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Abstract 

The enrolment of children and adolescents in health research requires that attention to be paid to specific assent 
and consent requirements such as the age range for seeking assent; conditions for parental consent (and waivers); 
the age group required to provide written assent; content of assent forms; if separate assent and parental consent 
forms should be used, consent from emancipated young adults; reconsent at the age of adulthood when a waiver of 
assent requirements may be appropriate and the conditions for waiving assent requirements. There is however very 
little available information for researchers and ethics committees on how to navigate these different issues. To provide 
guidance to research initiatives, the SickleInAfrica consortium conducted a thematic analysis of a sample of research 
ethics guidelines and procedures in African countries, to identify guidance for assent requirements in health research. 
The thematic analysis revealed that 12 of 24 African countries specified the age group for which assent is required. 
The minimum age for written assent varied across the countries. Five countries, Algeria, Botswana, Cameroon, Nigeria 
and The Democratic Republic of Congo require consent from both parents/family council in certain circumstances. 
Botswana, Nigeria, South Africa and Uganda have specific assent/consent requirements for research with emanci‑
pated minors. South Africa and Algeria requires re-consent at onset of adulthood. Five countries (Botswana, Cam‑
eroon, Nigeria, South Africa and Tanzania) specified conditions for waiving assent requirements. The CIOMS and the 
ICH-GCP guidelines had the most comprehensive information on assent requirements compared to other interna‑
tional guidelines. An interactive map with assent requirements for different African countries is provided. The results 
show a major gap in national regulations for the inclusion of minors in health research. The SickleInAfrica experience 
in setting up a multi-country SCD registry in Africa highlights the need for developing and harmonising national and 
international guidelines on assent and consent requirements for research involving minors. Harmonisation of assent 
requirements will help facilitate collaborative research across countries.
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Introduction
The inclusion of minors (children and adolescents) in 
registries and biobanks has several benefits for healthcare 
and research especially for early onset genetic conditions 
such as sickle cell disease (SCD). However, the inclusion 
of minors in research raises specific ethical issues around 
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assent and assent comprehension [1, 2]; the age or devel-
opmental stage at which assent may be appropriate [3, 4]; 
parental consent [5], consent from emancipated young 
adults [6], reconsent at the age of adulthood [7, 8] and the 
importance of taking into consideration socio-cultural 
factors that may impact assent and parental consent [9, 
10].

With growing interest in secondary uses of health data 
for research, there has been significant scholarship on 
informed consent guidelines to support biobanking, data 
sharing and the use of health data for secondary analy-
sis. However, this has not been matched by a correspond-
ing interest in highlighting national requirements for the 
inclusion of minors in research, including the potential 
impact of national  research regulation on cross coun-
try collaborations, and the governance of health regis-
tries that enrol minors. Similarly, as biomedical research 
becomes reliant on biobanks and databases, there are 
questions on whether re-consent is required when 
minors reach the legal age of adulthood while a study is 
still in progress. [7]. The reason being that once a minor 
becomes an adult, it is necessary to ascertain that their 
continuous participation in a research project reflects 
their own choices rather than that of their parents or 
legal guardians [11]. This is in line with the research eth-
ics principle of autonomy.

Very little has been written on paediatric research eth-
ics in Africa and it is unclear if African countries have 
guidelines for involving children in health research [12]. 
In our own experience with setting up a multi-country 
SCD registry in Africa [13], the absence of clear national 
guidelines on assent and parental consent has been a 
major challenge in deciding how to design processes and 
forms for obtaining assent and parental/proxy consent. 
When available, the assent and consent guidelines dif-
fered from one country to another, making the creation 
of a harmonised multinational African SCD registry chal-
lenging. Also, because most of the participants enrolled 
into the SickleInAfrica registry are minors, re-consent at 
adulthood is emerging as an ethical issue that the consor-
tium may have to consider given that it is collecting lon-
gitudinal data. To provide guidance to research initiatives 
that involve minors as participants, SickleInAfrica exam-
ined the current research ethics framework in African 
countries to extract specific national requirements for 
assent and consent in health research involving minors.

Methodology
We undertook a thematic analysis [14] of research eth-
ics guidelines in African countries to identify national 
requirements for assent, parental consent and re-consent 
in health research. For each guideline or standard oper-
ating procedure (SOPs) of the local REC, we extracted 

information on  required age of assent, type of assent 
(written or verbal), procedures, waivers, conditions for 
parental consent and requirements and procedures for 
re-consent.

