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2. INTRODUCTION 
The report on the participants’ centric design protocol for RBDCOV provides a description of the main 
points that have been considered and discussed during the preparation of the project trial protocols and 
accompanying documents and information materials related to the clinical trials.  The focus has been on 
providing input toward WP4 New emerging variant vaccine clinical trial phase III with the adult population 
in the participating countries with pre-existing immunosuppressive conditions. The preparations for 
community involvement in WP3 is ongoing due to changes to WP3 trial protocol.  
 
Reference to community in this context, means mainly the community of people living with HIV, although 
efforts are ongoing to ensure people representing the other immunocompromising conditions, and 
adolescents/children are included in giving input.  
 
EATG have extensive experience in ensuring that the perspective of community (people living with HIV, 
patients or participants in trials, for example) is incorporated in all phases of the R&D process. Since 1992, 
the European Community Advisory Board has been working with different stakeholders for this purpose. 
The formation of the Community Advisory Panel (CAP) in RBDCOV follows a similar approach, with expert 
community members being actively engaged in the design and development of the clinical trials, 
recruitment and implementation processes.  
 
 

3. ACRONYMS AND ABBREVIATIONS  
 
EATG – European AIDS Treatment Group 
CAP – Community Advisory Panel 
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4. WORK PACKAGE DESCRIPTION 
 
 
The activities carried out under WP9 focus on ensuring effective community engagement throughout the 
project and incorporating the psychosocial impact into all stages of the clinical trials. This work has the 
following objectives: 

 Promote and ensure the engagement and feedback of participant of the different trials by 
creating a Community Advisory Panel (CAP); 

 Ensure that protocol sections and study design concerning participants are drafted considering 
their needs, preferences and views; 

 Assess participants’ expectations and anticipate any concerns coming from them; 
 Ensure that the information delivered to participants involved in the clinical trial is accessible, 

complete, transparent and comprehensible in relation to the objective of the project and their 
personal participation; 

 Lead on the psychosocial assessment of the potential impact of vaccines for participants of the 
clinical trial. 

 
Participants in the trials and other community members will be engaged through the key role in the 
project of two different networks – EATG as leader of WP9, and the PENTA Foundation – involved in WP3, 
whose work focuses on the treatment and care for children with HIV and related co-infections.   
 
 
Work in WP9 will be carried out under four main tasks outlined below: 
 

 Task 9.1 Community involvement in the protocol review (M1-M6) (L: EATG) 
The activity consists of two parts: 1) design and implementation of a Community Advisory Panel (CAP) and 
2) involvement of the CAP to improve the protocol design from a participant centric perspective. 
 

 Task 9.2 Patient information and documents (M1-M30) (L: HIPRA) 
The delivery of a clinical trial requires the design of several documents -like the consent information form 
addressed to participants/parents and guardians - throughout the process, that are usually written in a 
technical/clinical language, which is not always easy to understand by the general population. 
Involvement of participant’s feedback in the drafting and design process of these documents strengthens 
the ethical approach and helps to anticipate possible issues and concerns that may arise during the trial.  
Work in WP9 will contribute to the creation of documents, such as the informed consent, information 
sheets, executive summaries, and others that are suitable for the targeted population. 
 
The CAP will be involved in the preparation of the documents by reviewing their content, as well as their 
versions in English, Spanish, Catalan and Turkish, which are the languages of the countries where the 
studies will take place. This will be done before their submission for formal and regulatory approval, to 
ensure that the participants’ perspective is included in all of them, that its content is accessible, reader-
friendly and comprehensible for all other members of the community 
 

 Task 9.3 Potential psychosocial impact and participant centricity (M1 – M30) (L: EATG) 
This task will analyse the potential psychosocial impact of the vaccines in the different participants 
involved in the clinical trials. Through a series of on-line surveys qualitative and quantitative data will be 
obtained. The survey will be initially designed to compile at least the following information: demographics 
(age, gender, country, living area, educational level, partnership status) health status and management, 
knowledge about research in the field of vaccines, concerns and motivation to participate in a clinical 
study (burdens related to study participation: time away from school (in children and adolescents) or 
work, transportation, explain/justify to others the absences), and satisfaction with the clinical studies 
(quality of information received, support and interaction with the people involved in the research; 
contribution to advance in science). The impact of the study on their social environment will also be 
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evaluated (psychological dimensions, health seeking behaviour, etc.). The analysis will allow to determine 
psychosocial impact/expectations/misunderstandings/etc., especially considering the psychosocial 
impact of the COVID-19 infection.  
 

 Task 9.4 Communication and engagement activities/tools (M1-M30) (L: EATG& ZABALA) 
This task covers activities to involve and engage with community members across the project. For this 
purpose, engagement activities with different groups will be carried out and along with the creation of 
materials/tools (videos, infographics, webinars). These tools will not only provide relevant and up-to-date 
information, but they will also make it possible to monitor the expectations and concerns of the 
participants regarding the virus and the development of new vaccines. This task will be developed in close 
relation with WP8 where ZABALA will develop the necessary visuals such as videos and infographics. This 
information will also be key to defining the communication messages in WP8. The project consortium, 
and especially the partners in WP8, will ensure that the information tools and materials developed to 
communicate the project’s results and their implications to the public are accessible and available in 
layman’s language. 
 
