
 

  

 

STIPnet study Page 1 of 12 Version 0.4  

Main Informed Consent Form  28 November 2018 

 

 

 

1085 Budapest, Üllői út 26.    Tel.: 06-1) 459-1500/5????   e-mail:  

            

 

SEMMELWEIS EGYETEM 

 Általános Orvostudományi Kar  

 Bőr-, Nemikórtani és Bőronkológiai Klinika 

 Igazgató: Prof. Dr. Sárdy Miklós, egyetemi tanár 

 
 

 
INFORMED CONSENT FORM FOR  

 

 

European HIV & STI Prevention Network Study 

SHORT TITLE:  STIPnet study  

 

 

Sponsor/Protocol Chair/Principal Investigator: 
Prof. Dr. med. Hendrik Streeck  

Institute for HIV Research 

University Hospital Essen (AöR)  

University Duisburg-Essen  

Virchowstr. 171, 45147 Essen, Germany  

Tel: +49 (201) 723 - 4375 

Fax:+49 (201) 723 - 5543  

Hendrik.streeck@uk-essen.de 

www.hiv-forschung.de 

 

Site: 
Dr. Tamási Béla 

H-1085 Budapest, Mária utca 41. 

+36 20 666 3528 

 

 

***The participant must read this information and consent form before  

signing his/her name on the consent form*** 

 

Dear Participant,  

 

thank you for your interest in this study. This study is a large collaborative study that is being 

performed at several sites in different cities across Europe. It is intended to better understand 

HIV and sexually transmitted diseases in Europe to improve better sexual health care and to 

be able to develop new prevention methods. The physician (principal investigator) overseeing 

this project is Prof. Dr. Hendrik Streeck, Institute for HIV Research, University Hospital, 

University Duisburg-Essen, Germany.  Janssen Vaccine & Prevention has provided funding 

for this study.  

 

Should you decide to participate in this research study, you must show your willingness to 

participate by signing this consent form.  Please ask your treating physician or the study nurse 

questions about anything you do not understand. The clinic staff will talk with you about the 

information in this form. The study investigators encourage you to ask questions about the 
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study at any time. You can take as much time as you need to review this form and discuss 

your study participation with your family, friends, and related community as you feel 

comfortable and appropriate, in order to decide whether or not you would like to participate. 

A copy of this informed consent will be handed out to you for you to keep. 

 

It is important that you understand the following: 

 Taking part is of your own choice. 

 There is no cost for the clinic visits, examinations or laboratory tests that are part of this 

study.  

 You may choose not to take part in this study or leave this study at any time. 

 You may decide not to take part in this study or stop being in the study at any time 

without it making any difference to the medical care you receive now or in the future. 

 You will be treated the same no matter what you decide.   

 

Reasons for conducting this research study 
You have been asked to participate, because 

 you are HIV-negative  

but 

 you are at risk to become infected with HIV or other sexually-transmitted infections 

(STIs).  

or  

 you recently contracted a sexual-transmitted disease such as syphilis or gonorrhea 

or that you took post exposure prophylaxis to avert HIV infection.  

 

Your doctor has informed you that your sexual practices are not safe and that you should 

use condoms or Pre-Exposure Prophylaxis (PrEP) during sex to avoid HIV infection. While 

we want to encourage you to be safe and prevent possible HIV/STI infection, we ask you to 

participate in this study. 

 

With this study we want to understand the epidemic of HIV and other sexually transmitted 

diseases better. There are many diseases that can be transmitted through sexual contact 

including syphilis, gonorrhea, chlamydia and hepatitis. Most of these diseases are curable 

(with the exception of HIV and Hepatitis B), but if they are not diagnosed early, they can 

cause serious health problems. Furthermore, some diseases have become resistant to many 

antibiotics and treating those diseases can be difficult. We therefore want to determine how 

often (incidence) people that are at risk contract a sexual transmitted infection including HIV 

or hepatitis. Together with the questionnaire that we would like you to fill out, this will help 

us to design better prevention strategies to avoid such infections in the future.  

