status to family and others (Clarke 1997; Harper 
2010).
• Provision of counselling in a “culturally-responsive” manner (National 

Society of Genetic Counselors, 2011; the American Board of Genetic 
Counseling, 2009).



Intercultural genetic 
counselling
1. 15+ years of researching genetic counselling in Hong 

Kong: examining the impact of the specific sociocultural 
context of Hong Kong, and the diverse backgrounds of the 
participants on the processes of genetic counselling:

• the impact of language and culture;
• the impact of other sociocultural factors 

(socioeconomic background, genetic literacy, etc.).

• ‘Do language and culture really matter?’



SADS genetic counselling in Hong Kong SADS genetic counselling in Hong Kong

Prenatal screening in Hong Kong Prenatal screening in Shenzhen, China



Informed consent-in-interaction as a focal theme 
of analysis
• Consent-in-interaction: examining the unfolding dynamic nature of the 

process of consent negotiation in discourse focusing on the roles and the 
relationships of all parties involved (Shipman, 2013a; 2013b).
• Increased prominence of consent in genetic contexts due to concerns of 

eugenics (Clarke 1997, 2020; Clarke and Wallgren-Pettersson 2019).
• Consent to testing is framed in terms of familial responsibility (Shipman 

2013b; Hallowell et al. 2003); complex considerations of ‘self’ and ‘others’.
• In intercultural contexts the practices of informed consent challenge many 

well-established practices developed in monolingual/ monocultural 
(primarily, English-dominant) contexts.  



Case 1: Consent to testing & biobanking

549. Coun: So um, basically there is like, well, the implications and the possible outcomes. 
550. M:  Um. 
551. Coun: Doctor ((geneticist’s surname)) just explained to you- 
552. M: Um. 

554. Coun: The positive, the negative, and (the one) we cannot explain. 
555. M: Um hm. 
556. Coun: And the- yup, the um- what- what- they would- (.) um (.) would like you to know 

is that the advances and the changes in the genetic knowledge and technologies, 
like in case something is (negative)= 

557. M:  Um hm. 
558. Coun: =maybe it’s because of the knowledge and technology is not there yet. Yeah: (.)  

and so, that’s they said like after the testing, there will be the leftover DNA 
sample. 

559. M: Um hm. 

(1)



Case 1: Consent to testing & biobanking
549. Coun: So um, basically there is like, well, the implications and the possible outcomes. 
550. M:  Um. 
551. Coun: Doctor ((geneticist’s surname)) just explained to you- 
552. M: Um. 

554. Coun: The positive, the negative, and (the one) we cannot explain. 
555. M: Um hm. 
556. Coun: And the- yup, the um- what- what- they would- (.) um (.) would like you to know 

is that the advances and the changes in the genetic knowledge and technologies, 
like in case something is (negative)= 

557. M:  Um hm. 
558. Coun: =maybe it’s because of the knowledge and technology is not there yet. Yeah: (.)  

and so, that’s they said like after the testing, there will be the leftover DNA 
sample. 

559. M: Um hm. 

Hesitation markers, 
repetitions, restarts
Convoluted long syntactic 
structures 

Link between hesitation phenomena and performance functions: 
“[f]illed [p]auses and [r]epeats that] occur just before points of highest uncertainty, 

points where choices are most difficult and complicated” (Maclay and Osgood (1959: 
41))



Case 1: Consent to testing & biobanking

601. M: So how is the study of genetics here, in this hospital? 
602. Coun: Um. 
603. M: How extensive? 
604. Coun: Well, extensive, um, well, in some conditions, there are, but for Long QT, it’s, we 

are still backwarding.  
605. M: Oh. 
606. Coun: Yeah, so that’s why we- we- um (.) lab that has the experience- 
607. M: Um hm. 
608. Coun: Like, for example, the big lab in Melbourne, then (.)  
609. M: Um hm. 
610. Coun: We- we usually send patients with Long QT, the samples to there, and yeah, so, 

(.) um, so (.) 

