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VERSION 1 - REVIEW 

REVIEWER Paul Ndebele 
Medical Research Council of Zimbabwe 

REVIEW RETURNED 28-Feb-2014 

 

GENERAL COMMENTS 1. The reader could benefit if the authors could include the DICCQ 
as well as the ICQ.  
2. On Page 16 Line 49 - need comments on the reduction in the time 
of administering the questionnaire from 22.4 mins to 18.5 mins.  
3. Its not clear how the DICCQ was administered to the 250 
volunteers after piloting.  
4. What was the advantage of having the questionnaire (DICCQ) 
administered using a computer.  
5. The scores were not fully explained. How does the scoring system 
work?  
6. One also expects to read about the comprehension levels of the 
participants.  
7. Line 172 on page 4 - inclusion of "I dont know" option also helps 
to reduce guess work.  
8. Line 240 - its not clear how the symbols and signs represent 
response options.  
9. Line 243 -at some point there was a paper questionnaire that was 
used in coming up with DICCQ. Why could the researchers not 
administer the paper version? Why the DICCQ?  
10. One expects to see a table that compares the DICCQ and ICQ 
scores.  
11. O page 21 - Test-retest - one would expect to see a comparison 
of first and second DICCQ test scores.  
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GENERAL COMMENTS This paper describes the process of development of a standardized 
tool for informed consent for use by participants in clinical trials in 
The Gambia – a context characterized by multiple languages and a 
low rate of literacy .There is a relatively small body of literature on 
the process of informed consent and adaptation to African 
languages and it is pleasing that work is emerging in The Gambia .  
The focus of the paper is largely around the validation process and I 
feel that this aspect has been covered thoroughly . I feel however 
that at times other important aspects are marginalized .  
There is a sense that IC in any context cannot be a one size fits all 
affair and clearly depends on the participants , the trial and the 
complexity of the information to be conveyed. While certainly there 
are core components in the the process which have been carefully 
identified and isolated in this study, there is nevertheless a feeling 
that issues such as gender, language and indeed the role of the 
mediator (or in this case “trained field staff”)are very important . It is 
not surprising that to date no standard or systematic tool has 
emerged as each trial and indeed each context will have unique 
characteristics. It is not so much the tool that it is important as the 
management of the specific and interactional features which emerge 
in an IC context . The challenge then for this paper is to show the 
reader why and how we can use a standard tool effectively.  
Unfortunately such factors are not really fully explored either in 
relation to this study or to the literature . Thus a statement such as 
“expectedly” (page 20 and page 21) there was an effect for 
education , is ironically somewhat unexpected in the paper because 
this argument has not been fully explored and in fact the paper does 
not consider some of the relevant literature (eg Catherine Orrell‟s 
work on the relationship between education and adherence) which 
suggest just the opposite effect in Africa. The finding that there was 
discriminative validity (as reflected in Table 4) suggests of course 
that even despite the new tool, certain participants remain 
vulnerable.  
I feel a little frustrated because of my own interest and expertise in 
this area that there is not further discussion on how some of the 
demographic biases of this sample may influence the process. 
Though the demographic bias is not surprising ,it would be 
appropriate to suggest why and the impact of issues such as literacy 
and autonomy of decision making in African countries (see also the 
work of Godfrey Tangwa ) and there is also not discussion on the 
differences (if any ) which might have emerged in the three 
languages trialed in this study. I think it would be useful for the 
reader to understand the disease profile of The Gambia and the 
typical clinical trials that take place there.  
It would also be interesting to have the role of the mediator better 
explained. Though the tool is more standardized there was 
nevertheless someone who was responsible for administering that 
tool and that person‟s voice and activities appear to be “silent” in this 
paper., How well did the participants understand the symbols? Why 
were some items more difficult than others to understand and what 
did the different trials demonstrate in this regard? While it certainly 
adds to the validity that there were two trials on which this tool was 
piloted it would be interesting to know if and how the items of the 
scale were differentiated for the two trials .. With a sample of this 
size I suspect that there were trends which emerged which might be 
interesting to pursue .  
It seems important to differentiate between interpreting (which refers 
to oral aspects ) and translation which refers to written aspects and 
the terminology should probably be changed in this study to better 
reflect standard terminology.  
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It should be explained in more detail in the paper what happened if 
the participants demonstrated limited understanding of the trial . 
How was this rectified and by whom?  
Table 2 should make clear which are N and which are frequency. It 
would be interesting to see the Cattell‟s scree plot.  
Some of the South African work on IC should not be ignored . 
(Woodsong and Karim, Watermeyer and Penn; Penn and Evans)  
Thus while the the write up of the study is very strong in terms of the 
validation and the statistical aspects there are some aspects 
pertaining to the process which could be further explored and which 
would strengthen the argument for validity of such a tool.  
 
