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VERSION 1 - REVIEW 

REVIEWER Professor Vassilios Papalois 
Imperial College, London, UK 

REVIEW RETURNED 08-Dec-2015 

 

GENERAL COMMENTS Very interesting paper for the most important topic of informed 
consent in living donor kidney transplantation.  

 

REVIEWER Nicos Kessaris 
Department of Nephrology and Transplantation  
6th Floor, Borough Wing  
Guy's Hospital  
Great Maze Pond  
London SE1 9RT  
United Kingdom 

REVIEW RETURNED 08-Dec-2015 

 

GENERAL COMMENTS Towards a Standardized Informed Consent Procedure for Live 
Donor Nephrectomy: the PRINCE (Process of Informed Consent 
Evaluation) Project: Study Protocol for a  
Nationwide Prospective Cohort Study.  
 
This is a presentation of a project protocol on a prospective, 
multicenter cohort study, to be carried out in all Dutch kidney 
transplant centers. This is a very interesting and important study that 
once completed, will affect the way consent for live donor 
nephrectomy is carried out around the word. The main aims are to 
address and evaluate donor education and comprehension and to 
standardize consent.  
 
Specific comments:  
---------------------------  
Page 2, line 40 change ‘formant’ to ‘format’  
 
Page 7-8 Could you please include a pictorial summary of the study 
design showing the 3 cohorts and what will happen to them at each 
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point? Are the patients seen for surgical consult part of Cohort 3? 
Please clarify.  
 
Page 9, line 42 ‘random’. Could you explain how randomization will 
be carried out?  
 
General comments:  
---------------------------  
Have donors/patients been involved in the design of this study?  
Please explain how you will consent participants for this study.  
Are you able to include with this paper the pop-quizzes you 
mentioned?  
Could you please add the limitations you foresee in running this 
study? 

 

REVIEWER Elisa J. Gordon, PhD, MPH 
Northwestern University Feinberg School of Medicine, United States 

REVIEW RETURNED 10-Dec-2015 

 