Considering that many of the national guidelines and 
SOPs referred to international frameworks such as the 
Council for International Organizations of Medical Sci-
ences (CIOMS) guidelines [15], the Declaration of Hel-
sinki [16], the United Nations Educational, Scientific and 
Cultural Organization Universal Declaration on Bioeth-
ics and Human Rights [17], and the International Council 
for Harmonisation’s Guideline for Good Clinical Practice 
[18], we also checked for specific information on assent, 
parental consent and re-consent in those guidelines. This 
was based on the assumption that in the absence of spe-
cific national guidelines on an ethical issue, researchers 
and research ethics committees will refer to the recom-
mended international guideline (s) Also, because Sick-
leInAfrica is funded by the U.S. National Institutes of 
Health (NIH), we reviewed the NIH Policy and Guide-
lines on the Inclusion of Individuals Across the Lifespan 
as Participants in Research Involving Human Subjects 
(https://​grants.​nih.​gov/​policy/​inclu​sion/​lifes​pan.​htm], 
as well as the U.S. Department of Health and Human 
Services (HHS) Office for Human Research Protections 
International Program [https://​www.​hhs.​gov/​ohrp/​inter​
natio​nal/).

We conclude with a brief description of how the Sick-
leInAfrica consortium [13], has proceeded with require-
ments for assent and parental consent in the absence of 
specific national requirements for assent and parental 
consent. SickleInAfrica currently enrols both minors and 
adults with SCD. Phase one of the project included enrol-
ment sites in Ghana, Nigeria and Tanzania.

Search for African national ethics guidelines
We sourced for national research ethics guidelines using 
a variety of approaches, including a repertoire of national 
ethics guidelines from a previous study on African 
national regulations for biobanking [19], the ClinRegs 
database [20]; and the World Health Organisation’s data-
base for National Ethics Committees (https://​apps.​who.​
int/​ethics/​natio​nalco​mmitt​ees/). We also conducted a 
google search using the syntax: “Name of country AND 
research ethics guidelines” for all African countries. 
International research ethics guidelines frequently cited 
as reference documents in standard operating procedures 
and guidelines for RECs in Africa, namely, The Declara-
tion of Helsinki [16], the CIOMs guidelines[15] and the 
ICH-GCP, were also analysed for information on assent 
requirements.

https://grants.nih.gov/policy/inclusion/lifespan.htm
https://www.hhs.gov/ohrp/international/
https://www.hhs.gov/ohrp/international/
https://apps.who.int/ethics/nationalcommittees/
https://apps.who.int/ethics/nationalcommittees/
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Data synthesis
All guidelines were imported into NVivo 12, a qualita-
tive data analysis software [21], for deductive thematic 
analysis [22, 23]. The deductive coding scheme covered: 
age of written assent, conditions for assent, requirements 
for parental consent; conditions of waiver of assent and 
reconsent at adulthood. NM did the initial coding of the 
national guidelines. The information for each country 
was then cross-checked by VN. As there were no discrep-
ancies in the thematic coding, a third reviewer was not 
needed.

Results
We retrieved national guidelines for just  24 African 
countries (Fig.  1). For some of the remaining countries, 
we cannot confirm whether such guidelines exist. How-
ever, previous studies have reported the absence of health 
research ethics guidelines in many African countries [19, 
24].  An online interactive map (https://​www.​sickl​einaf​
rica.​org/​inter​activ​emap/​39107) was developed to provide 
stakeholders with summaries of country-specific regula-
tions for inclusion of minors in research studies based on 
this report. The interactive map shows the countries for 
which data on assent is available. By hovering on the map 
of a specific country, a pop-up window comes up with 
country-specific guidelines.

Of the national guidelines that were analysed, eight-
een had information on at least one of the themes (assent 
requirements) in the analysis framework (Table  1). The 
guidelines for many African countries referred to at least 
one of five international human research ethics guide-
lines namely: the Declaration of Helsinki; the CIOMS 
guidelines; WHO operational guidelines for ethics 

committees; UNESCO Council of Bioethics and the ICH-
GCP Guidelines. Therefore, in the absence of specific 
national requirements, researchers and RECs may have to 
refer to these documents for guidance. However, only the 
CIOMS guidelines and the ICH-GCP guidelines provide 
in-depth information on assent requirements (Table 2).

