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INTRODUCTION
Tobacco use is responsible for approximately 
7 million deaths and costs the global economy 
an estimated $1.4 trillion annually.1 2 Tobacco 
use behaviour is frequently measured in 
research studies, including both those that 
focus on reducing tobacco use and those that 
assess its effects on health outcomes. Given the 
large health burden of tobacco use, its revers-
ibility with tobacco cessation and the availa-
bility of efficacious treatments,3 4 we discuss 
the obligation of researchers to provide 
tobacco cessation treatment to participants 
in prospective observational studies. We use 
a case example of a current study in which 
we measure tobacco use in South Africa5 
to describe considerations and options for 
researchers working in this area.

ANCILLARY CARE OBLIGATIONS
The 2021 Council for International Organi-
zations of Medical Sciences ethical guidelines 
state that “Researchers have an ethical obli-
gation to care for participants’ health needs 
during research and, if necessary, for the 
transition of participants to care when the 
research is concluded.”6 The obligation can 
be met by the researchers directly providing 
care or by facilitating referral through local 
health services.7

Examples of providing ancillary care for 
hypertension and diabetes have been regarded 
as a standard in global health research.8 Like 
hypertension and diabetes, if tobacco use is 
unaddressed, it can lead to cardiovascular 
disease and other health problems. Yet, obli-
gations to provide ancillary care for tobacco 
use have rarely been described.9 10 Although 
we cannot measure the overall prevalence 

of ancillary care in observational tobacco 
research studies, in our experience, it is not 
offered in most studies. Tobacco cessation 
treatment may be viewed as inadequately 
effective,11 particularly in settings with limited 
access to providers with cessation treatment 
training.12 Regardless of the rationale, ‘excep-
tionalism’ for tobacco use is problematic. 
Like hypertension and diabetes, evidence 
supports the efficacy of tobacco cessation 
treatments.4 These treatments include inex-
pensive and simple to deliver options, and all 
are cost- effective.4 Plus, there is an urgency to 
treat tobacco use. The earlier a person quits 
smoking, the sooner their risk of myocar-
dial infarction, cancer and other diseases 
decreases and the more years of life expec-
tancy they gain compared with persons who 
continue to smoke.13

STANDARD OF CARE FOR TREATING TOBACCO USE
Several factors warrant consideration when 
deciding on the appropriate ancillary care 

Summary box

 ⇒ Tobacco is the leading preventable cause of death 
globally, causing approximately 7 million deaths 
each year.

 ⇒ No ethical standard exists to guide researchers con-
sidering their obligation and ability to provide treat-
ment for study participants who use tobacco.

 ⇒ We propose that tobacco cessation treatment should 
be offered as ancillary care to interested study par-
ticipants who use tobacco.

 ⇒ We share a case study in which we describe our ap-
proach to implementing a brief behavioural tobacco 
cessation intervention as part of an observational 
study of tobacco use patterns in South Africa.
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for tobacco cessation (figure 1). Brief advice to quit 
tobacco is universally recommended as standard care 
in clinical guidelines and can be offered anywhere, at 
minimal cost.14 Telephone quitlines are another option 
in many low- and middle- income countries. The WHO 
Model Essential Medicines List names tobacco cessation 
medications including nicotine replacement therapies, 
bupropion and varenicline. International, national and 
local practice guidelines provide a useful context- specific 
framework for selecting a treatment standard.

Considering the local standard of care in ancillary 
care planning is a complex topic, particularly when the 
standard varies between high- and low- resource settings. 
While a full review of this topic is beyond the scope of 
this article, an important question relates specifically 
to tobacco cessation therapy referrals: If treatment is 
not available locally, should researchers nonetheless 
offer services? In their description of the benchmarks 
of ethical, global health research, Emanuel et al point 
out two responses to this: First, that researchers are 
not tasked with addressing the shortfalls of a country’s 
healthcare system, and second, that researchers cannot 
ignore the health problems of their participants and 
should at least ensure access to care that meets national 
guidelines.15 Furthermore, planning for ancillary care is 
part of building collaborative partnerships with mutual 
respect between researchers and the communities with 
which they collaborate.15

Nevertheless, since brief cessation counselling advice 
is effective and available in all settings, we believe ancil-
lary care for tobacco cessation treatment—including, 
at a minimum, brief advice—should be obligated 
when tobacco use is uncovered as part of observational 
research. We next describe how we considered our obli-
gations and implemented brief behavioural assistance 
for participants who reported tobacco use in an observa-
tional study.

TOBACCO CESSATION TREATMENT IN VUKUZAZI: A CASE 
STUDY
We are conducting a telephonic survey to assess tobacco 
use behaviours among people who participated in Vuku-
zazi, a community- wide multidisease survey conducted 
in rural KwaZulu- Natal, South Africa, between 2018 and 
2020.5 Through its initial field- based survey and ongoing 
community and health system engagement, Vukuzazi has 
built a collaborative partnership emphasising bidirec-
tional benefit to the community and the advancement of 
science.