We would also want to determine how long people will stay in such a study (retention 

rate). This is important for us to know as testing new strategies is often difficult and requires 

longer follow up time. We will therefore also ask you to fill out a questionnaire asking your 

general willingness to participate in a prevention trial to understand whether such testing 

would be possible in the future in Europe. 

Some participants who enter this study may also be suitable to participate in other studies that 

are trying to find new ways to treat STI infections that are untreatable, like HIV, or are 

resistant to current treatments. This e.g. could allow participants to control HIV in their body 
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without taking lifelong medication or cure other STIs that cannot be treated anymore because 

of antibiotic resistance - if this applies to you, the study staff will discuss these options with 

you.  

 

Inclusion and exclusion criteria 

 

You will be asked to take part in this study if you have been found to be: 

 

 HIV-uninfected 

AND 

 18-55 years of age 

AND 

 Male sex (at birth, chosen or intersexual) 

AND 

 condomless anal intercourse with at least two unique male partners (unknown 

HIV status or HIV+ untreated individuals) in the past 24 weeks   

OR 

documented history (lab work, physician’s note etc) of syphilis, rectal 

neisseria gonorrhea, mycoplasma genitalium, chlamydia or acute Hepatitis C 

virus (HCV) infection in the past 24 weeks  

 

AND 

 would like to participate in this study, are willing to undergo study procedures 

including testing for HIV and receipt of HIV test results and have understood 

and signed the informed consent form.  

AND 

 willing to provide contact information and information regarding your sexual 

activities that put you at risk to become HIV infected. 

AND 

 willing to show your identification card 

 AND 

 available for follow up for the planned study duration (12 months). 

 

You will not be asked to participate in this study if you have: 

 

 Any significant condition at screening (medical, psychological/psychiatric or 

social) that might interfere with the conduct of the study 

OR 

 Participated or are currently participating in a HIV vaccine study, unless you 

are a documented placebo recipient 

OR 

 Are currently participating in investigational HIV treatment or prevention 

studies (Please note: previous participation is not an exclusion criterion) 

OR 
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 Currently work at this clinical site. However, you may be eligible to enroll at 

another one of the study sites. 

 

How many volunteers will join this project? 

 

This project aims to enroll up to 4500 individuals that are at risk to contract HIV or other 

STIs. 

 

How long will I be in this project?  

 

You will be followed for a total of 12 months. 

 

How frequent do I get tested and what will the study test for? 

We will ask you to return every three months. We will take a blood and urine sample. In the 

blood we will test for HIV, syphilis, hepatitis A, B and C. In the urine we will test for 

Chlamydia trachomatis, Neisseria gonorrhea, Mycoplasma genitalium, Lymphogranuloma 

venereum. We will also take a separate swab from your anus and your throat as studies have 

shown that STIs can be missed if the infection occurred in different places. You can also take 

the swab yourself if you prefer.  We may test the bacteria for antibiotic resistance (AMR). We 

may also test some basic immune responses in the blood to understand how your body reacts 

to the pathogen. 

 Chlamydia Trachomatis, Neisseria Gonorrhea (Tripper), Treponema Pallidum 

(Syphilis), Mycoplasma genitalium and Lymphogranuloma venereum are all bacteria 

that can be treated with antibiotics. Some of the infections cannot be diagnosed in the 

blood and therefore we will take a urine sample and swabs to exclude infections in the 

mouth or anus. 

 Hepatitis A, B and C, as well as HIV are all viruses. There are vaccines against 

Hepatitis A and B available. If you received the vaccine before, you will know 

whether you are protected against infection. If you did not receive the vaccine, we 

recommend to you to get vaccinated. The body can normally get rid of Hepatitis A 

infection itself, but you need to be closely monitored by a specialist. There is now a 

cure for Hepatitis C available that is almost always successful. There is no cure for 

HIV, but very good treatment available and you will be referred to a specialist to 

receive optimal treatment. 

 

Will I be given oral pre-exposure prophylaxis (called PrEP) as part of this study? 

Studies have shown that taking the HIV medicine (emtricitabine/tenofovir-disoproxil) 

continuously reduces the risk to become HIV infected by over 80%. Providing this HIV 

medicine is not in the scope of the study, however, we recommend that you talk to the study 

doctor about this prevention method and he can also provide you information how you can 

access this medicine. However, we recommend not to replace condoms with PrEP and this 

should only be an additional layer of protection.    