GENERAL COMMENTS I reviewed with great interest your manuscript on standardizing the 
informed consent process for living kidney donors. Overall the 
manuscript makes an important point about the importance of 
standardizing the informed consent process. However, there is no 
explanation provided as to what the authors mean by 
standardization. The goal of this manuscript is unclear - is this a 
report of research findings or a report of a research protocol? Many 
of the checklist items are checked 'no' because of this ambiguity 
expressed throughout the manuscript, and this piece needs a major 
rewrite. The manuscript could be strengthened in the following ways 
(by section):  
Abstract:  
1. Because informed consent is an ethical requirement (in addition to 
a legal requirement), it would help to frame the manuscript within a 
broader ethical discourse. An example would be to modify the 
abstract 1st sentence regarding the phrase 'more important'. 
Informed consent for living donors is not necessarily *more* 
important than obtaining informed consent for other surgical 
procedures; rather, informed consent is more ethically compelling 
because living donation provides no direct medical benefit to the 
donor (despite potential psychological benefit), it violates the ethical 
principle of nonmaleficence. Thus, it is essential that potential living 
donors know what they are getting themselves into. While this is too 
much information to put into the abstract, it is important to convey 
the subtlety of this point.  
2. Standards for information disclosure already do exist in the U.S. 
(OPTN); it would help if the authors stated whether they are referring 
to U.S. only centers or international centers, and to clarify if the 
authors suggest setting expectations for *international* standards on 
information disclosure to living donors.  
3. The Methods section is confusing because it is written in both the 
past and future tenses. Thus, it is unclear whether these data were 
already collected or if this is a protocol being published. Be 
consistent with the tenses and state explicitly early in the abstract 
what the aims of the study are (e.g., publishing a protocol or doing 
research), which is currently missing from the Introduction section.  
4. The Methods section should state how the constructs were/are to 
be evaluated e.g., how was "informed consent practice* 
operationalized? What do the authors mean by this? How did you 
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evaluate *practice*? Do authors mean the information disclosure 
process? donor comprehension? whether center staff evaluate(d) 
donor comprehension? Clarify.  
5. Ethics and dissemination is not traditionally included in manuscript 
abstracts. Remove. Replace with Conclusions.  
Introduction:  
1. Recommend rephrasing line 1: "have a leading role when it 
comes to" (which could be interpreted in different ways) to "have a 
high rate of" (which is objective).  
2. 2013 data are reported, but 2014 data should be reported, if 
available. In the US, we have 2014 data.  
3. The third sentence seems to go off on tangent about the PKE 
program. Delete. It does not advance the argument.  
4. Be careful about juxtaposing *living donors* to *patients* as doing 
so suggests that living donors are not patients. however, there is 
discussion in the literature that once people enter into the medical 
system for evaluation, they become patients.  
5. Line 20-21 - be careful with language "removed for the benefit of 
others". As mentioned, living donors gain no direct medical benefit to 
themselves, but they may potentially gain benefit psychologically. It 
is true, as the authors point out that the purpose of living donation is 
to benefit others.  
6. The first paragraph is way too long- too many disparate ideas are 
presented.  
In the US, the phrase "extended criteria donors" is no longer used as 
we have a new system, is it in The Netherlands? Use terminology 
that can appeal to an international audience.  
7. The authors mention for the first time, on line 10 page 5, that 
donors could benefit from a 'standardized format' of the informed 
consent procedure. However, the concept of standardization has not 
yet been introduced. I recommend reorganizing this section to first 
define the concept to foster greater logical flow.  
8. Manuscripts should only cite published work, and not work that is 
under review, e.g., Kortram, because it hasn't undergone peer 
review. So, replace Kortram with the work by Dorry Segev and 
Mjoen published in 2014-2015 on living donor outcomes.  
9. The authors are making a causal claim that with more information 
available about living kidney donor outcomes, more people are 
donating. This just isn't true. In the US, the number has been 
declining over the past decade. Revise this statement or provide a 
citation to back it up.  
10. Do the authors really expect perfection? That may be a tall 
order. But through constant improvement and evaluation, we can 
improve upon the consent process. I recommend not using the word 
'perfection' as it is not attainable.  
11. Change 'legalist' (?) to 'lawyer'  
12. The authors need to define what 'standardization' means and 
explain how standardization is expected to improve upon the current 
consent process. The authors should also provide a reference 
citation for this point. I have published on this point, thus, citing my 
work would show that you are building upon the literature. I 
recommend that you cite the following:  
Gordon EJ. Informed consent for living donation: a review of key 
empirical studies, ethical challenges and future research. Am J 
Transplant. 2012 Sep;12(9):2273-80. doi: 10.1111/j.1600-
6143.2012.04102.x. Epub 2012 May 17. Review.PMID: 22594620  
Gordon EJ, Ladner DP, Baker T. Standardized information for living 
liver donors.Liver Transpl. 2012 Oct;18(10):1261-2; author reply 
1263. doi: 10.1002/lt.23477.  
Pilot Study:  

