Diagnostics — Information Sheet
Dear Patient,
Your physician recommends a biochemical and / or genetic analysis
(“Analysis”) for you or the patient for whom you are the custodian or legal
guardian (“you” or “Patient”) for a possible diagnosis of the disease stated
in the “Informed Consent Form” below.
CENTOGENE shall only perform the Analysis. It remains the sole
responsibility of the treating physician to interpret the result(s) of such
Analysis and to inform you or the Patient of the results of the overall
genetic testing.
In the following we shall inform you or the Patient about the testing
procedure, possible results, and potential risks. You or the Patient may
wish to consult with a genetic counselor before signing the Informed
Consent Form.
The Analysis aims to identify the cause of a suspected disease by analyzing
biological material of the Patient, including but not limited to genetic
material (“DNA”) for an abnormal change (“Variant”) which eventually
could explain the disease that the Patient or family members are suffering
from. DNA encodes the relevant genetic information necessary for the
development, function, growth and reproduction of humans. Depending on
the case, the Analysis will look for a single gene / variant responsible for
a specific, suspected genetic disease, or Variants in multiple genes (gene
panels, whole exome or genome sequencing) at the same time.
The sample required for the Analysis may be biological material, typically
blood, but may also be purified DNA, tissue, saliva or buccal swab, or raw
DNA sequencing data, representing the genetic information from such
biological material and in which case CENTOGENE does not perform the
processing of the biological material, but receives only the resulting raw
data files (each, together or separately a “Sample”) or a combination of
Samples, e.g. biological material and raw DNA sequencing data.
Possible results from the genetic analysis
• A disease-causing Variant is identified which confirms the diagnosis
by the physician or helps the physician to determine a diagnosis. The
physician is solely responsible for determining a diagnosis and will
discuss the results with you or the Patient and may suggest appropriate
medical treatment if available
• A Variant is identified but currently, there is not enough scientific and / or
medical information available to determine whether this is a diseasecausing variant or not. The physician will discuss the results with the
Patient and will explain what further options may be available
• The Analysis does not identify relevant Variants which can explain the
symptoms. This might be due to current limitations in scientific and / or
medical knowledge and / or technology. However, such results do not
rule out in full the possibility of a genetic disease or predisposition to
such a disease
Family relationship findings
If several family members are tested, accurate interpretation of the
results depends on the information provided concerning familial
relationships. If the Analysis reveals that reported familial relationships
are not true biological relationships, we will only report such findings in
the results where it is necessary for the correct medical interpretation of
the requested Analysis.

Only relevant for Whole Exome Sequencing (WES) and Whole Genome
Sequencing (WGS)
When performing WES and WGS, numerous Variants in various genes are
simultaneously analyzed. Due to the nature of this Analysis, it is possible
that a pathogenic Variant discovered unintentionally is not related to
the cause of the investigated disease but is still considered medically
relevant due to its clear and immediate medical significance to you or
the Patient’s health or the health of family members. In this regard
thefollowing findings may occur:
(1) The American College of Medical Genetics (“ACMG”) has published
guidelines for the reporting of findings, which are known as “Secondary
Findings” (formerly “Incidental Findings”). Please refer to the latest
version of the “ACMG Recommendations for Reporting of Secondary
Findings in Clinical Exome and Genome Sequencing” at www.acmg.net.
These recommendations form the basis for CENTOGENE’s reporting of
Secondary Findings.
(2) In addition, CENTOGENE may consider reporting further non-ACMG
recommended findings, which are called “Carriership Findings”.
Carriership Findings include mainly findings indicating carrier status
for recessive disorders, provided these Variants have been subject to
CENTOGENE’s prior evaluation.
While the Carriership Findings are not included within the ACMG
recommendations, these findings can still help to prevent or significantly
reduce morbidity and mortality. Interpretation of the Variants / carrier
status is based on information available at the time of the Analysis and
may change in the future as medical knowledge advances. We are
unable to guarantee that the Analysis will find all medically actionable
conditions for which a pathogenic or likely pathogenic Variant might exist.
Secondary and / or Carriership Findings will only be reported if consent is
given by you or the Patient.
Potential risks
(1) If a blood sample is provided, there can be transient secondary bleeding
and pain at the spot of the puncture and, rarely, local allergic reactions; the
puncture can also result in bruising. However, these effects usually go away
quickly. In very rare cases, the needle can damage a blood vessel or injure a
nerve. Nevertheless, the spot of the puncture usually heals with no permanent
effects. There are no further health risks associated with the Analysis.
(2) The communication of the results of the Analysis may result in
psychological stress for you or the Patient and family members.
(3) If (optional) consent has been provided accordingly below, your or the
Patient’s biochemical, genetic, and health data, including results of the
Analysis may be shared with external doctors, scientific institutions, and / or
(pharmaceutical) companies for their own scientific (including commercial)
research, but solely in de-facto anonymized form. Nevertheless, the risk
of re-identification of you or the Patient as a person cannot be completely
excluded in theory, due to the uniqueness of genetic information. Such risk
increases if and to the extent more information about you or the Patient
is publicly available and can be linked to you or the Patient. Therefore,
we recommend to handle such information with care, and not to publish
in freely accessible databases or elsewhere on the internet (e.g. for
ancestryresearch), particularly not with any direct information or link to you
or the Patient.