Specific issues  
Page 2 lin 52 face- and content- validated ( hyphens)  
P4 line 117 used to deliver information during the IC process . 
Change word order of this sentence  
Line 120 put the word potential before study participants . This 
implies they still have a choice  
P5 line 145. Please change the work guarantee  
P7 line 197 more than one correct response 
 
Really interesting and exciting work .  

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer #1:  

 

1. The reader could benefit if the authors could include the DICCQ as well as the ICQ.  

 

Response: We have included the text of question items on DICCQ and ICQ in  

supplementary files 1 and 2 and cited them as appendix 1 and 2 within the  

main document.  

 

2. On Page 16 Line 49 - need comments on the reduction in the time of administering the 

questionnaire from 22.4 mins to 18.5 mins.  

 

Response: We have added on page 17 (second to the last sentence) a possible  

explanation for the reduction in mean administration time for the re-test: „The  

reduction in duration of administration of the questionnaire might be because  

majority of participants became familiar with the question items as a result of short  

interval of one week between the first and second administration.‟  

 

3. It‟s not clear how the DICCQ was administered to the 250 volunteers after piloting.  

 

Response: The procedure described on page 9 (last sentence) and page 10 (first paragraph) for 

administration of DICCQ during pilot-testing was used during the field-testing: „After putting 

participant‟s assigned identification number and interviewer‟s initials into the DICCQ; participant‟s 

local language of choice was selected on the computer screen. Operated by MOA, the question items 

were serially read aloud to the participants in the local language with the click of a button on the lower 

toolbar of the computer screen and a „forward arrow‟ button to move to the next question item. 

Participants answered either by vocalising her responses or pointing to the symbols on the computer 

screen that corresponded to her choice of responses‟.  

 

We further add on page 11 (third paragraph): „After obtaining a written informed consent, trained 

interviewers administered DICCQ on a laptop computer to each participant in his/her preferred local 
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language in noise-free consulting rooms at MRC facility located within Fajikunda Health Centre and at 

designated areas within the households in Walikunda villages.  

 

4. What was the advantage of having the questionnaire (DICCQ) administered using a computer.  

 

Response: The advantages of administering the questionnaire in digitised format were explained 

under the discussion on page 25 (third paragraph): „This innovative approach of developing and 

delivering questions has enabled rapid measurement of informed consent comprehension in rural, 

remote and urban research settings. It overcomes the obstacles of multiple written translations, which 

are quite challenging in some African countries due to lack of standardized written languages and low 

literacy. The use of orally recorded interpretations of the questionnaire and delivery through digitalised 

format ensured that the questions were consistently presented to all participants. Given that the 

communication skills of an interviewer could influence comprehension of the information, it was 

important we used experienced native speakers to interpret the English version of the questionnaire 

to Gambian local languages that are understandable to participants in rural and urban settings. The 

questionnaire software also has an in-built database which minimizes errors in data entry and reduces 

data entry time. This improves the accuracy and quality of the data and ultimately the psychometric 

properties of the questionnaire‟  

 

5. The scores were not fully explained. How does the scoring system work?  

 

Response: We have further explained the scoring system on pages 12 (last paragraph): In designing 

the scoring algorithm, we considered the possibility that certain question items should attract greater 

weight than others in determining the summated scores. For example, closed-ended question items 

were scored from 0 to 3, question items with multiple response options were scored 0 to 4 and open-

ended question items with no response option were scored 0 to 5. The first author, MOA, scored all 

participants to avoid inter-rater variations. Participant scores on closed-ended question items were 

summed up as the „recall‟ scores while participant scores on open-ended question items were 

summed as the „understanding‟ scores. The total sum of „recall‟ and „understanding‟ scores for each 

participant constitute the „comprehension‟ scores [1]. (Not shown in this manuscript).  

