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“HIV-1 Seroconverter Study” 
 

Studies On The Course Of The HIV Infection In Patients With Known Date Of Infection. 
Analysis Of Epidemiological, Virological, Immunological And Clinical Parameters With Regard To The Course 

Of The Disease 
 
 

PATIENT INFORMATION SHEET 
 

Dear Patient, 

We hereby invite you to participate on a voluntary basis in the HIV-1 Seroconverter Study of Robert Koch 
Institute. Please take some time to read this information carefully and do not hesitate to ask any questions 
you might have. Your doctor or trained nursing staff will be happy to answer all of your questions about this 
Patient Information Sheet and on the HIV-1 Seroconverter Study. When you are sure that you have 
understood everything and agree to the participation, you will be asked to sign a consent form after an 
appropriate period for consideration. 

 
 

Purpose of the Study 

The infection with HIV is currently not curable and instead requires a lifelong treatment with medication. 
Within the scope of clinical studies, patients are often only monitored and examined over a certain 
timeframe. Little is known about the long-term course of the infection in people with HIV. This study serves 
the purpose of monitoring people with HIV over a longer period of time, which can help gain important 
knowledge about the course of the disease. 

By now, there are many medications available that can inhibit the reproduction of the virus. Therapy 
guidelines recommend treatment with a combination of three of these drugs. Such a drug combination is 
called an antiretroviral therapy (ART). In the present day, a therapy is usually initiated directly upon the 
diagnosis. Your doctors will inform you when it is advisable to start with ART. The therapy must be continued 
throughout the life. 

The treatment might not work anymore in some patients after some time because the virus becomes 
resistant to the drugs that are used. Moreover, resistant viruses can be transmitted to other people. In this 
study, the type and frequencies of resistant viruses as well as the consequences of transmission of resistant 
viruses on the course of the disease and the therapy will be analysed. It is important to gather this information 
because the new infection with an already resistant virus can permanently impair a successful treatment and 
the antiretroviral treatment must then be adjusted to this. The resistance of the virus to the currently 
available drugs can be determined by a analysis of a blood sample. 

The HIV-1 Seroconverter Study currently includes about 3,400 patients and facilitates a better understanding 
of specific differences in the progression of the disease. Within the scope of this study, we are examining the 
course of treatment and health parameters, which arise in the course of your treatment (e.g. drugs, lab values 
or diagnoses, which are made in the course of your HIV treatment). Moreover, different factors are examined, 
which can influence the course of the HIV infection. This includes information about the condition of the 
immune system and the quantity and resistance characteristics of the existing virus. In this context, also the 
HIV subtype that causes your infection is of interest. Furthermore, additional important co-infections such as 
hepatitis B and C or the novel coronavirus SARS-CoV-2 are included in the study. These analyses are 
conducted firstly based on data routinely arising in the course of your medical treatment at your doctor’s 
office. 
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Secondly, the blood samples can be also analysed as to the occurrence of certain infections, e.g. SARS-CoV-
2. This way, important insights can be gained regarding the long-term treatment and the courses of disease 
in people with HIV. 

There are indications that also human genes have an important influence on the transmissibility of HIV, the 
course of the infection, and the therapy, and on the development of certain resistances. Therefore, genetic 
analyses, which are conducted as part of the study, can contribute to clarifying their effect on the course of 
the HIV disease and the therapy. These analyses are conducted with DNA from the human blood cells. 

Besides the medical data, we also want to conduct studies on the health-related quality of life. Your doctor 
will give you questionnaires at regular intervals (in the form of paper questionnaires or via online links) in 
which we ask you questions about your quality of life and potential factors of influence, e.g. psychological 
well-being, satisfaction with the treatment, and experiences of discrimination. We want to examine this way 
how well people can live with their HIV disease in Germany and what factors might be concomitant with a 
limited quality of life. Of course, you have the right to forego filling out this questionnaire without any 
disadvantages thereby being caused for you in the study participation or your treatment. 

 
 

Terms of participation 

People with HIV can be included, who (i) are at least 18 years of age and (ii) have previously had one negative 
HIV test at most three years before the positive HIV test or whose infection is recent (laboratory confirmation 
of the ongoing seroconversion). 

 
 

Data processing 

By your signature on the consent declaration, you grant your consent that your physician may gather and 
process your personal data for the purpose of the aforementioned study. Personal data means, e.g. your 
birth month and year, your gender, your country of origin, and so-called special personal data describing your 
sexual orientation and data on your health, as well as data on the conducted laboratory analyses. Your 
physician will take a blood sample from you for this purpose and complete one or more questionnaires. 

Your physician will forward the gathered data in pseudonymised form to Robert Koch Institute. The 
forwarded data contain neither your name nor your address. Instead, the treating physician will assign a code 
number to your personal data (case-specific encryption of the data). Only your physician and his/her 
employees have access to the code key, which lets them relate the study data to you. 

Your physician will also give you a questionnaire at regular intervals about the topic of quality of life, which 
is to be can personally completed by you. For this purpose, you will get a questionnaire on paper with your 
study pseudonym and a return envelope with postage prepaid as one alternative. In this case, once you have 
filled out the questionnaire, you can send it directly to Robert Koch Institute, without anyone in your 
physician’s office being able to see your answers. As another alternative, your doctor can also give you a card 
with a link to the online questionnaire and your study pseudonym. This way, you can answer the 
questionnaire online. The data will be stored directly at Robert Koch Institute. In both cases, your name and 
address will remain unknown to us. 

Robert Koch Institute will use your encrypted personal data for the purposes of managing and conducting 
the aforementioned study. The aggregated study results will be shared with participating study centres and 
published in specialist literature, but your personal identity will always stay anonymous. Your physician will 
receive information from the RKI on sub-types of the virus and on possible resistances, which have been 
found in your HIV infection in the course of the blood analysis. 
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Your doctor can consider this information in the selection of your therapies. The data reported personally by 
you to the RKI, e.g. on health-related quality of life will not be passed on to your doctor. 