Reanalysis
Diseases, genes and Variants are subject to ongoing scientific research,
thus it may be beneficial to re-evaluate your or your Patient’s Sample
(“Reanalysis”), when new findings have been discovered. Hence, if related
to your or your Patient’s health status, CENTOGENE may review your or
your Patient’s Sample for clinically relevant Variants, whereas only the
raw DNA sequencing data will be subject to a Reanalysis. If any results
are being found differently than in the original report, this information
will be stated in an updated report to you or the treating physician.
There is also a possibility to actively request a Reanalysis of the Sample
by you or your Patient in the absence of new clinical information (whereas
it is recommended to wait at least one year from the original Analysis) or
any time when a Patient presents a new phenotype.
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Data Protection Notice
CENTOGENE GmbH, Am Strande 7, 18055 Rostock, Germany
(“CENTOGENE”, “we” or “us”) acts as the responsible controller for the
collection, use, storage, or disclosure (“processing”) of your or the Patient’s
personal data. “Personal data” means any information relating to an
identified or identifiable natural person. If you have any questions on
CENTOGENE’s data processing or want to make use of your or the Patient’s
data protection rights, you can contact our data protection officer directly
at the address above with the addition: Attn: Data Protection Officer, or via
email at dataprivacy@centogene.com.
Data processing
We collect a Sample and other personal data, including first name, last
name, address, date of birth, gender, family relations, ethnicity, nationality,
insurance information, Patient code number (CGXXXXXXXX), disease,
symptoms, and other medical information, including image material
if provided (Art. 6 para. 1 a); Art. 9 para. 2 a) GDPR), which will then be
processed in our databank. The Sample is analyzed using state-of-the-art
scientific methods and the extracted data is processed with the collected
data in our databank. We then provide the results containing biochemical,
genetic and health data to you or the treating physician. Unless you
consent otherwise as set out below, this data will be anonymized, which
means that it will not be possible to reidentify you or the patient. However,
the data may be of scientific importance when improving diagnosis and
treatment of rare diseases, including scientific publications.
Data storage
We archive the personal data and Sample for up to 10 years after the
last result has been reported. We delete or anonymize the personal data
and destroy the biological material thereafter if this has not already
happened. You or the Patient also have / has the option to process the
personal data and donate the Sample for scientific (including commercial)
research purposes. Then, personal data and Sample will be stored for
up to 20 years after the last result has been reported. After this 20-year
period has passed, the Sample may be anonymized and stored in our
archive in anonymized form for further scientific (including commercial)
research purposes.
Recipients of personal data
In principle, we process personal data ourselves. Any transfer of personal
data to a third party only takes place (1) with either explicit consent, (2) in
order to fulfil a legal obligation or (3) if such transfer is permitted by law:
• We use third-party services, e.g. IT-service providers that maintain our
systems or data centres which host such systems. Such third-party
services are considered as data processors under GDPR. These data
processors are carefully selected, contractually bound to comply with
data protection laws, subject to our instructions and regular monitoring
and only allowed to use the data they receive to fulfil their contractual
obligations. We always conclude GDPR-compliant data processing
agreements with such data processors
• If consent has been provided accordingly, we may provide biochemical,
genetic and health data, including results of the Analysis — solely in defacto anonymized form — to external physicians, scientific institutions
and / or (pharmaceutical) companies for their own scientific (including
commercial) research
• We provide the results of the Analysis and if requested the raw DNA
sequencing data to the treating physician and / or eventually to the
requesting laboratory and may provide the results of the Analysis to
other health care professionals who are involved in your or the Patient’s
medical counseling and / or clinical care