 on M
ay 16, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-010594 on 1 A

pril 2016. D
ow

nloaded from
 

http://bmjopen.bmj.com/


1. The description of the pilot study needs to be a lot clearer: what 
was the purpose of the pilot study? How and where were potential 
donors observed? What were they observed for? Who provided 
them information? What was being scored? Details about the 
scoring sheet are needed. A description of the questionnaire is 
needed - how many questions did it include? Were they open and/or 
closed-ended? What topics were assessed in the questionnaire? I 
would also address whether it psychologically burdensome to 
donors to receive a questionnaire the same day as their donor 
surgery? How were donors recruited? Was this a random sample or 
consecutive sample? What was the time frame of recruitment? Why 
was the pilot study performed - how does it serve the purpose of the 
present study? Again, don't cite works under review. What was the 
pop quiz? How did it differ from the questionnaire? Or was it the 
same thing? Just clarify methods. How were questions scored?  
Survey:  
1. What does "the current situation" refer to? This is too vague. Be 
concrete. Again, what were the survey questions about? how many 
questions were there? what kind of questions were they 
(closed/open)? why were surgeon surveyed? What was the overall 
purpose of the survey? It seems that open ended questions were 
asked - how were the surveys recorded and how were the open-
ended responses analyzed?  
2. Data on the survey response rate belong in the results section. It 
states that "Important complications were not always disclosed" -- 
how do you know that the complications were "important"? Important 
according to whom? A non-subjective characterization is needed 
instead. Revise.  
3. It is confusing that the pilot study and survey are not in the 
Methods section. How does the Methods section differ from the 
above sections? It seems like there are different studies that are 
being reported but it is unclear how they all relate to each other. Be 
explicit about what this paper is trying to report on.  
Methods and Analysis: -- This must be a protocol that you're 
publishing - explicitly say so.  
1. The Design section states both that the study was "prospective" 
and that a "cross-sectional" design was used. This seems 
contradictory. Clarify.  
2. How will the authors be able to achieve their primary objective of 
assessing "Donor comprehension of **all aspects** of the donation 
procedure" when they are completing a "pop quiz" - which suggests 
that the questions are closed ended. The authors need to clarify 
what the quiz entails - how many questions, format (open/closed), 
topics assessed, etc. One would think that you'd need an in-depth 
interview and not a pop quiz to assess all aspects of donor 
comprehension.  
2. Regarding the secondary objectives, what methods are the 
authors going to use to a) identify what the informed consent 
procedures are (what specifically are you examining), and b) 
compare them?  
3. Clarify what "inventory project" means. This is unconventional 
terminology.  
4. The primary and secondary outcomes are listed on pages 8-9 and 
then repeated again under primary and secondary endpoints on 
pages 10-11. Eliminate duplication.  
Discussion:  
1. Write in paragraphs for clarity. 1 long paragraph does not foster 
comprehension.  
2. Citing Fellner - while that is a useful resource, it is over 3 decades 
old! There have been a lot of more recent articles on living kidney 
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donors' decision making that should instead be cited. Also, the 
authors should not state so strongly that donors "never change their 
mind" - that is not true. The very fact that donors elect to withdraw 
from the evaluation process makes this point clear. And, not all 
donors make their decision the first moment of hearing the possibility 
(many do, but not all).  
3. Up until page 14, the PRINCE project was described in future 
tense - so the authors conveyed the idea that this was a protocol for 
a future study that they were publishing and not reporting the results 
in this paper. However, on line 27/28 of page 14, the authors state 
the pop quiz was *used*, thus indicating that the study has already 
been conducted. No results have been reported in this manuscript, 
thus it is quite unclear what the purpose of this manuscript is.  
4.The limitations is missing.  
5.The structure of the manuscript needs to be reorganized to fit 
traditional research manuscript order of presentation.  
6. Also note: The manuscript could benefit from further editing to 
improve the clarity of writing. The authors should use more concise 
and formal language throughout the text. For example, certain 
phrases, such as "when it comes to" are wordy and colloquial, and 
could be phrased as "pertain to" instead; or "relevance further 
increases" "and "these days" and "gained ground" should be 
restated... also, donors "that" should be donors "who". 

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer 1 seems to be very supportive of the manuscript and does not state any items that have to 

be corrected. 

Reviewer 2 states a number of points, which can be easily addressed in a revised manuscript. 

Reviewer 3  

As indicated in my response to the decision letter, we feel that this reviewer is unfortunately not 

objective and probably has a conflict of interest. She does not seem to be clear about the scope of the 

paper ( "Is this a report of research findings or a report of a research protocol?"). 