The data of the HIV-1 Seroconverter Study will be stored at the RKI in an access-protected database. Access 
to the database is granted only to employees of the research group. 

For certain research questions, Robert Koch Institute cooperates with scientific partners at home and abroad. 
Collaborations like these can create a larger dataset for scientific analyses by linking data from several patient 
cohorts. Researchers can examine phenomena this way when a single cohort does not deliver enough data 
material for researching them. If you consent thereto, your data and blood samples can also be transmitted 
for certain research questions to foreign laboratories and/or study centres and be analysed there, and the 
attained research results will be published in anonymised form. Your samples and data will always be 
transferred without your pseudonym. Your identity is protected just as strictly as in the transfer and analysis 
of data and blood samples in Germany. 

You can find more information on data protection and your rights in the data protection statement of the 
study. 

 
 

Procedure 

If you decide to participate in the study, we will proceed as follows: 

(i) Your doctor or the nursing staff will complete a questionnaire together with you, which will take 
about 10 to 15 minutes. Data on your person and information about your current condition, the type 
of infection and the test results will be gathered. 

(ii) Then you will give a blood sample of 20-30 ml. Besides the initial blood sample of 30 ml, another 20 
ml blood will be taken annually for follow-up exams. Depending on the situation, blood samples can 
also be sent more frequently to the RKI (e.g. quarterly for studies in the context of the SARS-CoV-2 
pandemic). 

(iii) The blood samples will be examined at the RKI (resistance testing, sub-type determination, tests for 
co-infections, analysis of genetic characteristics) and sample components will also be stored for the 
long term (plasma, DNA). The sample components are given a new number once again for this 
purpose. This doubly encrypts your genetic material. The genetic analysis covers the objectives 
described above. For this, your blood samples might be analysed several times if necessary. 

(iv) There might be new scientific questions in the future in the course and during the therapy of the HIV 
infection, which may be answered by means of your samples. The samples will be stored for this for 
purpose for at most 10 years after the end of the study. At present, the study is perpetuated and 
continued permanently. 

(v) If a significantly changed scientific question is to be studied in the future by means of your samples, 
an opinion of the competent ethics committee will be obtained first. You will be informed of further 
studies and, if applicable, your consent will be requested should there not be a legal bases for the 
further research. 

(vi) With you consent, you transfer the ownership of your blood samples to Robert Koch Institute. The 
rights to use the blood samples and the data are therefore held by Robert Koch Institute. 
Nonetheless, you have the right at any time to object to the use of your data and blood samples or 
demand the destruction if these contain a reference to your personal identity. Any data already 
gathered will also remain in the study after destruction of the blood samples. 
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Your benefit from this study 

If you have not been treated with ART yet, a genotypic resistance test will be conducted by means of which 
it can be detected if one or more drugs are no longer effective for your viruses. This knowledge can influence 
the choice of drugs for an initial treatment, which is a benefit for you if an already resistant virus has been 
detected in your blood sample. The results of the resistance and subtype determination will be made 
available to your doctor free of charge through the HIV-1 Seroconverter Study. 

However, it is also well possible that the participation in the study will not result in a direct use in your therapy 
or another benefit for your health. The information developed from this study meanwhile is of great scientific 
value and might potentially be of use to you and other people with HIV later on. 

 
 

Voluntary participation 

Participation in the study takes place exclusively on a voluntary basis. You have the right not to participate 
without a statement of reason or revoke your consent at any time with effect for the future, without this 
having any influence on your treatment or causing any other disadvantages for you. This means that the 
processing that has taken place up until your revocation will stay legitimate. The same applies in the case of 
an objection to the further processing of your data and samples where this has a legal basis. This will likewise 
not exclude you from a later participation in other studies as a consequence. 

 
 

Confidentiality / Data privacy 

Your participation in this study will be treated as strictly confidential. To protect your privacy, all information 
that is stored without your name in the database of Robert Koch Institute and used for scientific purposes is 
stored in encrypted form. 

If you have a complaint regarding data protection, you have the right to lodge complaint with the data 
protection officer of Robert Koch Institute (Ms Claudia Enge, Nordufer 20, 13302 Berlin, phone: +49 30-
18754-2285) or the supervisory authority (Federal Commissioner for Data Protection and Information 
Security, Husarenstr. 30, 53117 Bonn, +49 228-997799-0). 

 
 

Medical risk 

Blood samples will be taken from you for the study. In many cases, no additional vein puncture will be 
necessary, as blood has to be taken from you anyway. Still, you should know that the following complications 
might result in very rare cases in connection with vein punctures: effusion, injury of an artery with strong 
bleeding, injury to nerves with subsequent loss of feeling (and possibly also a loss of mobility) in this region, 
inflammation. 

 
 

Insurance cover 

Within the scope of this study, no insurance cover will be concluded for you. Possible liability claims that 
might result from culpable action by your doctor are covered by the public liability insurance policy. 
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More information 

If you would like to receive additional information or if you have problems or questions of any kind about the 
study, you can always ask your doctor or the trained nursing staff. In case of further questions about the 
study in general, you are also welcome to contact the study team at Robert Koch Institute (Dr Uwe Koppe, 
phone +49 30-18754–2262, Dr Karolin Meixenberger, phone +49 30-18754-2277). If you do so, please do not 
state your name so not to imperil your pseudonymity. If you should want to exercise your rights under data 
protection regulations, please contact your study centre directly. The contact details can be found in the 
data privacy statement. 

 
 

Thank to thank you very much for your participation! 