International data transfer
The Sample will be analyzed and processed in Germany. In principle, we
process personal data solely within Germany, the European Union, and
the European Economic Area (“EEA”), where GDPR-provisions apply.
If the treating physician, and other recipients are located in a so-called
third country outside the EEA where GDPR provisions do not apply, your
or the Patient’s personal data shall be transferred to this third country.
Such transfer will only take place with your or the Patient’s consent.
If we engage a data processor based outside the EEA, we may transfer the
personal data to such third country, provided that, either (1) the European
Commission has decided that this third country already provides an
adequate level of data protection or (2) we establish appropriate data
protection safeguards with the data processor, e.g. by concluding socalled “standard contractual clauses”, respectively including supplemental
clauses containing additional safeguards. In such cases, you or the Patient
have / has a right to request a copy of these “standard contractual clauses”.
To do so, please contact our data protection officer.
Your / the Patient’s data protection rights under the GDPR:
• Right to withdraw your consent regarding data processing
with future effect
• Right of access
• Right to data portability
• Right to rectification
• Right to erasure
• Right to restriction of processing
• Right to object
• Right to lodge a complaint with a supervisory authority
Additional rights under the German Genetic Diagnostics Act
(Gendiagnostikgesetz) are:
• Right to withdraw your or the Patient’s consent to the Analysis
(until such has been performed)
• Right to request destruction of the Sample
(as long as it has not yet been anonymized)
• Until the moment you or the Patient has been given the results of the
Analysis, the right not to be informed about such results in full or in part
(right not to know); and the right to request destruction of all such results
To exercise the rights, please contact our data protection officer.

Disclaimer:
Please note that biochemical and / or genetic analysis are not definitive. Due to limitations in technology and / or incomplete medical knowledge,
some disease-causing variants may not be detected. Therefore, it is not possible to completely exclude all risks for all possible genetic diseases.
Moreover, in some cases, the Analysis may indicate a genetic abnormality when you or the Patient are / is actually unaffected (false positive) or may
indicate no genetic abnormality when you or the Patient are / is actually affected (false negative).
IN CASE OF THE UNDERLYING CAUSE OF A FALSE-POSITIVE OR FALSE-NEGATIVE FINDING COULD NOT BE IDENTIFIED BY CENTOGENE,
CENTOGENE SHALL NOT BE RESPONSIBLE FOR THE INCOMPLETE, POTENTIALLY MISLEADING OR INCORRECT RESULT OF AN ANALYSIS.

Page

2 of 4

Diagnostics — Informed Consent Form
Suspected Disease

(to be completed by the treating physician)

With my signature below, I confirm or confirm on behalf the Patient for whom I am the custodian or legal guardian (hereinafter, “I” or “the Patient”) that
I or the Patient have / has received, read and understood the preceding written explanation about the biochemical and / or genetic analysis (“Analysis”).
I or the Patient have / has been adequately informed regarding the purpose, scope, type and significance of such analysis, possible results and
possible risks. The responsible physician has informed me or the Patient about possible prevention / treatment measures of the suspected disease.
Furthermore, I confirm that I have had sufficient opportunities to ask questions and such questions were answered in an understandable manner and to my
or the Patient’s full satisfaction.