Some of the suggestions are definitely constructive, and helpful to improve our MS. We are quite sure 

that we can address the many points the third reviewer makes. Some of the criticisms made do not 

fall within the scope of this MS or study and seem to be extremely detailed, often redundant, and not 

related to the content of the study. We have addressed this reviewer’s comments point by point in the 

following section. 

The first concern is what is meant by standardization. We have some problems understanding the 

real concern, or to understand what is unclear about this term. Standardization means to create a 

standard format, uniform informed consent procedure, stating which items will have to be addressed 

during information disclosure to potential donors. Such a format may exist in the United States, but it 

does not, to that extent, in the Netherlands. As we mentioned in our introduction, great differences are 

observed between the eight kidney transplant centers in our country, and surely also in Europe. We 

would like to underline that The Netherlands, according to the latest Council of Europe data, have the 

highest live kidney donation rate in Europe. We believe this topic needs to be addressed, and 

standardization may be one step in this process.  

Then, the reviewer mentions not to understand the goal of this manuscript. In our opinion, we have 

clearly reflected in our title that the goal of this MS is to present our study protocol, which is common 

in our field. The reference to  the use of one past tense verb in the abstract M&M section (…,carried 
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out in,…) is actually incorrect, but we are willing to add “to be” if necessary. The first author of the MS 

is a native English speaker.   

Abstract 

1. Because informed consent is an ethical requirement (in addition to a legal requirement), it 

would help to frame the manuscript within a broader ethical discourse. An example would be 

to modify the abstract 1st sentence regarding the phrase 'more important'. Informed consent 

for living donors is not necessarily *more* important than obtaining informed consent for other 

surgical procedures; rather, informed consent is more ethically compelling because living 

donation provides no direct medical benefit to the donor (despite potential psychological 

benefit), it violates the ethical principle of nonmaleficence. Thus, it is essential that potential 

living donors know what they are getting themselves into. While this is too much information 

to put into the abstract, it is important to convey the subtlety of this point. 

We understand that the professional background of the reviewer is different from medicine,  

and therefore the reviewer has another point of view than medical professionals have. 

However, as doctors, we know that information provision is MORE important the more 

elective a procedure gets, especially in live kidney donation. This concept of elective surgery 

shared decision making is an actual topic in many divisions of medicine, and we therefore feel 

strongly as to not changing this statement. 

2. Standards for information disclosure already do exist in the U.S. (OPTN); it would help if the 

authors stated whether they are referring to U.S. only centers or international centers, and to 

clarify if the authors suggest setting expectations for *international* standards on information 

disclosure to living donors. 

We are fully aware of the information disclosure existing in the US (OPTN). However, as 

mentioned, our study pertains to Dutch hospitals. It would be great if more European centers 

(and beyond) could benefit from this approach, eventually.   

3. The Methods section is confusing because it is written in both the past and future tenses. 

Thus, it is unclear whether these data were already collected or if this is a protocol being 

published. Be consistent with the tenses and state explicitly early in the abstract what the 

aims of the study are (e.g., publishing a protocol or doing research), which is currently 

missing from the Introduction section. 

This seems to be a repetition of a comment previously made, please see our response above. 

We have also clearly explained that this is indeed a study protocol to be published. 

4. The Methods section should state how the constructs were/are to be evaluated e.g., how was 

"informed consent practice* operationalized? What do the authors mean by this? How did you 

evaluate *practice*? Do authors mean the information disclosure process? donor 

comprehension? whether center staff evaluate(d) donor comprehension? Clarify. 

Informed consent practices will be evaluated in the broadest sense. The manner in which 

donor education leading up to informed consent will be evaluated for each center; i.e. how 

many visits do potential donors have, with which personnel, how many time in between visits 

etc. In addition, what kind of information is disclosed, and in which format, i.e. standard 

leaflets, dvds, websites, information evenings. Donor comprehension may be very difficult to 

assess and should probably be changed into donor knowledge.  