 

6. One also expects to read about the comprehension levels of the participants.  

 

Response: The objective of this manuscript was to validate the questionnaire. The comprehension 

levels of participants assessed with the questionnaire has been published elsewhere. (See reference 

1 below)  

 

7. Line 172 on page 4 - inclusion of "I don‟t know" option also helps to reduce guess work.  

 

Response: We have added on page 6 (last sentence on fourth paragraph): .... „also helps to reduce 

guess work‟  

 

8. Line 240 – it‟s not clear how the symbols and signs represent response options.  

 

Response: The signs and symbols were used to contextualise the digitised questionnaire into 

Gambian setting. Instead of designating each response with letters or figures which do not have much 

meaning to majority of the participants who were not literate, we used symbol of „star‟ to designate 

response option „Yes‟, „moon‟ to designate „no‟ and „I don‟t know‟ with picture of a house.  

 

Line 243 -at some point there was a paper questionnaire that was used in coming up with DICCQ. 

Why could the researchers not administer the paper version? Why the DICCQ?  
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Response: According to international guidelines, translation of a paper questionnaire into a written 

document in participants‟ local languages is necessary to ensure correct administration. This is 

uniquely challenging in The Gambia as all local languages do not have standardised writing formats 

and are not formally taught in schools. The participants are also largely illiterate; translating orally by 

interviewers also brings the challenge of inconsistencies. This was overcome with the use of audio 

computerised questionnaire. Other advantages of DICCQ were enumerated in response 4 above.  

 

9. One expects to see a table that compares the DICCQ and ICQ scores.  

 

Response: We provided a summary of the findings of the correlation of the DICCQ and ICQ scores on 

page 23 (third and fourth paragraphs): DICCQ was significantly positively correlated with 

„understanding‟ subscale of ICQ (r = 0.306, p < 0.001). These findings provide some evidence of 

convergent validity. Also as predicted, DICCQ was significantly negatively correlated with „satisfaction‟ 

subscale of ICQ (r = -0.105, p=0.049), providing evidence of discriminant validity.  

 

 

 

10. On page 21 - Test-retest - one would expect to see a comparison of first and second DICCQ test 

scores.  

 

Response: We included the comparison of the first and second DICCQ test scores on page 23 (last 

sentence in second paragraph): Intra-class correlation coefficient of 0.94 (95% CI 0.923-0.954) was 

obtained showing that the questionnaire was consistently reliable over the two periods of 

administration.  

 

 

Reviewer #2:  

 

This paper describes the process of development of a standardized tool for informed consent for use 

by participants in clinical trials in The Gambia – a context characterized by multiple languages and a 

low rate of literacy. There is a relatively small body of literature on the process of informed consent 

and adaptation to African languages and it is pleasing that work is emerging in The Gambia. The 

focus of the paper is largely around the validation process and I feel that this aspect has been 

covered thoroughly. I feel however that at times other important aspects are marginalized.  

 

There is a sense that IC in any context cannot be a one size fits all affairs and clearly depends on the 

participants, the trial and the complexity of the information to be conveyed. While certainly there are 

core components in the process which have been carefully identified and isolated in this study, there 

is nevertheless a feeling that issues such as gender, language and indeed the role of the mediator (or 

in this case “trained field staff”) are very important . It is not surprising that to date no standard or 

systematic tool has emerged as each trial and indeed each context will have unique characteristics. It 

is not so much the tool that it is important as the management of the specific and interactional 

features which emerge in an IC context. The challenge then for this paper is to show the reader why 

and how we can use a standard tool effectively.  