Following the design of our tobacco follow- up survey, 
our study team considered whether to provide ancillary 
care for tobacco use among survey participants. The 
rural district of uMkhanyakude in KwaZulu- Natal, South 
Africa, where our tobacco survey is being conducted, is 
a community with a high burden of communicable and 
non- communicable diseases for which tobacco use is a 
risk factor. Cross- sectional data from Vukuzazi showed 
21.8% of participants had lifetime tuberculosis and 23.0% 
had elevated blood pressure.16 The community also faces 
high levels of poverty and unemployment, which are asso-
ciated with tobacco use. Notably, our initial field- based 
survey showed that 94% of persons who smoke had never 
been advised to quit by a healthcare provider (unpub-
lished data). This suggested to us that even brief cessa-
tion counselling could be beneficial and that ancillary 
tobacco cessation treatment was warranted.

ASSESSMENT OF LOCAL STANDARD OF CARE AND AVAILABLE 
RESOURCES
To make an informed decision about how to offer 
tobacco cessation treatment to research participants, 
we assessed the national standard of care and the actual 
availability of care as delivered through the local health 
system. South Africa has a constitutionally mandated 

Figure 1 Schema for planning ancillary care for tobacco use. Footnote. *Minimum standard tobacco cessation treatment 
should be based on local treatment guidelines, if available, or WHO recommendations and should include brief advice in all 
healthcare sectors.
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national health system that defines healthcare guide-
lines to be enacted by provincial districts and local 
subdistricts. The Department of Health’s national frame-
work for tobacco use outlines that tobacco use should 
be identified during routine consultations with health-
care practitioners, and that people who use tobacco 
should be advised to quit and offered at least brief cessa-
tion assistance.17 We conducted an informal assessment 
of the local standard of care through visits to primary 
healthcare clinics and discussions with district health 
representatives. This assessment revealed that tobacco 
cessation screening and cessation counselling were not 
routinely offered in the local healthcare system. This 
gap was attributed to the many burdens on local clinics, 
lack of training in tobacco cessation counselling and 
lack of resources in the rural setting. We then looked for 
descriptions of tobacco cessation resources elsewhere in 
South Africa and found only one public sector smoking 
cessation clinic in the country. This clinical service in 
Cape Town, over 1800 m away, was not accessible to our 
study population. Next, we assessed the services offered 
by two national quitlines: the Cancer Association of 
South Africa (CANSA) and the National Council Against 
Smoking (NCAS). CANSA offers an online support 
programme (https://cansa.org.za/how-to-quit-smoking- 
and-why/), but few individuals in our study population 
have internet access that would enable its use. NCAS 
(https://www.againstsmoking.co.za/) offers telephone- 
based services (call- back). This left us with a choice to 
refer participants to the telephone- based quitline service 
or to offer initial tobacco cessation advice ourselves plus 
a referral to the quitline as ancillary care. Since we would 
already be in telephonic contact with participants while 
administering the survey, we decided that offering direct 
tobacco cessation advice offered a substantive benefit to 
research participants that might be more beneficial than 
referral to the quitline alone.

RESOURCES REQUIRED TO PROVIDE TOBACCO CESSATION 
COUNSELLING
The decision to administer tobacco cessation counselling 
to study participants required us to consider available staff 
and whether survey personnel were appropriate providers 
of tobacco cessation counselling. In our case, the follow- up 
survey was conducted by a research nurse fluent in English 
and IsiZulu (the local language). The research nurse 
completed a certified online training course, Basic Skills for 
Working with Smokers, at a cost of US$175 (https://www. 
umassmed.edu/tobacco/training/ttscore/). The course 
equipped the research nurse with basic tobacco cessation 
treatment skills.

CARE PLAN AND REFERRALS
To align our tobacco cessation care with South African 
guidelines, our plan included brief cessation advice, referral 
to the NCAS quitline and telephone follow- up. Participants 
were those who reported current tobacco use in our ongoing 
tobacco survey. The research nurse provided brief advice 
and assessed readiness to quit. For those willing to quit, the 
nurse delivered brief counselling and provided the partic-
ipant with the NCAS quitline telephone and WhatsApp 
numbers. Figure 2 displays the brief counselling script 
components. The nurse adapted language from a US- based 
counselling script and translated it into IsiZulu. A second 
IsiZulu- speaking research team member back- translated 
the script to ensure accuracy. To avoid introducing bias into 
the telephonic survey responses, the team administered 
the tobacco cessation care after completion of the research 
survey. Follow- up calls were conducted 1 and 3 months later 
to assess participant experience with the NCAS quitline and 
to offer additional cessation advice.

CONCLUSIONS
Tobacco use is a major health threat globally, and low- 
cost, internationally available interventions to promote 

Figure 2 Outline for brief counselling on tobacco cessation.
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cessation are available. However, researchers commonly 
measure tobacco use but fail to offer assistance when 
tobacco use is identified among participants. We propose 
that tobacco use should be included in ancillary care 
considerations in prospective, observational research 
and that offering cessation treatment to research partic-
ipants is feasible, even in resource- constrained settings.
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