5. Ethics and dissemination is not traditionally included in manuscript abstracts. Remove. 

Replace with Conclusions.  

We have explicitly followed the author guidelines, in which “ethics and dissemination” is a 

mandatory item for BMJ open study protocols.  

Introduction 

1. 1. Recommend rephrasing line 1:  "have a leading role when it comes to" (which could be 

interpreted in different ways) to "have a high rate of" (which is objective).  

The Netherlands indeed have a high rate of live kidney donation. Additionally, The 
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Netherlands are ascribed a leading role by many professional organizations. If the editors feel 

strongly about it, we can leave out this comment. It was just used to underline why this study 

seems to be important.  

2. 2013 data are reported, but 2014 data should be reported, if available. In the US, we have 

2014 data. 

2014 data were not available at the time this protocol was written. We can add them now if 

necessary, however, they are quite similar. 

3. The third sentence seems to go off on tangent about the PKE program. Delete. It does not 

advance the argument. 

We disagree with the reviewer on this point. The PKE program is of relevance, as it 

underlines Dutch practice, but it is also important in light of different informed consent 

procedures and information provision. In our PKE practice the donor travels to the recipient 

center for the operation (which is different from other practices around the world, but we have 

explained that in the MS). 

4. Be careful about juxtaposing *living donors* to *patients* as doing so suggests that living 

donors are not patients. however, there is discussion in the literature that once people enter 

into the medical system for evaluation, they become patients.  

We agree with the reviewer that this is an interesting discussion ethically. However, as 

transplant professionals dealing with these donors every day, and the responsibility to ensure 

donor safety, we tend to underline this by not calling them “patients”, for the crucial reason of 

them not needing an invasive procedure such as an operation.  

5. Line 20-21 - be careful with language "removed for the benefit of others". As mentioned, living 

donors gain no direct medical benefit to themselves, but they may potentially gain benefit 

psychologically. It is true, as the authors point out that the purpose of living donation is to 

benefit others. 

We agree with the reviewer that there may be some benefit to the donors themselves, but the 

primary and most important purpose is to benefit others. We can modify the MS accordingly.  

6. The first paragraph is way too long- too many disparate ideas are presented.  

In the US, the phrase "extended criteria donors" is no longer used as we have a new system, 

is it in The Netherlands?  Use terminology that can appeal to an international audience. 

The term “Extended criteria live kidney donors” is increasingly used internationally and in the 

literature. We are not aware of “a new system”, and we are unclear who the reviewer is 

referring to when using the term “we”. 

7. The authors mention for the first time, on line 10 page 5, that donors could benefit from a 

'standardized format' of the informed consent procedure. However, the concept of 

standardization has not yet been introduced. I recommend reorganizing this section to first 

define the concept to foster greater logical flow. 

The order of this section can easily be adjusted 

8. Manuscripts should only cite published work, and not work that is under review, e.g., Kortram, 

because it hasn't undergone peer review. So, replace Kortram with the work by Dorry Segev 

and Mjoen published in 2014-2015 on living donor outcomes. 

We have followed the the instructions for authors, which stated that unpublished work may be 

cited, in the way we have. We will add Segev and Mjoen, and thank the reviewer for these 

suggestions.  

9. The authors are making a causal claim that with more information available about living 

kidney donor outcomes, more people are donating. This just isn't true. In the US, the number 

has been declining over the past decade.  Revise this statement or provide a citation to back 

it up. 

We are fully aware of the data mentioned by the reviewer. The situation in the Netherlands, 

and many parts of Europe is a bit different. We would like to underline that we do not state 

that more donors will donate. We HOPE that this may be the case, and we fear that if we do 

NOT inform them well, and negative stories get out, fewer people may be willing to donate.  
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10. Do the authors really expect perfection? That may be a tall order. But through constant 

improvement and evaluation, we can improve upon the consent process.  I recommend not 

using the word 'perfection' as it is not attainable. Obviously we do not expect perfection, but 

we think it is important to be ambitious, because if we aim for less than that, it will never even 

come close. 

