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(Usage Notes)

[bookmark: _Toc395700529]Annette Pfalz*, Dr. Marita Muscholl**, Prof. Dr. TOF Wagner*
*Frankfurt University Hospital
Dept. of Pneumology
69590 Frankfurt am Main, Germany
**University Medical Center Mainz
Institute for Medical Biostatistics, Epidemiology and Informatics
55101 Mainz, Germany
Notes on Using the Template
Last update: January 20, 2015
The goal of the template for the development of a patient informed consent form for an OSSE[footnoteRef:2] registry is to facilitate the compilation of an individualized patient consent form when using the OSSE registry software. Concerning data processing and data protection, the template incorporates components that are part of the OSSE registry software or are being used in its context. We paid attention to using non-technical language easily comprehensible to lay people. The disease-specific sections have to be phrased individually in a way that corresponds to the actual context. [2:  “OSSE” is an acronym for a project in the area of rare diseases funded by the German Ministry of Health and stands for “Open-Source Registry System for Rare Diseases in the EU.” For further information, please refer to http://osse-register.de.] 


Preliminary Remarks and Basic Notes
1.1 Secondary Literature, Sources
Please note that this document is the English translation of a German original document. When using this template, please be aware that you must identify and take into account the particular requirements applying to your specific context.
In compiling the following information, we drew on a publication from the scientific series of the Telematikplattform für Medizinische Forschungsnetzwerke (TMF), a German technology and methods platform and umbrella organization for networked medical research: Harnischmacher, Urs et al. (2006): Checkliste und Leitfaden zur Patienteneinwilligung: Grundlagen und Anleitung für die klinische Forschung, Berlin. The contents do not relate specifically to registries but to a wide range of research projects (e.g. clinical trials). For better readability, we decided against indicating citations by quotation marks.
We also refer to a guiding document for designing patient information and consent forms (the “Assistent zur Erstellung von Patienteninformationen und Einwilligungserklärungen“) which the TMF provides on the following website (as of August 28, 2014): http://pew.tmf-ev.de/index.php. You can download further information and text modules there.
Furthermore, patient informed consent forms actually used in existing projects were consulted as exemplary sources. You will find these in the annex. Examples are either quoted or provided in slightly edited form. This is marked accordingly.
1.2 [bookmark: _Toc396400155][bookmark: _Toc397001795]Definition of “Patient Informed Consent“
In the template at hand, the “Patient Informed Consent” consists of the three parts that are required for the patient’s information and are named as follows:
1. Patient Information
2. Information on Data Processing and Data Protection
3. Informed Consent
They should be considered interdependent, since a patient can only declare his consent based on sufficient information on the registry.
1.3 Target Group
The template at hand was tailored to a patient registry for rare diseases that uses the OSSE registry software. This means that it addresses all those who would like to design a patient informed consent form for the information and consent of an adult patient for such a registry. Should the specific disease require e.g. a patient informed consent form for parents (who sign for their child) or adolescents (in simplified language), the template has to be rewritten individually.
1.4 Comments on the Template
General Usage Notes
When developing a patient consent form, you always have to consider the whole document with all three parts (see also 1.2).
The standard phrases provided can be taken over literally in many cases. However, this standard phrasing only constitutes the minimum requirements and should therefore never be used without review and, if necessary, adjustment to the individual requirements of the specific registry. Of course, whenever specific solutions are formulated here, these are only exemplary.
As a general rule, the person designing the patient informed consent for a registry stays responsible to inform himself even beyond the scope of the template on potential specific guidelines for the specific project. Using a particular informed consent form for a certain registry XY requires the previous approval by the ethics committee(s) in charge. Please note that different ethics committees may come to a different conclusion in particular points.
Scope and Comprehensibility of the Document
The patient information should be kept as short as possible. Keep in mind that providing too much detail may conflict with the intended goal of informing the patient, since he may not read all the information or understand it fully. You should always aim at balancing conciseness and necessary information; however, the actual implementation always has to reflect the individual case.
The patient information has to be composed in a language understandable to lay people. The sentences must be as short as possible. Foreign words and abbreviations must be avoided or explained. The description of the registry project and all other explanations must be based on the patient’s point of view. If a patient does not speak the local language, the informed consent has to be translated into his native language or an interpreter has to be involved, who will then document his assistance by his signature as well.
Composing the Informed Consent Form from the Patient’s Point of View
The informed consent form (third part of the document) in the way suggested here (standard sentences) was composed entirely from the perspective of the patient [“I (=patient) have been informed about the registry.”] Further phrasing options such as “I (=doctor) have informed the patient” were avoided to keep the meaning of the personal pronoun “I” clear.
The document’s main addressee is the (adult) patient, who confirms his participation in the registry project with his signature. By signing as well, the doctor confirms the patient’s signature and documents the consultation he conducted as well as his responsibility for the information of the patient.
Markups and Their Meaning
[bookmark: _Toc396400161][bookmark: _Toc397001801]Sections in the text that require additional information or the substitution of placeholders are marked in gray.
Notes on individual sections are enclosed in square brackets, italicized, and marked in yellow: [This section should be edited as follows...]
Sections for which there are different versions depending on the local context are highlighted by square-bracketed yellow markups indicating their beginning and end or, if it is only one sentence, by a markup at the beginning of the sentence:
[#Beginning version n (description of the version here)] … [#End version n]
[Applies only to version m] …
This particularly applies to the three versions of identity management for the pseudonymization of the patient data (see there).
Adaptation Procedure
1. [bookmark: _Ref411950629]Substitute the place holder “OSSE Registry for Rare Disease X” with the name of the planned registry throughout the template.
2. Substitute all further placeholders and amend them with the requested information.
3. Erase unnecessary sections.
4. Read through the whole template carefully and adjust the text concerning your specific context.
5. Erase all comments and markups.
6. Check whether all references within the document are still correct (e.g. references such as “see part 1, section 3” or similar).
Miscellaneous
For better readability, the template uses the male form. The female form is always implicitly included, of course.

Patient Informed Consent Template

You will find the actual template for the development of a patient informed consent form in a separate Word document available for download at http://osse-register.de. For the sake of completeness, a copy of the document is attached here.
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Annex

1.5 Exemplary Patient Consent Forms of Existing Registries
E-IMD – European Registry and Network for Intoxication Type Metabolic Diseases)
· Patient Information (Adults) – Version: December 17,  2010/ 1st version
· Information on Data Processing and Data Protection (Adults) – Version: December 17, 2010/ 1st version
· Patient Informed Consent Form (Adults) – Version: December 17, 2010/ 1st version
ESID Online Database – database of clinical and laboratory parameters for primary immunodeficiencies in collaboration with ESID (European Society for Immunodeficiencies)
· Patient Information and Informed Consent on the Storage and Usage of patient data in the context of the “ESID Online Database” research project – Version: April 26, 2013
1.6 For Information Only: Non-Editable Copy of the Actual Template
You will find the actual template for the development of a patient informed consent form as a separate Word document available for download at http://osse-register.de.
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