Consent to the Biochemical and / or Genetic Analysis and Related Data Processing
By signing this Informed Consent Form, I consent or consent on behalf the Patient for whom I am the custodian or legal guardian
(1) to an Analysis of my or the Patient’s Sample by CENTOGENE GmbH, Am Strande 7, 18055 Rostock, Germany (“CENTOGENE”) for a possible diagnosis
of the disease specified above; (2) to the processing of my or the Patient’s personal data to perform such Analysis, as specified in the Information Sheet;
(3) to provide the results of the Analysis to the treating physician and to be informed by the treating physician of the results of the Analysis; (4) to provide
the results of the Analysis to health care professionals, who are involved in my or the Patient’s medical counseling and / or clinical care, if so requested
by the treating physician; (5) to provide the results of the Analysis to the requesting laboratory, as instructed by the treating physician; (6) to provide raw
DNA sequencing data of the Analysis, upon request, to the treating physician and / or the requesting laboratory; and (7) to store the personal data and the
Sample for up to 10 years after CENTOGENE has reported the last result and to anonymize the personal data.
Furthermore — if the following recipients are located in a so-called third country outside the European Economic Area, where GDPR provisions do not
apply — I consent to the transfer of my or the Patient’s personal data to this third country, in particular (1) to provide the results of the Analysis and the
raw data to the treating physician and / or the requesting laboratory; and (2) to provide the results of the Analysis to the health care professionals who are
involved in my or the Patient’s medical counseling and / or clinical care. I acknowledge that such third country may not provide a level of data protection
equivalent to the GDPR and may grant fewer or less enforceable data protection rights and no independent data protection supervisory authority to assist
in exercising these rights.

Optional Consent for Reporting of Secondary (Incidental) and / or Carriership Findings
Only relevant for Whole Exome Sequencing (WES) and Whole Genome Sequencing (WGS)
I understand the significance of Secondary and / or Carriership Findings and consent, that CENTOGENE
(1) reports the ACMG recommended Secondary Findings.

 YES

(2) reports further non-ACMG recommended Carriership Findings.

 YES

I am aware that CENTOGENE — at its own discretion — may refrain from reporting the Secondary and / or Carriership Findings.

Optional Consent to Further use of the Sample and Personal Data
I understand that my or the Patient’s Sample and personal data may enable CENTOGENE to develop and improve diagnostic methods and therapeutic
solutions for genetic diseases in general. This may help myself, my family members, and other patients in the future. However, such voluntary consent is not
necessary to conduct the Analysis as specified above.
I acknowledge that I or the Patient will not receive any compensation for the donation of the Sample and provision of personal data. I waive any claims for
compensation, royalties, or other financial benefits that may arise from scientific (including commercial) research usage of the Sample and personal data.
(1) I consent to the usage of my or the Patient’s Sample and personal data by CENTOGENE for scientific (including commercial)
research, which focuses on the cause, early detection and / or treatment of rare diseases in general. I acknowledge that the Sample
and data will be used in the interest of the greatest possible benefit to the general public for research which aims to improve
the prevention, detection and treatment of rare diseases. Such includes but is not limited to disease areas such as metabolic
disorders, neurodegenerative disorders, cardiac disorders and malformations as well as to diseases and genetic relationships
that are still unknown today. As in any research on rare diseases — particularly due to the latest findings in genetic diagnostics — it
is usually not possible to predict in detail which research questions and matters will be addressed in the future. Therefore, the
specific research purpose cannot be detailed herein, and the Sample and data may also be used for medical research projects
that cannot be foreseen today.
(2) I consent that CENTOGENE shares my or the Patient’s biochemical, genetic, and health data, including the results of the
Analysis — solely in de-facto anonymized form — with external doctors, scientific institutions, and / or (pharmaceutical) companies
for their own scientific (including commercial) research. I acknowledge that “de-facto anonymized” means that the data available
at CENTOGENE is altered in such a way, including redaction and removal of any pseudonyms, that re-identification of me or the
Patient as a person for any further recipient of the data is practically impossible. However, the confidentiality risks described in
the Information Sheet persist.
(3) I consent that CENTOGENE stores my or the Patient’s Sample and personal data for 20 years after the last result has been
reported and I hereby donate and transfer ownership of my or the Patient’s Sample to CENTOGENE for further scientific
(including commercial) research, which focuses on the cause, early detection and / or treatment of rare diseases in general.
I acknowledge that after 20 years — once the identifying data was deleted — the Sample will become anonymized and will remain
in CENTOGENE’s archive — in anonymized form — for such scientific (including commercial) research. In anonymized form means,
that CENTOGENE cannot identify me or the Patient as a person from such Sample anymore.