(2)



Discussion points

• Cultural diversity  is an equally relevant concept to professionals who use 
English or other languages in lingua franca communication with patients 
and families in intercultural settings.
• Communication issues may adversely affect informed consent.
• ‘Linguistic uncertainty’ (language proficiency level) and ‘topical 

uncertainty’ (limitations in genetic knowledge) may  get conflated and 
challenge interpersonal and professional trust.
• Implications for training future genetic professionals: paying attention to 

linguistic proficiency of clients to ensure that the information delivery is 
not compromised and being reflective of their own sociocultural 
backgrounds and linguistic proficiency.  
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Improving access for disadvantaged groups
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https://www.bbc.co.uk/news/education-48336059

https://www.ft.com/content/ac0c7f20-524c-11e9-9c76-bf4a0ce37d49

• Widening participation à UK government targets for increasing diversity 

of student intake in university admissions

• social class, ethnicity

https://www.bbc.co.uk/news/education-48336059
https://www.ft.com/content/ac0c7f20-524c-11e9-9c76-bf4a0ce37d49


Improving access for disadvantaged groups
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• push for catering to a wider demographic naturally extends to healthcare 

sector

• foster more equitable & inclusive society
BUT

• In the context of UK-based clinical trials… 

• until recently, trialist communities in the UK & other Western countries 
(exception US) have focused efforts on ways to increase participant sample 
size

• little attention to WHO is participating & whether the recruited sample is 
representative of the target population

Need to ensure that e.g., COVID vaccines safe & effective for ALL, not just people easy to recruit



Signs that the winds are changing
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• Black Lives Matter movement

• Disparities exposed during COVID-19 pandemic, including re. ethnicity

• National Institute for Healthcare Research (NIHR) initiatives à UK’s & 

Europe’s largest national funder of clinical trials

• NIHR INCLUDE Initiative (Witham et al., 2020)

• researchers submitting funding applications need to explain whether & how they 
have addressed the inclusion of “under-served” groups in their proposal

• INCLUDE Ethnicity Framework (Treweek et al., 2021)

• Tool that zooms in on one under-served category - ethnicity

• Helps trialists reflect on aspects of trial design & interventions that could work against 

ethnic minority participation at study planning stages

• Uses UK census categories



Language: Potential barrier to trial inclusion
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• One common nonclinical eligibility criterion in UK trials – “Must speak 

English”

• How are prospective participants screened for their language ability during trial 
recruitment?

POTENTIAL RISKS
• Exclude people on language grounds based on inaccurate or unfair judgments 
�E.g., unsound tests; recruiter bias

• Include participants who lack the language ability to 
�understand the conditions of research participation à not truly informed consent

�engage with the intervention

�Do trials with talking therapies report more explicit 
or elaborate language screening than drug trials?



Bushfires, cohort 
studies and informed 

consent  
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Prospective cohort studies
British Doctors Study

1951-2001
Framingham Study

1948-
Mandela birth cohort

1990

Impacts of smoking. Cohort 
middle class, mainly men 

Intergenerational trauma 
and health – end of 
apartheid 

Absolute CVD Risk 
calculator not applicable to 
some populations



Three dilemmas of cohort studies

• Representativeness vs ease of follow-up?
• What kind(s) of diversity should be captured?
• Long term investment in follow-up, including iterative consent

“Must speak English or Spanish” 
criterion



Mother and Child 2020

• No prospective cohort studies of bushfire affected mothers
• Aboriginal mothers disproportionately affected. Young mothers from refugee 

backgrounds recognized to be at risk.
• Cohort study has > 1000 mothers – mainly middle class, English speakers

Capturing diversity in cohort studies is challenging and requires long-term commitment and trust.  
Investment in language support for marginalized groups + ensuring documents are readable, relevant 

and short. 



What’s next…?
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• Blog post and slides from today will be available soon
• Any question/comments, please contact z.demjen@ucl.ac.uk

• Next IC4CH webinar will take place in October 2021, hosted by 
Lancaster University. 
• Topic: online health communication
• Subscribe to the IC4CH mailing list to receive updates: 

https://slll.cass.anu.edu.au/centres/ich/international-consortium-
communication-health-care

mailto:z.demjen@ucl.ac.uk
https://slll.cass.anu.edu.au/centres/ich/international-consortium-communication-health-care