11. Change 'legalist' (?) to 'lawyer' 

Actually, we really do not mean lawyer, we mean ‘legalist’, which is referred to as 1:  an 

advocate or adherent of moral legalism 2 :  one that views things from a legal standpoint; 

especially :  one that places primary emphasis on legal principles or on the formal structure of 

governmental institutions  

12. The authors need to define what 'standardization' means and explain how standardization is 

expected to improve upon the current consent process. The authors should also provide a 

reference citation for this point. I have published on this point, thus, citing my work would 

show that you are building upon the literature. I recommend that you cite the following: 

Gordon EJ. Informed consent for living donation: a review of key empirical studies, ethical 

challenges and future research. Am J Transplant. 2012 Sep;12(9):2273-80. doi: 

10.1111/j.1600-6143.2012.04102.x. Epub 2012 May 17. Review.PMID: 22594620 

Gordon EJ, Ladner DP, Baker T. Standardized information for living liver donors.Liver 

Transpl. 2012 Oct;18(10):1261-2; author reply 1263. doi: 10.1002/lt.23477. 

Please see our answers regarding this topic above. The comment seems to be a bit 

superfluous. Also, in the reference list, one of the suggested references is already there 

(number 17), and we will add the other one. 

 

Pilot Study 

1. The description of the pilot study needs to be a lot clearer:  what was the purpose of the 

pilot study? How and where were potential donors observed?  What were they observed 

for? Who provided them information? What was being scored? Details about the scoring 

sheet are needed. A description of the questionnaire is needed - how many questions did 

it include? Were they open and/or closed-ended? What topics were assessed in the 

questionnaire? I would also address whether it psychologically burdensome to donors to 

receive a questionnaire the same day as their donor surgery? How were donors 

recruited? Was this a random sample or consecutive sample? What was the time frame 

of recruitment? Why was the pilot study performed - how does it serve the purpose of the 

present study? Again, don't cite works under review. What was the pop quiz? How did it 

differ from the questionnaire? Or was it the same thing? Just clarify methods. How were 

questions scored? 

This manuscript does not have the intention to report the results of the PILOT study. This 

study is solely mentioned here to demonstrate that a lot of work has preceded the 

initiation of the current study, submitted as a study protocol here.  The results of the pilot 

study will be published elsewhere.  

The psychological burden is certainly very interesting, and studied in detail in the group of 

our colleagues of the department of psychology. It is not addressed  here because it is a 

study regarding surgical complications.   

Survey 

1. What does "the current situation" refer to? This is too vague. Be concrete. Again, what 

were the survey questions about? how many questions were there? what kind of 

questions were they (closed/open)? why were surgeon surveyed? What was the overall 

purpose of the survey? It seems that open ended questions were asked - how were the 

surveys recorded and how were the open-ended responses analyzed?  

“The current situation” can be further clarified; we mean the manner in which the informed 
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consent procedure is employed in the different centers, and the way donors appreciate it. 

Further down, under methods, some more details are provided. But, as with the pilot 

study data,  mentioning the survey amongst transplant surgeons, was purely meant to 

underline the importance of the current study, not to present the detailed results. They will 

be published elsewhere. 

2. Data on the survey response rate belong in the results section. It states that "Important 

complications were not always disclosed" -- how do you know that the complications were 

"important"? Important according to whom? A non-subjective characterization is needed 

instead. Revise.  

Please see above, details of the survey published elsewhere. 

3. The pilot study and survey are not in the Methods section. How does the Methods section 

differ from the above sections?  It seems like there are different studies that are being 

reported but it is unclear how they all relate to each other. Be explicit about what this 

paper is trying to report on. 