 
 

5. EXPLANATION OF THE DELIVERABLE 
 
This deliverable consists of a report on the participants’ centric design protocol for the project and 
provides a description of the main points that have been considered and discussed during the preparation 
of the protocol for the WP4 clinical trial..  
 
One of the initial key tasks carried out was the creation of a Community Advisory Panel (CAP) to receive 
community feedback on different aspects of the project. The CAP also includes representatives from two 
countries involved in the project and speakers of the 3 languages involved (Catalan, Spanish, Turkish). The 
role of the CAP is to provide input from the community and contribute to the co-design of the protocol 
sections that are meaningful for them, as well as other relevant materials to the trial and project.  
 
The CAP therefore provides community input at different levels, through the following: 
 

- Improve the protocol design from a participant centric perspective (such as discussing with the 
principal investigator to identify areas where it is necessary to include feedback from 
participants); 

- Provide support toward the creation of documents, such as the informed consent, patient 
information sheets, executive summaries, and similar so that these are suitable for the targeted 
population; 

- Review documents in English and/or in the languages of the countries where the studies will take 
place (Spanish and Catalan for the region of Catalunya, Spain and Turkish for Turkey); 

- Attend relevant meetings and calls (including monthly CAP update calls) in order to take part in 
the planning of review processes, and discussions with other partners.  

 
Community Advisory Panel (CAP): composition and implementation  

A call for interest was launched by EATG through their networks of validated experts in late January 2022 
and the CAP members were then selected in February 2022. The CAP is composed of eight diverse 
members from eight different countries (France, Georgia, Germany, Norway, Romania, ,Scotland, 
SpainTurkey) who mainly represent the HIV community. Members have a background in research and 
development and experience in being involved in patient and community advisory panels or boards 
reviewing documents and stakeholder engagement from a community perspective.  
The requirements to become a CAP member are as follows: Advanced level of English; Knowledge of 
clinical trials processes; Knowledge of vaccine research & development; Based in an EU member/ 
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associated country; Experience in providing community feedback in medicine/vaccine research; 
Experience in translating complex/technical medical information in to an accessible format; Ability to 
work on an ad-hoc and flexible basis.  
 
One of the members acts as a CAP lead and works in close collaboration with the RBDCOV Project Manager 
from EATG and other EATG staff involved, in order to guarantee continuity for the CAP in project 
interactions; oversee and harmonise input from the CAP, and attend all CAP-related calls.  
 
Since its formation, the CAP has participated in six of the monthly calls held with EATG staff toward the 
internal coordination and planning of review processes and related discussions. Members have also taken 
part in a consultation call with WP4 technical leads and researchers and other partners involved, in order 
to discuss feedback provided for the protocol and study design of the adult trial.  
 

Review process 
The review process consists of providing feedback on a given document using a template which specifies 
which sections require clarification or modification, whereby members can make suggestions for changes 
(see Annex 1 for review template).  
 
CAP members provide their individual feedback to the CAP lead who consolidates it into one document. 
That document is then shared with concerned partners, such as from WP4, so that they can review the 
feedback provided. Project partners in turn are also able to give comments in response to the feedback 
received, justifications for changes and to what extent these comments will be integrated into the final 
versions for each revised document. To facilitate this, when the document with compiled feedback is sent 
to them, an additional column is added for their comments. This is then returned to the CAP for their 
information.  
 
In M1-6, the CAP contributed to the revision of the following documents prior to their submission for 
approval to the relevant Ethics Committees, International Review Board and Ministry of Health in each 
country: 

- Full Clinical Study Protocol and Protocol Summary  
- Participant Information Sheet 
- Pregnant Participant Information Sheet 
- Patient Information Sheet for the Use and Storage of Clinical Data and Surplus Biological Material 

from research projects and the care process for biomedical research in studies related to the 
defence response against infection with SARS-COV-2 and its presentation in the collection.  

- Appendix on Protection of Personal Data related to the Participant Information Sheet and 
Informed Consent of the study 

 
In addition to providing comments and feedback on how to improve the protocol design and incorporate 
clarifications to the information provided to participants and community members, the CAP also revised 
the translated versions of the above documents from English to Spanish, Catalan and Turkish to ensure 
the correct use of terminology for the participants to trial.  
 
Below is a non-exhaustive list of the type of feedback provided by the CAP during the review processes: 
 
Study design and protocol 

- Clarification and suggestions on the study design of the clinical trials (recruitment, doses to be 
administered, follow-up visits, supplementary tests, adverse effects, etc.); 

- Clarification and suggestions on the difference in trials between Spanish and Turkish sites; 
- Clarification of technical terms and scientific and medical terminology pertaining to vaccine 

development and suggestions for more accessible language; 
- Clarification and suggestions on selection of samples of participants and if these will include 

disaggregated data by sex and age. 
 
Participation in the trials 
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- Requests and specifications on the correct and appropriate use of terminology to reflect the 
community's perspective (for e.g., use of term participant vs. Patient/ ‘trial subject’, and use of 
active vs. passive tone); 

- Overall communication directed at participants (if this is accessible, transparent, 
comprehensible, translated into languages of study populations), and later about the outcomes 
of the study and how these will be shared with them and the general public (how and when will 
results be published and if these will be made available to the participants in advance or in a 
particular way).  