 

Response: We agree with the line of thoughts of the reviewer on the need to effectively harness 

interplay of dynamic factors to achieve a truly comprehensible informed consent. The ultimate goal of 

ensuring well-informed research participants starts by identifying areas which most participants 

understand or misunderstand. We recognised this need in our discussion. On page 26 (last sentence 

in second paragraph), we add: „If DICCQ can help to identify elements of informed consent which are 

less understood in a specific context, then further work could be done within a multidisciplinary team 

and the community for developing better approaches, better wordings, better examples for describing 
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those aspects which are more difficult to understand in that very context. This will in addition to 

improving participants‟ comprehension, protect their freedom to decide, and also potentially improve 

the quality of data and outcome of the research‟.  

 

Furthermore, evidence suggests that a study participant‟s comprehension is influenced by the 

communication skills of the person administering the consent. Similarly, the communication skills of 

the person administering a comprehension questionnaire may affect the way the question items are 

interpreted and understood by the participants. This is truer in contexts like the Gambia, where there 

is no standard writing format for the local languages and the person administering the questionnaire 

plays a key role in the oral interpretation of the question items. To minimise this challenge, we 

employed the services of linguistic professionals who were native speakers and were also familiar 

with research concepts, to interpret the written English version of the questionnaire to the audio forms 

of three major Gambian languages, which were later integrated into the computerised questionnaire 

which was administered to the participants by trained interviewers. This ensured consistent delivery of 

the questionnaire to the participants irrespective of the language preferences.  

 

On page 25 (third paragraph), we add: „Nevertheless, we fully recognise that it could be counter-

productive to depend solely on the technology of a tool to meet the comprehension assessment of 

participants during informed consent process; hence we involved trained interviewers to administer 

the audio computerised questionnaire to the participants. In our study, we ensured that the research 

team had sufficient time to discuss participants‟ concerns about the research, in addition to the use of 

the comprehension tool. Thus, we believe that the overall acceptance and success of the tool will 

ultimately depend on a well-balanced combination of the technology and human elements‟.  

 

 

Unfortunately such factors are not really fully explored either in relation to this study or to the 

literature. Thus a statement such as “expectedly” (page 20 and page 21) there was an effect for 

education, is ironically somewhat unexpected in the paper because this argument has not been fully 

explored and in fact the paper does not consider some of the relevant literature (eg Catherine Orrell‟s 

work on the relationship between education and adherence) which suggest just the opposite effect in 

Africa. The finding that there was discriminative validity (as reflected in Table 4) suggests of course 

that even despite the new tool, certain participants remain vulnerable.  

 

Response: We agree that determinants of comprehension are crucial for a robust discussion, hence 

we examined these factors in detail in a systematic review published in a separate manuscript [2]. 

However, our comprehensive review did not support the findings of Catherine Orrell‟s opposite 

association between adherence and education status. Rather, empirical studies in the systematic 

review showed that lower literacy, female gender and place of domicile (urban versus rural) were 

predictors of comprehension among African research participants[2]. In a Ghanaian study [3] , 

participants level of education, household assets, ethnicity, district, exposure to radio messages about 

the trial were all significantly and positively associated with better comprehension of study 

information. After multivariate analysis, only education level and district of residence remained 

significantly associated with comprehension. Similar findings were reported among Malian 

participants where lower literacy and rural residence were significantly associated with poor 

comprehension of study information[4]. Hussein et al [5] also reported lower literacy as a major 

determinant of understanding study information among Ethiopian women accessing HIV voluntary 

counselling and testing. In a South African vaccine trial, Moodley et al [6] reported that participant 

comprehension of basic research concepts was strongly correlated with increasing level of education 

(r=0.24, p<0.01).  

 

The finding of discriminative validity is an intrinsic property of the questionnaire and does not remove 

the vulnerability of the participants.  
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I feel a little frustrated because of my own interest and expertise in this area that there is not further 

discussion on how some of the demographic biases of this sample may influence the process. 