 

Can I take PrEP while I am enrolled in the study?  
Yes. If you decide that PrEP is important for you to prevent HIV infection, we encourage you 

to take PrEP and will give you information how to take it correctly. 
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What will you be asked to do if you join this research project?  
If you are willing to take part in this study, you must sign the consent form before any other 

tests or procedures are done.  Upon providing informed consent, you will have your blood 

collected to determine if you are eligible to continue participation.  

 

The first day of the project (enrollment visit) 

If you have been found to meet the above-mentioned criteria and would like to participate in 

this study, have signed the informed consent form, have been asked about your medical 

conditions and the medications and treatments you have received, and do not have any 

physical or psychiatric conditions that would affect your ability to take part in this study, you 

will be included (enrolled) as part of this study. You will be asked to fill out a questionnaire 

about your sexual behavior, as well as a questionnaire about your willingness to participate in 

future prevention trials. You will receive information about safer sex and HIV/AIDS and STIs 

you will receive information about pre-exposure prophylaxis (PrEP) and how you can protect 

yourself from infection with HIV and other STIs. If you are tested positive for any STI, your 

study doctor will follow the national standard of care in order to determine how best to 

manage your positive test result. If you are negative for Hepatitis A or B, you will be advised 

to get a vaccination to prevent infection in the future following your national guidelines. Part 

of the blood will be stored for future testing to test your immune system against HIV or when 

HIV-positive to check for the type of virus and resistance.   

 

The enrollment visit will take approximately 1 hour. 

 

  

After joining this study (follow-up visits) 

 

You will be asked to return every 12 weeks (3 months), for up to 12 months. You will receive 

information about safer sex and HIV/AIDS, and receive information about PrEP. You will 

have blood drawn at every visit. The amount of blood collected at each visit will be 16.5 ml 

(this corresponds to approximately 1 tablespoon), depending on visit date. Blood will be used 

to perform HIV and other STI tests that we listed above. We will ask you to give a urine 

sample, and we will also ask to take swabs from the anus and from the throat that we would 

test for STIs that are listed above. If you prefer, you can also take the swabs yourself and we 

will give you instruction about how to do it. Your follow up visits will take about 30 

minutes. 

 

HIV Test Results 

If the HIV test result is positive, you will be counseled on what you can do to help yourself 

and your partners and what we can do to help you. We may suggest that you need further 

examination and treatment and you will be referred to an appropriate health facility or the 

doctor of your choice using your rights under national guidelines.  If your test is negative you 

will be counseled on how to stay negative.  If your test result is not clear or interpretable you 

may be asked to donate 30 ml (this corresponds to approximately 2 tablespoons) of blood.  

 

The study testing laboratories are required by Hungarian law to report positive HIV test 
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results to national health authorities (18/1998. [VI. 3.] NM rendelet). This reporting is done 

anonymously and will not contain either your name or any of your personal data.  

 

STI Results 

In case of a positive STI or hepatitis A, B or C test result, you will be contacted to be referred 

for management according to the standard of care.  If hepatitis test result is not clear or 

interpretable you may be asked to donate 30 ml (this corresponds to approximately 2 

tablespoons) of blood. 

 

The study physician is required by Hungarian law to report positive syphilis, gonorrhea, 

Chlamydia or hepatitis infection results to national health authorities (18/1998. [VI. 3.] NM 

rendelet). This reporting is done anonymously and will not contain either your name or any of 

your personal data except for hepatitis, which has to be reported with personal data. 

 

For other STIs that you test positive, your study doctor will follow the national standard of 

care in order to determine how best to manage your positive test result. 

 

Every 6 months, we will ask you to fill in a questionnaire about your sexual behavior risk. At 

the end of the study, we will ask you again to fill in a questionnaire about your willingness to 

participate in future HIV/STI trials.  

 

You will be asked about your medical conditions, and the medications and treatments you 

have received at every visit. 