 
 

Document reviewed by CAP Number of comments / 
suggestions provided 

Full protocol  40 
Participant Information Sheet 51 
Translated documents to 
Catalan 

14 

Translated documents to 
Turkish 

18 

  
Table 1: Summary of comments/suggestions provided by CAP members during review processes 

 
Upon reviewing these comments and discussing them with WP4 partners and the clinical leads, the 
majority of these were accepted and taken into consideration when drafting the final version of the study 
protocol and the other documents for submission.  
 
The clinical partners stated on several occasions that they find the CAP's feedback very useful and 
appreciate and see the value of having their input across all review processes. Future steps to strive for 
more broad and representative community engagement will entail reaching out to communities from the 
other 4 immunocompromising conditions  to see how to include them in future review processes as 
needed. This will be done through contacts of European patient and community networks that EATG work 
closely with. 
 

6. ANNEXES 
 
Annex 1: EATG Job posting to recruit CAP members 
Annex 2: CAP Template to provide feedback for a document review  
Annex 3: Informed Consent/Patient information sheet document with consolidated comments from all 
CAP members 
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Terms of Reference 

Community Advisory Panel Consultant for RBDCOV (RBD Dimer recombinant 

protein vaccine against SARS-CoV-2) Project 

About EATG 
 

The European AIDS Treatment Group (EATG) is a European network of nationally-
based volunteer activists comprising of more than 150 members from over 45 
countries in Europe. Our members are representatives of different communities 

affected by HIV/AIDS in Europe. 
 

Mission statement of EATG: 

EATG is an organisation driven by people living with HIV and key affected populations 
that is committed to equitable, speedy and sustainable access to: 

- effective treatments and holistic care for all people living with HIV and 
associated infections and morbidities 

- effective prevention and diagnosis for all communities affected by HIV and 
associated infections and morbidities 

- The primary geographic focus of the EATG is the member states served by the 
World Health Organization Regional Office for Europe; however, the EATG will 
consider opportunities to collaborate with and support similar efforts in other 

parts of the world. 
 

 

About the RBDCOV Project 

The main objective of the RBDCOV project is to test the efficacy, tolerability, and 
safety of two new vaccines against different variants of COVID-19 based on the 
outstanding data generated using a recombinant protein developed by the consortium 

partners. Two different phase I/II clinical trials will be run during the project duration: 
Phase I/II for paediatric population to analyse the Wuhan vaccine and Phase I/II in 

adults to analyse adjuvanted recombinant RBD protein codifying for SARSCov-2 
variants given as a booster vaccination. The RBDCOV project is funded by Horizon 

Europe.  

 
The role of the European AIDS Treatment Group in the RBDCOV project is to provide 
feedback on the design of the study and clinical protocols, lead on the psychosocial 

assessment of the study all and support the communications around the trial and 
project.   

 

 
EATG Objectives for the project 
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- To ensure communications are clear and appropriate from a community 

perspective (WP8) 
- To promote and ensure the engagement and feedback of participants of the 

different clinical trials by creating a Community Advisory Panel (WP9) 

- To ensure that protocol sections concerning participants are built considering 
their needs and preferences (WP9) 

- To assess the expectations of the participants and anticipate any concern 
coming from them (WP9) 

- To ensure that the information delivered to participants involved in the clinical 
trial is accessible, complete, transparent and comprehensible (WP9) 

 
Community Advisory Panel Consultant  

 
EATG are forming a Community Advisory Panel to provide community input at 

different levels, including to: 
 

- improve the protocol design from a participant centric perspective (such as 

discussing with the principal investigator of research sites to identify areas 
where it is necessary to include feedback from participants) 

- support with creation of documents, such as the informed consent, information 
sheets, executive summaries, and similar that are suitable for the targeted 
population, reviewing them in English and/or in the languages of the countries 

where the studies will take place 
- engage in the development of research on potential psychosocial impact of the 

trial vaccines in the different participants involved in the clinical trials. 
- support on the creation of communications materials/tools (videos, 

infographics, webinars) of the vaccine and RBDCOV project. 

- Attend relevant meetings and calls (including monthly CAP update call) 
 

 
Timeframe:  

The Community Advisory Panel will be consulted during the period of the whole 
project ending in May 2024 (30 month project, launched in December 2021). Start 
date: February 2022. 

EATG are looking for a pool of 10 consultants who will be selected for different tasks 
and consulted on an ad-hoc basis throughout the project. The minimum commitment 

is to join the monthly CAP update calls and at least 2 review tasks per year.  
 
 

Payment:  
 

The Community Advisory Panel Consultants and Coordinator will be paid on an hourly 
basis for their engagement with the project at a rate of 50€/per hour. 
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Requirements: 
 
Essential: 

- Advanced level of English 
 

- Knowledge of clinical trials processes 
 

- Knowledge of vaccine research & development 

- Based in an EU member/ associated country  

- Experience in providing community feedback in medicine/vaccine research 
 

- Experience in translating complex/technical medical information in to an 
accessible format. 