 YES
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I understand that the consent(s) is / are voluntary and valid until such time as I choose to withdraw consent. The consent with regard to the Analysis and the
optional consent for Secondary and / or Carriership Findings can be withdrawn until such has been performed; and (2) the processing of the personal data
can be withdrawn at any time. Furthermore, the destruction of the Sample can be requested as long as it has not yet been anonymized; in each case with
effect for the future. Until the moment the results of the Analysis have been provided to me or the Patient, I understand that I have the right (1) not to be
informed about such results (so called right not to know); and (2) to request the destruction of all such results. To withdraw the consent and / or to exercise
the rights, I may contact CENTOGENE’s data protection officer.
Date

Name and date of birth (DD.MM.YYYY) of the Patient

Signature of the Patient, and / or custodian / legal guardian

For Duo and Trio (only applies to additional Patient(s) 2 and 3)
Please read the detailed information on the optional consents as described above.
Optional consent to further use of the Sample and personal data
(1) I consent to the usage of my or the Patient’s Sample and personal data by CENTOGENE for scientific (including
commercial) research, which focuses on the cause, early detection and / or treatment of rare diseases in general.
(2) I consent that CENTOGENE shares my or the Patient’s biochemical, genetic, and health data, including the results of the
Analysis — solely in de-facto anonymized form — with external doctors, scientific institutions, and / or (pharmaceutical)
companies for their own scientific (including commercial) research.
(3) I consent that CENTOGENE stores my or the Patient’s Sample and personal data for 20 years after the last result
has been reported and I hereby donate and transfer ownership of the Patient’s Sample to CENTOGENE for further
scientific (including commercial) research, which focuses on the cause, early detection and / or treatment of rare
diseases in general.

Patient 2

Patient 3

 YES

 YES

Patient 2

Patient 3

 YES

 YES

(if applicable)

Optional Consent for Reporting of Secondary (Incidental) Findings
Only relevant for Whole Exome Sequencing (WES) and Whole Genome Sequencing (WGS)
I understand the significance of Secondary Findings and consent, that CENTOGENE

reports the ACMG recommended Secondary Findings.

(if applicable)

I am aware that CENTOGENE — at its own discretion — may refrain from reporting the Secondary (Incidental) Findings.
Date

Name and date of birth (DD.MM.YYYY) of the Patient 2

Signature of the Patient 2, and / or custodian / legal guardian

Date (if applicable)

Name and date of birth (DD.MM.YYYY) of the Patient 3 (if applicable)

Signature of the Patient 3, and / or custodian / legal guardian (if applicable)

Notice to the treating physician
The applicable law requires informed consent from your Patient to be able to perform a biochemical and / or genetic analysis. Please ask your
Patient to sign the informed consent form. Alternatively, please confirm with your signature that the Patient has consented accordingly and that
you have such consent on file. Subsequently, please send the completed and signed informed consent form together with the information sheet
and Sample(s) to CENTOGENE.

Physician’s Confirmation
I acknowledge that (1) the consent as shown above has been declared by the Patient and / or the Patient’s custodian / legal guardian, (2) I have the Patient’s
and / or custodian’s / legal guardian’s signature on file if it is not shown above, (3) the Patient and / or its custodian / legal guardian is capable of giving
consent, (4) all questions of the Patient and / or its custodian / legal guardian have been answered, (5) the Patient and / or custodian / legal guardian had the
necessary time to consider the decision, and (6) the Patient and / or custodian / legal guardian until now have not exercised the right not to be informed of
genetic testing results. I understand that (1) the Patient and / or custodian / legal guardian may exercise any of its rights specified in the Information Sheet
and (2) I shall forward such requests to CENTOGENE without undue delay.
Date

Name of the treating physician

CENTOGENE GmbH

CONTACT AND CUSTOMER SERVICE

Am Strande 7

customer.support@centogene.com

18055 Rostock, Germany

www.centogene.com

Signature of the treating physician
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