Though the demographic bias is not surprising ,it would be appropriate to suggest why and the impact 

of issues such as literacy and autonomy of decision making in African countries (see also the work of 

Godfrey Tangwa ) and there is also not discussion on the differences (if any ) which might have 

emerged in the three languages trialed in this study. I think it would be useful for the reader to 

understand the disease profile of The Gambia and the typical clinical trials that take place there.  

 

Response: The three major ethno-linguistic groups studied in this manuscript share similar socio-

cultural ties. That the three languages do not have standardised writing formats also contributed to 

poor comprehension as a result of high illiteracy, poverty and high disease burden. The autonomy 

and decision making among the people are also similar.  

 

We described these demographic features along with the disease profile and the typical clinical trials 

hosted by MRC in The Gambia under method section. On page 5, we add: „Disease profile in the 

Gambia and research activities of Medical Research Council Unit, the Gambia: The Gambia is one of 

the smallest West African countries with an estimated population of 1.79 million people [7]. According 

to 2012 World Bank report, Gambia‟s total adult literacy rate was 45.3% while the adult literacy rate of 

female population, who constitutes a large majority of clinical trial participants, was 34.3% [8].  

 

Three major ethno-linguistically distinct groups, Mandinka and Fula and Wolof, populate the country. 

The languages do not have standardised writing formats and they are not formally taught in schools. 

The ethnic groups have similar socio-cultural institutions such as the extended family system and 

patrilineal inheritance. Health-seeking behaviour is governed by traditions rather than modern health 

care norm. Because the people live in closely-knit extended family system, important decision like 

research participation is taken within the kinship structure [9].  

 

Like other low income countries characterised with social and medical disadvantages[10], infectious 

diseases such as malaria, pneumonia and diarrhoea constitute major reasons for hospital 

presentations in The Gambia [11]. In addition to high disease burden, low literacy, high poverty rate 

and inadequate access to health care tend to make the people vulnerable to research exploitation 

[10]. The Medical Research Council Unit in The Gambia (MRC) was established to conduct 

biomedical and translational research into tropical infectious diseases. The institute has key northern 

and southern linkages and a track record of achievements spanning over 67 years.  

 

The research portfolio of MRC covers basic scientific research, large epidemiological studies and 

vaccine trials. Important recent and current vaccine trials include those on malaria, TB, HIV, 

Haemophilus influenzae type B, measles, pneumococcal and the Gambia Hepatitis Intervention study. 

Preventive research interventions include intermittent preventive treatment with sulfadoxine-

pyrimethamine versus intermittent screening and treatment of malaria in pregnancy, cluster-

randomised controlled trial on indoor residual spraying plus long-lasting insecticide impregnated nets. 

Ethical conduct of these studies take place through sustained community involvement and 

engagement of participants as research partners [9]‟.  

 

 

It would also be interesting to have the role of the mediator better explained. Though the tool is more 

standardized there was nevertheless someone who was responsible for administering that tool and 

that person‟s voice and activities appear to be “silent” in this paper, How well did the participants 

understand the symbols? Why were some items more difficult than others to understand and what did 

the different trials demonstrate in this regard? While it certainly adds to the validity that there were two 
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trials on which this tool was piloted it would be interesting to know if and how the items of the scale 

were differentiated for the two trials. With a sample of this size I suspect that there were trends which 

emerged which might be interesting to pursue.  

 

Response: Role of mediator/interviewer: As highlighted above, we used trained interviewers to 

administer the audio computerised questionnaire to the participants. We also ensured that the 

research team had sufficient time to discuss participants‟ concerns about the research, in addition to 

the use of the comprehension tool. Thus, we believe that the overall acceptance and success of the 

tool will ultimately depend on a well-balanced combination of the technology and human elements. 

This has been added to the discussion on page 25 (third paragraph).  