 
- Ability to work on an ad-hoc and flexible basis 

 

Desirable: 

- Knowledge of one or more of the following languages: Spanish German, Italian, 

French, Turkish 

- Ability to travel (depending on travel restrictions). 

 

ADDITIONAL ROLE: Community Advisory Panel Lead  

 
EATG are additionally looking for a CAP Lead who, in addition to the above mentioned 
CAP Consultant role, will be responsible to collect, integrate and align the CAP 

feedback. The tasks will be ad-hoc and payment rates are as reflected above, 
however a higher level of commitment is required, as they will have an overview of all 

CAP activities.  
 

In addition to the CAP consultant tasks above, the responsibilities of the CAP Lead 

include: 
- To guarantee continuity for the CAP in project interactions 

- To oversee and harmonise input from the CAP  
- To attend all CAP-related calls (including monthly CAP update calls) 
- To chair CAP discussions on relevant issues/ tasks/ meetings 

- To discuss strategic decisions with the RBDCOV EATG Project Manager 
 

The CAP Lead will work in close collaboration with the RBDCOV EATG Project Manager 
and other EATG staff involved in the project.  

 

https://ec.europa.eu/info/funding-tenders/opportunities/docs/2021-2027/common/guidance/list-3rd-country-participation_horizon-euratom_en.pdf
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How to apply: 

Please apply to the Community Advisory Panel Consultant and/or Lead role by sending 
an email to giorgio.barbareschi@eatg.org, detailing your expertise and motivation for 
the role and include a short CV highlighting the relevant experience to this role. 

Please specify in the email if you are also interested in the CAP coordinator role.  

Application deadline: midnight CET, 31 January 2022.  

Applications will be reviewed by the RBDCOV EATG Project Manager, in consultation 
with the Partners in Science Programme Manager and the Executive Director.   
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  Where available 

 
 1 Where available 

 
COMMENTS FROM : EATG Group  

TITLE OF THE DOCUMENT : Participant Information Sheet HIPRA-HH-4 - PIS_IC_20220317_EN 

GENERAL COMMENTS 
 
Try to use easier language throughout the text. Terms like “immunosuppression” or “recombinant” are NOT easy… 
This informed consent protocol is not easy to read. Especially the paragraph on What is the HIPRA COVID-19 vaccine? A good level of education will 

be needed to fully understand this. It could be simplified without losing its’ strength. At the same time it seems  very stark and brutal on occasions. 

Different terminology is used without explanation. 

 
 

 
SPECIFIC COMMENTS 

 

 

Line no1. + 
paragraph no. 

Original text Comment and proposed change (if applicable) Type of comment (e.g. 
major objection, for 
clarification, ..) 

P1 Missing text No mention of the hospitals being used in Turkey. Which 
ones? 

Clarification 

Invitation 
p.1, para 3 

We would like to invite you to participate in a 
research study called HIPRA-HH-4, in which we 
are evaluating the immune response and the 
safety of an additional dose of vaccine of a new 
vaccine candidate against COVID-19 in people 
who, like you, suffer from a situation of some 
immunosuppression. 

…in which we are evaluating the immune response and the 
safety of an additional dose of vaccine with a new vaccine 
candidate in people who, like you, are immunosuppressed. 
Or present with some immunosuppression. 

People do not necessarily 
“suffer from” 
immunosuppression. 

Page 1 
Invitation 

Please do not hesitate to ask in case something 
is not clear to you or you would like further 
information. 

If you are native speaker and have some difficulties to 
understand medical or other terminologies, you can 
request a translator/translated informational sheets 

Suggestion 

Page 1, bullet 
points 

“chronic” HIV infection, “chronic” dialysis program Drop “chronic”. Once a condition persists for more than 6 
months, it is considered chronic.  

Simplifying the language 

Invitation The conditions under which we will conduct this 

study are: 

 

You are invited to participate in the study because you 
are responding to at least one of the following criteria: 
 

 

 
 



• Chronic HIV infection with a CD4 

count of less than 400 cells/mm3 

in the last 6 months,  

• Have been on a chronic dialysis 

program for more than 6 months  

• Having received a kidney 

transplant and are currently on 

triple immunosuppressive 

therapy  

• Have an autoimmune disease for 

which you have been treated 

with Rituximab for the last 6 

months  

• Have a primary 

immunodeficiency for which you 

receive chronic substitution 

treatment with immunoglobulins 

 

• Chronic HIV infection with a CD4 count of less 
than 400 cells/mm3 at any time in the last 6 
months 

• Being on a chronic dialysis program for more 
than 6 months 

• Having received a kidney transplant and being 

currently on triple immunosuppressive therapy  

• Having an autoimmune disease treated with 

Rituximab for the last 6 months  

• Have a primary immunodeficiency for which 

chronic substitution treatment with 

immunoglobulins is prescribed 

•  

Invitation, 
p.1 para 5 

Before deciding if you are willing to participate, 

it is important that you understand why this 

study is being conducted, what your 

involvement will be, and how long you will need 

to participate in the study. Please take the time 

to read this fact sheet and discuss it with your 

friends, family, or doctor, if you wish. Please do 

not hesitate to ask in case something is not 

clear to you or you would like further 

information. 

