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Investigator-Initiated Study Application (IISA)
This form provides the necessary information for the CSL Behring Medical Affairs Review Committee to review Investigator-Initiated Study proposals.  Please provide all requested information and attach additional sheets if necessary.  If you have any questions with regards to this form or the process through which new proposals are reviewed, please contact your Medical Science Liaison (MSL).
 
Please send the completed IISA with your signed and dated CV to IIS@cslbehring.com 
Contact Information
Sponsor-Investigator Name:
Co-investigator(s), if applicable:
Institution/Organization:
Organization street address:
City:
State/Province/Territory:
Zip/Postal Code:
Therapy Area:
Indication:
CSL Behring MSL/Contact:
Country/countries where the study will be conducted:
Date Submitted:
Study Details
Study/Protocol Title:
Study title must be meaningful and correct and provide a good understanding of the study type and objective. Study title should be short.
Study Hypothesis and Objectives:
Background/Rationale:
A brief description of most relevant research in the proposed field, why the proposed study is addressing an unmet clinical/scientific need, and how the new research will add to the current body of knowledge
Study Type:
Choose only one study type
*a study where the medicinal product(s) is (are) prescribed in the usual manner in accordance with the terms of the marketing authorization. The assignment of the patient to a particular therapeutic strategy is not decided in advance by a trial protocol but falls within current practice and the prescription of the medicine is clearly separated from the decision to include the patient in the study. No additional diagnostic or monitoring procedures shall be applied to the patients and epidemiological methods shall be used for the analysis of collected data.
CSL Behring Product:
Product(s):
Product(s):
If product(s) involved, drug supply requested?
Describe the study design for the intervention(s) to be used, including the rationale for the particular design chosen.  Specify study duration, number of arms, blinding, randomization, dosing, controls, lead-in/wash-out period(s), etc.
Study Design:
Primary Study Endpoint:
Secondary Study Endpoint(s):
Inclusion Criteria:
Exclusion Criteria:
Study Blinded?
Number of treatment arms:
Number of patients planned:
Number of patients receiving CSL product:
Planned start date:
Planned finish date:
Estimated study duration:
Statistical Analysis Plan:
Briefly describe study enrollment plan, power calculation, and other statistical tests
Publication Plan:
Identify the conference and/or journal where the investigator plans to disseminate the findings of the research
References:
Include a bibliography for all cited publications
Budget:
A detailed line-item budget for direct/indirect study expenses must be submitted using the form below or by attaching a separate file
Budget Item
Amount
Total:
9.0.0.2.20101008.1.734229
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