 

Guest Visits and Transferring to Another Study Site 

Should you find that you are out of town during one of your study visits, but near to 

another clinic that is participating in this study, we encourage you to discuss with your 

site principal investigator in order to arrange a guest visit to a clinic that you will be 

near.  

 

Additionally, if you should move during your study participation and find that your 

move now places you too far a distance to travel to this study clinic, please discuss with 

the study team the possibility of permanently transferring your participation to occur at 

another clinic participating in this study. 

 

For both guest visits and transfer to another site, your study participant chart will be 

shared with the site chosen to include you as a study participant. 

 

Storing of blood and data 

 

With your permission, your blood will be stored.  The blood tube stored will not have your 

name and only assigned a number.  No one in the laboratory will know any personal 

information about you. The blood will be stored at the Institute for HIV Research, University 

Duisburg-Essen or our laboratory Labor Krone OWL. 
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The stored blood will be used for future testing with your permission to evaluate how well 

you will be able to fight infections and to better understand the pathogens described above.  

The ethics board will also review the use of the blood and other collections for future use to 

ensure it is consistent with ethical standards and does not violate the consent you provided. 

These include looking at the type of infection (e.g. the type of HIV) you may have, and the 

ways that the pathogen infected your body, the amount, type and function of your white blood 

cells and how these change over time. We may use it to test for antibiotic resistance and to 

test new treatment strategies against the infections.  For other blood tests, permission from the 

Institutional Review Board (IRB) will be required. We will not use your blood samples for 

any commercial purposes.  With permission from the IRBs, your blood may be sent abroad 

for specialized testing to see how your body reacts to the pathogen and the nature of the 

pathogen with permission from the IRBs.  If you do not agree to future use of the samples we 

will destroy the samples at the end of the study.  

 

We know that sometimes genes, passed down from your parents, can be important to a 

person’s immune response to a pathogen. Because of this, we may do genetic testing on your 

stored samples. We will only use your stored samples to learn more about how the person 

responds to infections evaluated in this study and particularly, HIV infection. We will only 

test for selected genes.  

The researchers do not plan, in general, to contact you or your health care provider with 

results from future studies using your samples, as these samples will not have your personal 

information to identify you. Also, the use of the samples is for research and not for evaluation 

of your health.  

Your samples may contribute to a new invention or discovery. There is no plan for you to 

share in any money or other benefits resulting from this invention or discovery. 

Your data will be stored in locked facilities at the data management center BIOPHICS in 

Thailand for up to 20 years after study completion. Your data will not be identifiable to 

anyone but your treating physician. The data is only stored under an assigned number. If and 

when the approval for the data storage has come to an end, all data will be destroyed. 

You may withdraw from the study at any time. It is your personal choice how to proceed with 

your data and samples collected up to that time. However, your data and samples collected up 

to that time are valuable for the interpretation of this study. Therefore, we kindly ask you to 

request for anonymization of your pseudonymized samples and data upon withdrawal. In that 

case you may still elect to restrict your samples or data from future uses that are not currently 

in the protocol. In case you refrain from anonymization, your samples and data collected up to 

that time will be destroyed upon your request.  Data and Samples will be processed lawfully 

until withdrawal. 

 

Risks from Data and Stored Samples:  The greatest risk is the unplanned release of 

information from your study records. The chance that this information will be given to a 

person outside the study team without your permission is very small. Possible problems with 

the unplanned release of information include problems with family, friends, and your 

community or refusals when applying for insurance and employment. Similar problems may 

occur if you disclose information yourself or agree to have your medical records released. 
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You will not be personally identified in any publications of the results of these other research 

studies. 

 

If in the course of the study you do not want your blood stored, you can inform the study team 

member, both orally and in writing. They will provide you with a “withdraw of consent for 

sample storage” form, which you can sign to document your withdrawal. 

 

Where will my samples be tested? 

 

The majority of samples collected in this study will be tested and analyzed in Germany at the 

central Laboratory Krone Gbr and partially at the Institute for HIV Research of the University 

Hospital Essen. Data and samples will only be shared with international partners who 

guarantee the same international GCP-ICH quality standards that apply here in Hungary. The 

data management center BIOPHICS in Thailand is very experienced in preparing and 

conducting similar studies around the world. 