 

Please do not hesitate to ask in case something is not 

clear to you or you would like further information. 

 

Who to ask? 

What is the 

objective of this 

study?, 

p.2 para 1 

 

The primary objective of this study is to 

determine whether receiving an additional dose 

against COVID-19 with the vaccine developed 

by HIPRA is capable of eliciting an immune 

response in people suffering from diseases that 

may affect the immune response to vaccines 

and that vaccination is safe. We would also like 

…of triggering… 
 
and that vaccination is safe: this comes late in the 
phrase and might deserve a specific phrase on its 
own. 
 
can help prolong the preventive effect: why “can help 
prolong” and not “can prolong”? 
 

People do not necessarily 
“suffer from” 
immunosuppression. 
 
I wonder if this paragraph 
should not be rewritten. I 
feel that the end of it 
repeats the beginning.  



to study whether this new vaccination can help 

prolong the preventive effect of the previous 

vaccination you already received for preventing 

the COVID-19 disease. To this end, it will be 

studied whether the vaccine is capable of 

regenerating or reactivating a sufficient immune 

response; that is, if the vaccine is able to 

increase the activity of the immune system 

(natural defences) against the virus. 

 

for preventing the COVID-19 disease: caution here: 
vaccines protect against the bad forms of the disease, 
which people perceive as being able to catch despite 
vaccines – but not the disease.  

Page 2  
What is the 

objective of this 

study? 

 

The primary objective of this study is to 
determine whether receiving an additional dose 
against COVID-19 with the vaccine developed 
by HIPRA is capable of eliciting an immune 
response in people suffering from diseases that 
may affect the immune response to vaccines 
and that vaccination is safe. 

Instead of emphasizing poor heatlh condition of 
patients, it is better not to mention word ,,suffering” 
and use ,,people living with these diseases that may 
affect the immune response to vaccines and that 
vaccination is safe”… 

Recommendation 

p.2, para 2 “respiratory disease” “disease of the airways / lungs” Simplifying 

P2, para 2 respond worse to vaccines The word Worse is inadequate. Should read ‘an inadequate 
or poor response to vaccines. 

Objection 

Page 2, para 2 We know that some people who suffer from 
certain diseases or who receive certain 
treatments that weaken their immune system 
respond worse to vaccines and are at higher risk 
for more severe COVID-19 disease. 

We know that some people with certain diseases or 
receiving certain 

People do not necessarily 
“suffer from” 
immunosuppression. 
 

p.2, para 3 There are currently several vaccines authorized 

to prevent respiratory infection by SARS-CoV-

2. However, the emergence of new virus 

variants, as well as the observation that vaccine 

protection declines over time and therefore lack 

of knowledge about the duration of protection 

against infection that vaccines generate, makes 

it necessary to have alternatives in the face of a 

pandemic that has not yet been brought under 

control. The administration of additional doses, 

as with other vaccines against other infectious 

diseases, is considered an option of general 

to prevent respiratory disease  



interest for maintaining protection against 

COVID-19. 

 

Why have I 

been invited to 

participate?, 

p.2, para 4 

 

You have been invited to participate in this study 

called a “clinical trial” because you are an adult 
living with a disease or condition considered 

immunosuppressive, meaning that your immune 

system may have a lower ability to respond to 

vaccines, and against certain infections. At the 

same time, you have received 3 doses of 

Comirnaty (Pfizer) or Spikevax (Moderna) 

vaccines approved by the health authorities, or 

two doses in the event you have already had 

COVID-19.   

At the same time (a bit confusing): How about: You are 
also invited because you have received, etc. 
 
Question: should it be specified EU approved vaccines? 
 
you have received 3 doses of Comirnaty (Pfizer) or 
Spikevax (Moderna) vaccines approved by the health 
authorities, or two doses in the event you have already had 
COVID-19.  Question: what about those who received a 
mix of both, or even Janssen on top of Pfizer and Moderna? 

 

Do I have to 

participate in 

this study?, 

p.2, para 5  

 

No. Your participation is completely voluntary. If 

you choose to participate, you will be asked to 

sign a consent form after reading this fact sheet. 

You are free to withdraw from the study at any 

time without giving any reason. 

 

All study participants will be evaluated for the 

antibody immune response to the additional dose 

of the vaccine. Approximately 50% of participants 

will be asked to have a larger sample volume 

extracted at the visits in order to analyse the cell 

response to the vaccine. In all cases, the samples 

and data obtained during their participation in the 

study will be stored completely anonymously and 

analysed, unless you requested us to eliminate 

them. However, it would not be possible to return 

your samples or delete your data from the study 

results if they have already been processed by 

the time you decide to withdraw from the study.   

 

If your doctor thinks it is best for you to withdraw 

from the study, he or she will tell you why he or 

she has made that decision and will do what is 

Approximately 50% of participants will be asked to 
have a larger blood sample volume extracted at the 
visits in order to analyse the cell response to the 
vaccine. 
 
If your doctor thinks it is best for you to withdraw from 

the study, he or she will tell you why he or she has 

reached that conclusion and discuss it with you. 