 

Concerning differentiating the items between the two trials, we explained how this was achieved on 

page 7 (last paragraph): As the questionnaire was intended to be used across different clinical trials, 

we developed question items that aimed to be applicable to most clinical trials and yet specific to 

individual trials. This was achieved with the inclusion of open-ended question items in which 

participants could give trial-specific responses.  

 

 

It seems important to differentiate between interpreting (which refers to oral aspects) and translation 

which refers to written aspects and the terminology should probably be changed in this study to better 

reflect standard terminology.  

 

Response: We agree with the suggestion to differentiate between interpreting (which refers to oral 

aspects) and translation (which refers to written aspects) and these have been changed in relevant 

sections of this manuscript.  

 

It should be explained in more detail in the paper what happened if the participants demonstrated 

limited understanding of the trial. How was this rectified and by whom?  

Table 2 should make clear which are N and which are frequency. It would be interesting to see the 

Cattell‟s scree plot.  

 

Response: We adopted a quiz/feedback strategy which allowed participants to ask questions to clarify 

areas that were not clear. Trained interviewers gave correct answers to the questions which 

participants missed.  

 

As the focus of this manuscript was on psychometric validation of the questionnaire, participants‟ 

comprehension of the different question items, their understanding of the symbols and acceptability of 

the tool were explored in a separate study and the findings have been published elsewhere: (Afolabi 

MO, Bojang K, D‟Alessandro U, Imoukhuede EB, Ravinetto MR, Larson JH, McGrath N, 

Chandramohan D. Multimedia informed consent tool for a low literacy African research population: 

Development and pilot-testing. Journal of Clinical Research and Bioethics. 2014; 

5(3):178.doi:10.4172/2155-9627.1000178).  

 

The sub-heading on Table 2 has been re-arranged to indicate that the frequency is the absolute 

number of participants in each variable (n) , while N is the total number of participants (N=247) and 

the figures in the parentheses represent the percentages of the participants in each variable (n/N x 

100)  

 

We have included Figure 1 on a supplementary file showing the Cattell‟s scree plot for the item-level 

factor analysis. Elbow of the scree plot indicates that two factors account for most of the variance.  

 

Some of the South African work on IC should not be ignored. (Woodsong and Karim, Watermeyer and 
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Penn; Penn and Evans) Thus while the write up of the study is very strong in terms of the validation 

and the statistical aspects there are some aspects pertaining to the process which could be further 

explored and which would strengthen the argument for validity of such a tool.  

 

Response: South African studies on informed consent including the work of Woodwong & Karim and 

Penn & Evans have been used to strengthen the argument for validity of the tool. On page 3 (last 

paragraph), we add: „Nevertheless, it remains crucial to ensure understanding of vulnerable 

participants about study information because the voluntary nature of informed consent could be easily 

jeopardised by cultural diversity, incorrect understanding of concept of diseases, a mix of communal 

and individual decision-making , huge social implications of some infectious diseases and inadequate 

access to care[12]. Use of an experiential model at pre-enrolment, enrolment and post-enrolment 

stages of clinical research [12] as well as tailoring of cultural and linguistic requirements to the 

informed consent process have been reported to improve comprehension of basic research concepts 

[13]‟.  

 

 

Specific issues  

Page 2 line 52 face-and content- validated (hyphens)  

 

Response: We have hyphenated „face- and content-validated‟  

 

P4 line 117 used to deliver information during the IC process. Change word order of this sentence  

 

Response: The word order has been changed to read: ...... special attention should be given to the 

specific information needs of potential participants and to the methods used to deliver the information  

 

Line 120 put the word potential before study participants. This implies they still have a choice  

 

Response: The word „potential‟ has been put in front of „study participant‟  

 

 

P5 line 145. Please change the word guarantee  

 

Response: The word „guarantee‟ has been replaced and the sentence now reads: „a systematically 

developed tool could contribute to achieving an adequate measurement of comprehension of study 

information among vulnerable research population in Africa‟  

 

P7 line 197 more than one correct response  

 

Response: The correction has been made and the sentence now reads: ...more than one correct 

response‟..............  

 

Really interesting and exciting work.  
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