 

In order for a collaborator to obtain any samples or data from this study for testing or analysis, 

it is first necessary to justify the collaborator's need for the samples/data and gain approval 

from the Institutional Review Boards overseeing this study. All samples and data that are 

provided to collaborators who have obtained the necessary approval are pseudonymized and 

labeled with an assigned study subject ID number, but do not include your name or other 

identifying information. 

 

What are the circumstances that the doctor will ask me to leave the project before it 

ends?  

 

If you are unable to follow the study schedule or if the study physician feels it is not in your 

best interests to stay in the study, you may be asked to withdraw from the study. If you are 

asked to leave the study, the study team will help to arrange referral to a suitable healthcare 

provider. You may also be asked to leave the study if it is canceled by the study sponsor from 

the Universitätsklinikum Essen, Germany.  

 

What are the risks for participating in this research project?  
 

Answering questionnaires about sexual behavior: You may feel shy or uncomfortable when 

answering some personal questions such as questions about your sexual behavior. We try to 

offer more comfortable modes of providing such information by giving you the ability to 

answer the questionnaire yourself using a tablet. The questionnaire will not carry your name 

or any other identifying information, but has an assigned number so we can track the 

information within the study. 

 

Blood draw:  There is the possibility of discomfort, bleeding, swelling, dizziness or bruising, 

where the needle enters the arm.  Rarely, it could cause fainting or infection, very rarely it 

causes vascular lesions or nerve lesions that can lead to permanent damages in individual 
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cases.  Some people may become anemic (have a low red blood cell count).  We will monitor 

your blood count and alter your blood draw schedule if a low count occurs.   

 

Social Risks:  There is a risk of having your sexual preference revealed to others. For example 

people may learn that you are gay or bisexual. If others learn about your sexual preferences, it 

could cause you problems like stigmatization in your community, with your family members, 

and/or with your job.  Others might judge you for the reasons you are in this study. Social 

harms may also occur during the course of the study.  These may include physical assault, 

relationship issues, suicidal attempts and may or may not be related to the study, The study 

staff will take appropriate action to assist you with any discrimination you may experience by 

being in this study. If you test HIV positive, you may need to come back to the clinic more 

frequently, which may reveal your HIV status to others and can cause similar social problems. 

If you learn that you are HIV positive, it might cause you to become depressed and suicidal. 

To ensure highest level of protection of your personal information, your personal identifying 

information like your name and age, will be collected at the time of enrollment and stored in a 

lockable cabinet to which only key study team members, which varies by site, will have 

access.  You will then be allocated a study number, which will be used on all subsequent 

visits, and not your name.  Only the study team members, and no one outside of the study 

team will know this study number.  These steps will ensure confidentiality of your personal 

information and minimize the chances of your sexual preference and HIV status, and other 

information of yours becoming known to others. 

 

Risk of genetic tests and HLA testing: The greatest risk associated with genetic testing is to 

your privacy. Test results can be used to provide information about how susceptible you are to 

certain diseases. Used inappropriately, this information could be used for discriminatory 

practices (for example, by insurance companies). The risk of this happening is extremely low, 

because your results will not be part of your study records and will not be provided to the 

clinic. They will be used only to provide study investigators information about your immune 

system. A code will be assigned to the results to protect your identity. The HLA type will only 

be connected to you by the coded study number and not by your name or other personal 

information. Neither you nor your personal doctor will be given the results of the test. You 

will have the opportunity to consent for genetic testing on a separate consent form. 

 

Risks of STI Testing: There is a minimal risk of having your STI status revealed to others. If 

others learn you have an STI, it could cause you problems like stigmatization in your 

community, with your family members, and/or with your job.  Others might judge you for the 

reasons you are in this study. You may have infected others and disclosing this to them may 

be uncomfortable and may cause problems. This may also cause relationship issues. STIs are 

treatable diseases and you will be immediately referred for treatment. After successful 

treatment you will not be infectious anymore and will not have the disease. The study staff 

will take appropriate action to assist you with any discrimination you may experience by 

being in this study. However, the study staff will take great care to minimize this risk from 

occurring.  To ensure this, your personal identifying information like your name and age, will 

be collected at the time of enrollment and stored in a lockable cabinet to which only key study 

team members will have access.  You will then be allocated a study number, which will be 

used on all subsequent visits, and not your name. Only the study team members, and no one 
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outside of the study team will know this study number.  These steps will ensure 

confidentiality of your personal information and minimize the chances of information 

becoming known to others. 