Whatever YOUR decision, he or she will make sure that 

you receive the best medical care possible. 

 

Rushing to explain all 
about anonymity etc. 
without telling if the 
reader/participant will or 
not be among those 50%. 



necessary to get you the best medical care 

possible. 

 

    
P.2, para 5 Your participation is completely voluntary It should be said that non-participation or withdrawal will 

have no negative consequences 
Clarification 
 

P.2, para 6 “approximately 50%” “About half” Simplifying 
P2, para 6 a larger sample volume extracted It should be stated at this early stage that this volume is still 

considerably less than that extracted in a blood donation. 
Clarification 

P3 Paragraph 1 
on what is the 
HIPRA Covod-
19 Vaccine. 

including the alpha and beta variants. 
 

It says nothing about omicron Clarification/Objection 

P3 Paragraph 2 
on what is the 
HIPRA Covod-
19 Vaccine. 

 
adjuvants 

No clear explanation as to what an adjuvant is. Clarification  

P.3, para 3 “recombinant” Explain or drop Simplifying 
What is the 

HIPRA COVID-

19 vaccine?, 

p.3, para 3 

 

The HIPRA COVID-19 vaccine does not contain 

whole viruses, only a fragment of recombinant 

virus protein. This recombinant protein includes 

several parts of the protein found on the surface 

of the SARS COV-2 virus, including the alpha and 

beta variants. This protein is harmless and is 

used by our body to generate immunity against 

the protein fragment. 

 

Vaccines that use recombinant proteins (such as 

some that are already marketed) need to be 

accompanied by adjuvants to increase their 

immunoprotective capacity. In the case of the 

HIPRA COVID-19 vaccine, an oil-in-water 

emulsion similar to that used since 1997 in 

hundreds of millions of doses of influenza vaccine 

has been used as an adjuvant and has been 

demonstrated to be safe.  

 

Generally unclear. 
of recombinant virus protein.: explain what that is? 
 
This protein is harmless and is used by our body to 

generate immunity against the protein fragment: 

explain that normally immunity should recognise it and 

react? 

 

(such as some that are already marketed): delete, 
unless absolutely necessary, it adds confusion. 
 
Adjuvants: what is it? 
 
The study vaccine has already been tested in healthy 
volunteers in 3 different studies: in people without 
immunosuppressive conditions. 
 
Adverse effects include sensitivity and pain at the 
injection site, fatigue/tiredness and headache, all mild 
to moderate and in no way limiting normal daily life. 
For how long? 
 

 



The study vaccine has already been tested in 

healthy volunteers in 3 different studies. In all, 

more than 3,000 volunteers over the age of 18 

have been given the booster dose after two doses 

of other approved vaccines. In these studies, 

which did not include people with medical 

conditions related to the immune system, the 

administration of the booster dose of the vaccine 

was very well tolerated and induced a good 

immune response. Adverse effects include 

sensitivity and pain at the injection site, 

fatigue/tiredness and headache, all mild to 

moderate and in no way limiting normal daily life.  

 

 

In all, more than 3,000 volunteers over the age of 18 
have been given the booster dose after two doses of 
other approved vaccines. Clarify again that in our case 
it will be after the third dose. 

P.3., para 4 “immunoprotective” “protective” Simplifying 

What does 

participation 

involve? , 

p.3 para 6 

 

 

If, after reading this informational document and 

discussing it with the doctor, you decide to 

participate in it, you will be asked to sign the 

consent form at the end of this document. 

 

The objective of this study is to evaluate the safety 

and immune response of an additional dose of 

vaccine with the HIPRA vaccine candidate for 

preventing COVID-19. 

 

A total of 400 volunteers from 5 hospitals in Spain 

and Turkey will participate in this study. All of 

them will receive the booster dose of the HIPRA 

COVID-19 vaccine. Your participation in the study 

will take a total of 56 weeks to monitor your 

immune and safety response. In total, you will 

have to visit the hospital 5 times (one for vaccine 

selection and administration and four for post-

vaccination follow-up visits). 

 

If, after reading this informational document and 

discussing it with your? doctor, you decide to participate 

in this research, you will be asked to sign the consent 

form at the end of this document. 

 

 



All volunteers will receive only one single injection 

of the vaccine. 

 

    
P.3, para 8 “to monitor your immune and safety response” “to monitor the immune response and safety profile” Clarification 

P3, last para Page 1 – abridged title – refers to this as an 
additional dose of a candidate recombinant. 
protein vaccine against COVID-19. Now it is 
referred to as a booster dose. This should be 
explained. 

An explanation is needed for the change in language to a 
booster dose. 

Clarification. 

P4, para 2 During the first in-person visit you will need to sign 

the informed consent form and then your doctor 

will review your medical history and ask you about 

the medication you are taking. A physical 

examination will then be performed which will 

include the determination of your vital signs 

(blood pressure, heart rate, body temperature and 

blood oxygen saturation). During the visit, you will 

have a blood test that will include a biochemical 

and haematological analysis (parameters that are 

usually tested in any trial). In addition, if you are a 

woman of childbearing age, a urine test will be 

performed in the first in-person visit. 

 

So, 1/sign the consent 2/be examined. When does the 
person receive confirmation that they can participate 
(depending on this exam, evaluation)? 