Age group for which assent is required and type of assent
Twelve (12) out of the 24 countries, specified the age 
range for which assent is required. This varied signifi-
cantly across countries, with Zimbabwe, Botswana and 
South Africa having the lowest age group (5–7  years) 
for which assent is required. Written assent is explicitly 
stated in the guidelines of eight countries and two coun-
tries (South Africa and Zimbabwe) had specific recom-
mendations for written assent based on age group. For 
example, the South African regulation stipulates that the 
assent form should be read to minors less than 7  years 
old, and for 7–17-year-olds, the assent form should mir-
ror the consent form as the minor gets older. In Zimba-
bwe, the Joint Research Ethics Committee for University 
of Zimbabwe College of Health Sciences and Parireny-
atwa Group Hospitals (JREC) recommends verbal assent 
for children less than 5  years and written assent for 
children 5–18  years. The JREC requires that the assent 
form for 5–12 years old be tailored to the child’s cogni-
tive level, while for 13–17 years, the content of the assent 
form should be the same as that of the parental consent 
form. The ICH-GCP guidelines recommend that that 
the age of assent should be consistent with local legal 
requirements and that minors of appropriate intellec-
tual maturity should sign and date either the assent or 
informed consent form.

Fig. 1  Screenshot of interactive map showing specific requirements per country (https://​www.​sickl​einaf​rica.​org/​inter​activ​emap/​39107)

https://www.sickleinafrica.org/interactivemap/39107
https://www.sickleinafrica.org/interactivemap/39107
https://www.sickleinafrica.org/interactivemap/39107
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Parental consent requirements
The specific requirements for parental consent var-
ies across countries. Although all 24 countries required 
parental consent, many did not outline specific require-
ments. Botswana and the Democratic Republic of Congo 
require consent from both parents, while for  Nigeria, 
the  consent of both parents  should be obtained if the 
child is less than 12  years, otherwise, the parent/legal 
guardian that has primary responsibility for the child at 
the time of research can provide consent. In Cameroon, 
the parental consent condition is based on the risk level 
of the study.

Emancipated minors: assent and consent requirements
The guidelines for  Botswana, Cameroon, Ethiopia, 
Malawi, Nigeria, South Africa and Uganda refer to eman-
cipated minors (Table  1). However,  with the exception 
of  South Africa. In no specific recommendations  are 
made on assent/consent  for emanicipated minors. In 
South Africa, emancipated minors can consent for them-
selves but not for their child.

Waiver of assent and parental consent requirement
Five countries (Botswana, Cameroon, Nigeria, South 
Africa and Tanzania) had specific guidelines on waiver 
of assent and parental consent (Table  1). The common 
scenario whereby RECs may approve a waiver of consent 
are: (1) minimal risk studies; (2) if the intervention under 
of direct health benefit to the child and only available in 
the research setting; (3) if the research meets conditions 
for a waiver of informed consent and (4) where study 
objectives could not otherwise be achieved if parents 
were to be consented. The CIOMs guidelines make simi-
lar recommendations for the waiver of assent and paren-
tal consent.

Reconsent at the age of adulthood
The South Africa  and Algeria guidelines require that 
when a minor turns 18  years during the study, they 
should be approached at the time of their birthday to 
enable them to give consent. However, if the study is no 
longer actively recruiting or interacting with research 
participants, re-consent at adulthood may not be 
required. The CIOMS and ICH-GCP guidelines recom-
mend that informed consent for continued participation 
is required once a child reaches the age of legal consent.

SickleInAfrica: navigating issues of assent, parental 
consent and reconsent in the absence of national 
guidelines or regulation
SickleInAfrica is currently enrolling participants in dif-
ferent African countries into a SCD registry [13]. The 

main purpose of the registry is to facilitate research 
on SCD. SickleInAfrica is an NIH funded project and 
is therefore expected to comply to NIH policies on 
human subject research. The NIH provides clear guide-
lines on assent, parental consent and re-consent at 
the age of majority. NIH policy is that no child may be 
enrolled, screened, or have research procedures initi-
ated, unless parental permission and child assent has 
been obtained. For research taking place at an NIH site, 
and in cases where parents share joint legal custody for 
medical decision-making of a child, both parents must 
give their permission regardless of the risk level of the 
research, except in the case where one parent has since 
died, become incompetent, or is not reasonably avail-
able. Researchers are also expected to obtain consent 
for continued participation in a study if a child reaches 
the age of majority during the research, unless when 
consent is not required or has been waived by a REC. 
Per NIH policies, legally emancipated minors are con-
sidered adults. Human subjects research funded by the 
NIH must adhere to regulations of the host country, 
however, if regulations differ, the most restrictive one 
takes effect. Given that SCD is an early onset genetic 
disease, the majority of SickleInAfrica registry par-
ticipants are minors. Therefore, SickleInAfrica had to 
ensure practices are in line with national requirements 
and the NIH policy. The challenges faced by the consor-
tium were the following:

Challenge 1: Lack of a harmonized age for assent 
across the consortium
The first phase of SickleInAfrica involved enrolment 
sites in Ghana, Tanzania and Nigeria. The national 
requirements for assent and consent differed in these 
countries (Table  1). In Tanzania, for example, the 
national ethics guidelines do not provide specific infor-
mation on assent, including the age for which assent 
is required and the type of assent (written or verbal). 
However, the legal age for adulthood as stated in the 
Tanzania constitution is 18 years. Nigeria, on the other 
hand, requires assent for minors 12–17 years, while for 
Ghana, written assent must be obtained for children 
8–17  years. To ensure that procedures and policies 
for data collection were harmonised across SickleInA-
frica sites, the consortium recommended that written 
assent, in addition to parental consent, be obtained for 
children 8–17 years.

Challenge 2: Lack of harmonized specific guidelines 
on parental consent
For the three SickleInAfrica countries, only Nigeria had 
specific guidelines for parental consent, with different 
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requirements based on the age group (Table  1). The 
major logistical constraint to parental consent at the 
Nigeria site was obtaining consent from both parents 
when the child is less than 12  years. This was because, 
it is common for just one parent, usually the mother, to 
accompany a child to the hospital. To overcome this chal-
lenge, the SickleInAfrica Nigeria site obtained consent 
from the available parent (usually the mother) at the time 
of the enrolment. In Ghana, it is no specific requirement 
for parental consent, therefore, consent was obtained 
from at least one parent or guardian.

Discussion and conclusion
Many African countries have limited guidance for assent 
and parental consent in health research and the guide-
lines vary from country to country. A similar observation 
has been reported for the European Union [25]. Interna-
tional research ethics guidelines, except for the CIOMS 
and ICH-GCP guidelines, also have very minimal guid-
ance on assent and parental consent. The SickleInAfrica 
[13] experience demonstrates how this could pose a chal-
lenge for cross-country African collaborations that seek 
to involve paediatric and adolescent populations in health 
research. A scoping review on HIV adolescent research 
in LMICs has also highlighted how the absent of guide-
lines on assent and parental consent could pose a major 
challenge for health research involving older minors [12].

Currently, only South Africa and Algeria have guide-
lines for re-consent at the legal age of adulthood. The 
CIOMS and the ICH-GCP guidelines recommend re-
consent when a minor reaches the legal age of adulthood. 
Considering that many African national guidelines refer 
to the CIOMS guidelines, initiatives seeking to involve 
minors in research should consider developing proce-
dures for re-consent at age of adulthood. However, there 
are concerns that re-consenting may not be feasible or 
cost effective [26]. To overcome this challenge, alterna-
tives to re-consent, such as notification-only or opt-out 
phone or email messages may be considered.

Disease registries that collect clinical records with the 
goal of using the de-identified data for research pur-
poses, pose no more than minimal risk to participants. 
It is worth exploring if research ethics committees may 
grant a waiver of active parental consent for older minors 
that are able to read and comprehend research informa-
tion presented in consent documents search procedures 
[29–31]. This has the advantage of reducing logistical 
challenges of obtaining parental consent for minimal risk 
studies. Empirical studies have shown that minors above 
the age of eleven tend to have a greater understand-
ing of research procedures [27, 28]. Empirical research 
across African countries to explore understanding of 

information provided during assent will be critical in 
determining cognitive attributes necessary to obtain valid 
assent for different age groups; and if waiver of parental 
consent could an option for minimal risk studies involv-
ing older minors. It will also be important to identify 
other gatekeeping ethics other procedures or activities 
that should be done in the case where parental consent 
is waived. The South African guidelines for example, rec-
ommend prior engagement with participating commu-
nity role players for studies that have had REC approval 
to obtain independent consent from minors.

Overall, there is a need to revisit the bioethics dis-
course on assent and parental consent for minimal risk 
health research and to revise and harmonise existing 
guidance on consent requirements for research involv-
ing minors. Our analysis, which focussed mainly on 
written guidelines, revealed gaps in both national and 
international research regulation involving minors in 
health research registry research. We however note that 
written guidelines, or the absence thereof, do not often 
reflect the actual decisions made by RECs, as RECs may 
have specific requirements that speak to ethical issues 
not be covered in national guidelines or for which there 
is a lack of procedural clarity.

A limitation of this study is the analyses of guidelines 
for only 24 of 56 African countries. It is likely we may 
have missed the guidelines for some countries especially 
if the guidelines are not publicly available. Worthy of note 
is that some African countries do not yet have national 
guidelines on health research ethics. The interactive map 
that we have developed is an expandable resource where 
more guidelines could be added in the future.
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