As stated under the previous points; these two studies are mentions to demonstrate the 

work conducted to create the protocol for the national PRINCE study. The purpose of this 

manuscript is to publish this protocol. Not the results of any of the preceding studies, or 

the (preliminary) results of the ongoing study.  

Methods 

Methods and Analysis: -- This must be a protocol that you're publishing - explicitly say so.  

Yes, this indeed the case, but we have explained ourselves above. We think that the title is already 

quite explicitly stating it is a study protocol. 

 

 

1. The Design section states both that the study was "prospective" and that a "cross-sectional" 

design was used. This seems contradictory. Clarify. 

We can clarify this with a graph or plot, as reviewer 2 suggested. It is not contradictory nor 

wrong, but we agree that the concept is quite complicated if not explained correctly. 

2. How will the authors be able to achieve their primary objective of assessing "Donor 

comprehension of **all aspects** of the donation procedure" when they are completing a "pop 

quiz" - which suggests that the questions are closed ended. The authors need to clarify what 

the quiz entails - how many questions, format (open/closed), topics assessed, etc. One would 

think that you'd need an in-depth interview and not a pop quiz to assess all aspects of donor 

comprehension. 

Comprehension is indeed maybe the wrong word, we will change this to knowledge.  

3. Regarding the secondary objectives, what methods are the authors going to use to a) identify 

what the informed consent procedures are (what specifically are you examining), and b) 

compare them?  

a. We will clarify this section and elaborate on which items will be assessed and b. compared. 

4. Clarify what "inventory project" means.  This is unconventional terminology. 

We did not think that the terminology is so unconventional. We mean that this project aims at 

making an inventory (or register or archive) of  the current status of the informed consent 

procedure. It is not an intervention study, nor is it purely observational. It is an inventory, to 

identify aspects that have to be improved, changed, or otherwise addressed.  

5. The primary and secondary outcomes are listed on pages 8-9 and then repeated again under 

primary and secondary endpoints on pages 10-11. Eliminate duplication.  

That’s correct, we’ll do that.  
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1. Write in paragraphs for clarity. 1 long paragraph does not foster comprehension. 

Thanks for this suggestion. If needed the format can be changed into separate paragraphs.  

2. Citing Fellner - while that is a useful resource, it is over 3 decades old!  There have been a lot 

of more recent articles on living kidney donors' decision making that should instead be cited. 

Also, the authors should not state so strongly that donors "never change their mind" - that is 

not true. The very fact that donors elect to withdraw from the evaluation process makes this 

point clear. And, not all donors make their decision the first moment of hearing the possibility 

(many do, but not all). 

We will bring in a little nuance in this statement as suggested. 

3. Up until page 14, the PRINCE project was described in future tense - so the authors 

conveyed the idea that this was a protocol for a future study that they were publishing and not 

reporting the results in this paper. However, on line 27/28 of page 14, the authors state the 

pop quiz was *used*, thus indicating that the study has already been conducted. No results 

have been reported in this manuscript, thus it is quite unclear what the purpose of this 

manuscript is.  

We have commented earlier on the use of the “past” tense,  and we can  add “to be” before  

“used” if deemed more clear. 

4. The limitations is missing. 

We will add a section with limitations, even though this is not mandatory for a study protocol, 

according to the guidelines for authors.  

5. The structure of the manuscript needs to be reorganized to fit traditional research manuscript 

order of presentation. 

We have explicitly closely followed the authors’ instruction format (including the order of this 

MS) indicated by BMJ open.  

6. Also note: The manuscript could benefit from further editing to improve the clarity of writing. 

The authors should use more concise and formal language throughout the text. For example, 

certain phrases, such as "when it comes to" are wordy and colloquial, and could be phrased 

as "pertain to" instead; or "relevance further increases" "and "these days" and "gained 

ground" should be restated... also, donors "that" should be donors "who". 

We feel that these comments refer to a personal opinion and preference, and not a guideline. 

If needed for clarity, we can change the MS as per the editors’ request. 
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