 

P.4. para 4 Enumeration of the different possible vaccine 
schemes 

Could you use a graphic to make it easier? Simplifying 

P.5., para 2 “Forty-five ml of blood” 45 ml of blood Simplifying 
Selection and 

vaccination visit 

(Day 0), 

p.5, para 2 

 

Forty-five ml of blood will be drawn from all 

participants. An additional 80ml will be 

extracted from participants in the cellular 

immunogenicity subset.  

 

The French CAB has managed to have the ANRS always 
indicate this as approximate number of tubes. 

 

p.5, para 3 As usual, the injection will be given in the least 
used arm. 

I find this useless. The person should decide.  

P5 para 6 . All participants will have 36ml of blood drawn 

(or an additional 80ml if it is part of the subset to 

measure the cellular response). 

Again it is not stated that this volume is not huge – as in my 
second comment, clarity on this is only made in the last 
paragraph on this page. It should be made earlier.  

Earlier clarification needed. 



Page 5, para 6 

Post-

vaccination 

follow-up visit 

(visit on day 14) 

 

During this visit, you will be asked to bring the 

diary in which you have listed the possible 

adverse effects related to vaccination. 

 

Is this structured form of diary? Maybe the patient will 
not have enough literacy to create it himself and can 
feel discomfort for it. Let mention here in the text, that 
the diary is structured already and will include all hints 
how to fill it correctly. 

Suggestion 

Page 6, para 1 If you experience an episode of COVID-19 

infection, it should be confirmed with an antigen 

test or RT-PCR according to local guidelines. If 

it is confirmed to be positive, you should contact 

the research team as soon as possible. The 

research team will tell you the steps to follow. 

 

It is better to say here: If you experience any of 
symptoms of Covid (flu-like symptoms, fever, fever, 
weakness, sore throat, cough)  

Suggestion 

What are the 

alternatives to a 

booster dose?, 

p.6 para 4 

 

 

There are currently vaccines authorized in the 

European Union that could be used as an 

additional dose against COVID-19, although the 

population groups to be administered are subject 

to continuous evaluation. 

 

If you want to leave the study once you have 

started, you should contact the doctor who will 

schedule an exceptional visit to find out your 

reasons and the healthcare measures to be taken 

at that time. 

 

In contrast to what is announced at the top of the document 
and to the law. Add: if you wish so, but you do not have to. 
 
This ambiguity is constantly found in informed consent 
sheets. 

 

p.6, para 6 “… and before each vaccination” “…and before the vaccination” (there is only one during the 
study) 

Clarification 

Page 6, para 8 You should inform the research team 
immediately if you suspect that you have 
become pregnant during the study. 

Will male participants have to provide any information if 
their wives or partners become pregnant? 

clarification 

What are some 

of the potential 

side effects of 

the study 

treatments?, 

p. 6, para 9 

 

The HIPRA COVID-19 vaccine has already been 

studied in healthy volunteers without any serious 

adverse effects related to the vaccine. 

Administration of a booster dose was well 

tolerated. Adverse effects include sensitivity and 

pain at the injection site, fatigue, tiredness and 

healthy volunteers: see above. This is not for political 
correctness, but because this document is speaking to 
individuals who do not feel unhealthy despite any 
health issue. 
 
During the study, you will be closely monitored for 

possible side effects from the study vaccine. I don’t see 
the intervals between visits as “closely” monitoring. 

 



headache, all mild to moderate and in no way 

placing any limits on normal daily life.  

 

In studies in healthy volunteers with other 

vaccines that use a recombinant protein such as 

the one used in the HIPRA COVID-19 Vaccine, 

injection site pain and redness, headache, 

fatigue, and muscle soreness were observed after 

vaccination. These reactions usually start within 

24 to 48 hours after the injection and, in most 

cases, improve after 1 to 3 days. 

 

Flu vaccine studies using the same adjuvant as in 

the HIPRA COVID-19 Vaccine have shown that 

injection site pain, fatigue, and headache are the 

most common side effects. Most were mild to 

moderate in intensity and disappeared within the 

first three days after vaccination. 

 

Moreover, any vaccine may cause side effects 

that could include burning, itching, discomfort in 

the arm, pain, discomfort, redness, hardening, 

bruising and swelling at the injection site, fever, 

chills, rash, itching in other areas of the body, pain 

and discomfort, muscle and joint pain, vomiting 

and nausea, headache, dizziness and fatigue. 

These symptoms usually last 1 to 3 days. Rarely, 

people can have more serious side effects that 

limit their daily activities. During the study, you will 

be closely monitored for possible side effects from 

the study vaccine. 

 

Some vaccines may cause a more serious 

progression of the disease if you are infected with 

the virus you have been vaccinated against. No 

Perhaps write this in a different way. Invite to call the 

clinic if any even occurs? (as actually indicated in the 

last paragraph) 

 
Some people may have an allergic reaction to a 

vaccine. These reactions range from a rash, hives, or 

difficulty breathing. At times, these reactions can be 

fatal. The research team will keep a close eye on you 

for at least 15 minutes after receiving the vaccine and 

will have access to the medical care needed to treat you 

in the event of a severe allergic reaction. 