 

What is the benefit from participating in this study? 

 

Although you may benefit from clinical testing, you may receive no direct benefit from 

participating in this study. 

 

During the study you will be provided education about HIV, counseling, and risk- reduction 

education to help you protect yourself from becoming infected with HIV and other STIs. You 

will be tested every three months for sexual transmittable diseases free of charge. You will be 

informed about your health status and we may identify an infection with HIV or others that 

are treatable. You and others may benefit in the future from the information that will be 

learned from this study.    

  

Can I join other research studies at the same time? 

 

In general, there is no problem if you wish to join other research studies while you are 

enrolled in this one. If you wish to do so, we would ask you to discuss it with the study team 

first so that we can provide more detailed advice specific to your situation.  

 

In addition, it is possible that the study team may suggest a study to you that you may be 

suitable to take part in. If that happens, it is likely that the other study will be one developed 

by the same study team and related to this study. In this case, the study team will try to reduce 

the amount of blood and samples that you will need to have collected and the inconvenience 

to you by combining the visits and tests for both studies as much as possible. However, the 

study team will make clear to you when there are any extra tests or visits that cannot be done 

as part of this study. 

 

Confidentiality 

 

All data and samples will be kept confidential and are subject to medical confidentiality and 

data protection law. All samples and data will be pseudonymized, meaning that all study 

participants will receive study numbers that are known only to the study team at the clinic and 

used to insure the confidentiality of research information.  All blood tests will only bear the 

date, your study number and study visit number. You are not allowed to enroll at more than 

one site. To detect multiple enrollments of single participants at different sites, a simple code 

of numbers and letters will be used. 

 

Stored data is only used in connection with this study. Data relating to you will be shared with 

other investigators and the scientific community through presentation or publication; 

however, you will not be identified by name or other personal information, which could be 

used to identify you. Your data will be stored in locked facilities at the data management 

center BIOPHICS in Thailand for up to 20 years after study completion. If and when the 

approval for the data storage has come to an end, all data will be destroyed. 
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Data Protection 

The European Union’s General Data Protection Regulation (EU-GDPR) gives you the right 

to: 

 be informed about the processing of your data 

 rectification or erasure of your data 

 restrict processing (allowing storage only) 

 object to processing 

 data portability 

 revoke your given consent with future effect 

 lodge a complaint with a supervisory authority for data protection. 

 

The Institute for HIV-Research at the University Hospital Essen is responsible for processing 

data in this study. You have the right to be informed about your personal data and to have it 

rectified if it contains errors. For further details on the use of your data, security precautions 

to keep your data confidential, and to find out how you can get copies, you may contact the 

person below: 

Institut für HIV-Forschung 

Universitätsklinikum Essen 

Virchowstr. 171, 45147 Essen, Germany 

Tel.: +49 201 723 4375 

E-Mail: studien@hiv-forschung.de 

 

Study approval and oversight  

 

This research project is monitored by several committees including scientific reviews and 

ethic committees that make sure that the studies are performed ethically and for proper 

scientific reasons.  The committees ensure that the study is performed correctly and make sure 

that volunteers are not being hurt by participating in the study and that they receive medical 

care if serious medical problems develop during the study.  The study will be done in 

compliance with Hungarian National Guidelines and follows the ethical codes of the doctors 

chambers. 

 

This study has been approved by IRB at the University Duisburg-Essen and the local IRB at 

Semmelweis University. The study will be followed up regularly to ensure continued 

compliance with ethical standards. Monitors, the IRB/EC, National or Local Regualory 

officials may review individual participant study records to ensure protection of study 

participants, compliance with the protocol, and accuracy and completeness of records. This 

may also include inspection of the regulatory files to ensure that regulatory requirements are 

being followed. 

 

The study team will inform you about any study related changes that may arise. 

 

Will I get any payment for transportation and loss of time? 

 

You will receive compensation for the time and travel you spend on the study.  For each 
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scheduled visit, you will receive 20 Euro. The final visit is compensated at 30 Euro if you 

completed all other study visits before. Otherwise you will receive 20 Euro. 

 

For appointments to address other reasons needed for health issues requested by the 

investigator, the investigator will provide compensation for unscheduled visits at the same 

amount as for a scheduled visit.  Visits for other reasons, which under the investigator’s 

judgment are unrelated to the study, will not be compensated 

Alternative To Participation 

You can choose not to take part in this study or you may choose to participate in other 

research studies, if available. 

Problems Or Questions 

If you have questions about the study, your responsibilities as a volunteer in this study, or 

problems or concerns about how you are being treated in this study, contact the principal 

investigator, Prof. Dr. med. Hendrik Streeck or the Site PI Dr. Tamási Béla. 

 

If you want to leave this study, contact the PI or any research staff at +49 0201/723- 4375 or 

+36 20 666 3528. You are not waiving any legal claims, rights or remedies because of your 

participation in this research study. 

 

 

 

 

 

_____________________________________    ___________      __________ 

SIGNATURE OF VOLUNTEER                          DATE                   TIME 

 

 

 

_______________________________________________________________________ 

PRINT NAME OF VOLUNTEER 

 

 

 

______________________________________________         __________      __________ 

SIGNATURE OF PERSON ADMINISTERING CONSENT       DATE              TIME 

 

 

 

_______________________________________________________________________ 

PRINT NAME OF PERSON ADMINISTERING CONSENT 
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DECLARATION OF CONSENT 
 

Participant Statement 
I have been asked to take part in the STIPnet study: “European HIV & STI Prevention 

Network  study”. The principal investigator or his designee has explained the significance of 

the testing, the duration of the study, the testing that I will undergo, the methods to be used, 

and the risks and danger that I am taking. I explicitly agree on being tested for HIV, STIs and 

Hepatitis. I have been given a chance to ask any questions that I have about the purpose and 

nature of this research study and what is expected from my participation. All of my questions 

were answered to my satisfaction. I was offered a signed copy of this consent form. I know I 

can withdraw my consent to participate at any time without giving reasons and without having 

any disadvantages. 

 

Opt in and Opt out for additional testing: 

Please check the box(es) of your choice and initial to the right on the blank provided (please 

note that if you decline any of the options below, you will still be able to participate in the 

study: 

Storage: 

 ________I allow you to store samples for testing in future HIV, STI and 

immunological studies. 

 ________I do not allow you to store samples for testing in future HIV, STI and 

immunological studies. 

 

Genetic Testing: 

 ________I allow genetic testing to be performed on stored samples.  

 ________I do not allow genetic testing to be performed on stored samples.  

 

Within this research project, personal data and medical findings are collected. Transfer, 

storage and evaluation of these project-related data are carried out according to legal 

regulations and requires the following voluntary declaration before participation in the 

project: 

 

I agree that data collected in the study may be recorded on questionnaires and / or 

electronic data carriers and evaluated without the use of a name (pseudonymized). In 

addition, I agree that the study data may be used anonymously for scientific 

presentations and publications. 
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 The study team may contact me regarding future research that I may be interested in. 

  The study team may not contact me regarding future research studies. 

 

 

I agree to the collection and storage of my data, in particular including sensitive personal data.  

 Yes  

  No  

 

I have been told about my right to obtain information and to object.  

 Yes  

 No 

 

 

 

_____________________________________    ___________      __________ 

SIGNATURE OF VOLUNTEER                          DATE                   TIME 

 

 

 

_______________________________________________________________________ 

PRINT NAME OF VOLUNTEER 

 

 

 

______________________________________________         __________      __________ 

SIGNATURE OF PERSON ADMINISTERING CONSENT       DATE              TIME 

 

 

 

_______________________________________________________________________ 

PRINT NAME OF PERSON ADMINISTERING CONSENT 

 

 

 

 

 