I did not see any reference to asking the patient if they 

have known allergies (this was my case when I received 

my first two doses, and I was observed for over ½ hour). 

 



such infections have been reported in the HIPRA 

or similar vaccines. 

 

 

Some people may have an allergic reaction to a 

vaccine. These reactions range from a rash, 

hives, or difficulty breathing. At times, these 

reactions can be fatal. The research team will 

keep a close eye on you for at least 15 minutes 

after receiving the vaccine and will have access 

to the medical care needed to treat you in the 

event of a severe allergic reaction. 

 

It is important that you report any new symptoms 

you experience during the study. To do so, you 

can contact the research team directly via the 

contact details provided at the end of this 

document. 

 

P7, para 2 the same adjuvant Again no explanation of what an adjuvant is. Clarification 

P7 , para 5 At times, these reactions can be fatal. Surely this should read ‘on very rare occasions these 
reactions can be fatal’. Shouldn’t it. Very alarming 
terminology.  

Major Objection 

p.7, para 5 “for at least 15 minutes” “for 15 minutes”  Clarification 
Page 8, para 1 The study sponsor has taken out an insurance 

policy for all study participants. This policy 
complies with applicable law and will provide 
you with compensation and indemnity in the 
event of impairment of your health or injuries 
that may occur in connection with your 
participation in the study. 

How long is the insurance treatment period valid, and for 
how long will treatment support be provided due to this 
vaccine in case of long-term side effects? 
In Turkey; The rate of private health insurance is 2.75%. 
Will the people covered by the general health insurance 
(SGK) in Turkey be able to have their health problems 
treated as a result of possible side effects? 

_Clarification 

Page 8, para 4 
What are some 

of the potential 

advantages to 

participating in 

the study? 

 

You may not get any additional health benefits by 

participating in this study. However, the 

information obtained as a result of this study could 

help us to improve our options for preventing 

COVID-19 infection. 

 

I think this sentence should be added in the text just to 
increase motivation of potential participants to be 
involved in the study: Your voluntary participation in 
this study will give scientists a chance to study the 
effectiveness of another vaccine that will benefit 
people who live with weakened immunity”. 

Recommendation 



p.8., para 4 “could help us to improve our options for 
preventing COVID-19 infection.” 
 

We know that today’s vaccine do not prevent infection. 
Change to “Improve our options for protecting people with 
conditions similar to yours.  

Clarification 

What are some 

of the potential 

advantages to 

participating in 

the study?, 

p.8 para 4 

 

You may not get any additional health benefits by 

participating in this study. However, the 

information obtained as a result of this study could 

help us to improve our options for preventing 

COVID-19 infection. 

 

Could be more inclusive to participants. However, 
your contribution to this study and the 
information…could help to improve options etc. 

 

P8, para 5 What will happen when the study is completed? Upon completion of the study, your doctor will 

recommend the most appropriate booster strategy for 

you based on your results. It should add here that this 

decision will be also be based upon the final results of 

the study when published – as is detailed in paragraph  

4 page 10. 

Clarification. 

What will 

happen when 

the study is 

completed?, 

p.8, para 5 

 

Upon completion of the study, your doctor will 

recommend the most appropriate booster 

strategy for you based on your results. 

 

I find this unacceptable. Participants contribute but will 
not get the results before the general public? This is to 
discuss whenever we meet with you. There are many 
ways to do this and it would be added value for the 
research team. And the EU, actually.  

 

Page 9 para 1. 

 

What will happen if new, significant 

information becomes known? 

 

It should be explained here that there is an 
Independent Data Safety Management Board that 
reviews all incoming results and has the power to stop 
the study. I assume this is the case? 

Clarification/Objection 

Page 9, para 2 

What happens 

if I decide not 

to continue with 

the study? 

 

If you decide not to continue with the study, your 

data already collected as part of the study will 

be used for analysis. 

 

I think after this paragraph, this issue should be discussed 

as well: ,,,What if, due to other circumstances, such as an 

unforeseen injury, an accident, etc., I am physically unable 

to go to the clinic for a vaccination?” 

Recommendation 

Page 9, para 3 

What will 

become of my 

samples? 

Blood samples, obtained at the visit at the 

beginning of the study, and at the visits on days 

14, 91, 182 and 364 for the study of the immune 

response, will be processed and stored in each 

of the participating hospitals. 

Blood samples, obtained at the visit at the beginning 
of the study, and at the visits on days 14, 91, 182 and 
364 for the study of the immune response, will be 

processed and stored in a locked closet in each of the 

participating hospitals  

Suggestion 



What will 

happen with the 

study?, 

p.9, para 6 

 

The results of the study will be communicated in 

an internal clinical study report that will be sent 

to the Research Ethics Committee and the 

Regulatory Health Authorities. You will not be 

identified in this report or in any presentation or 

publication. Additionally, the results will be 

presented at international research conferences 

and published in research journals. 

 

Same comment as above.  

Page 9 

paragraph 6 

 

What will happen with the study? 

 
 

It is not enough to just publish the study at International 
conferences etc. It is standard good ethics to inform the 
study participant directly of the results. The EATG always 
calls for this. 

Major Objection 
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