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1.0 PURPOSE  

This Standard Operating Procedure (SOP) describes the processes involved in the design, 

development, approval and distribution of Case Report Form(s) (CRFs). CRFs are designed to collect 

the information required by the clinical research or study protocol for each study subject.  

2.0 SCOPE  

This SOP applies to investigator-initiated clinical research at Erie Shores Health Care, whereby Case 

Report Form design through distribution is the responsibility of the Sponsor-Investigator.  

3.0 RESPONSIBILITIES  

The Sponsor-Investigator or Qualified Investigator (QI) is responsible for ensuring that the processes 

involved in case report form(s) design through distribution are followed and meet the applicable 

regulatory, International Conference on Harmonisation (ICH) Good Clinical Practice (GCP), and local 

requirements.  

Any or all parts of this procedure may be delegated to appropriately trained study team members, but 

remain the ultimate responsibility of the Sponsor-Investigator or Qualified Investigator (QI). 

4.0 PROCEDURE  

4.1 CRF Design, Development, and Review 

4.1.1 Create a draft of the CRF using the appropriate software, taking into account the following: 

• The study protocol 

• Consistency within the project/therapeutic indication 

• Applicable regulatory requirements 

• Data collection 

• Data entry 

• Monitoring requirements 

• Avoidance of the collection of data not required by the protocol 

• Consistency with protocol statistical plan 

4.1.2 Assign a version control number and/or date to the CRF. 

4.1.3 Provide the draft CRF, for review by the clinical research team, as required. This may include the 

following: Sponsor-Investigator or QI, Study Coordinator(s), Data Management personnel, 

Biostatisticians, Drug Safety representative, and Quality Assurance personnel.  
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4.1.4 Revise CRF, based on comments received, and obtain formal sign-off, as/if required.  

4.2 Research Ethics Board (REB)/Independent Ethics Committee (IEC) Approval of CRFs 

4.2.1 Obtain REB/IEC approval prior to study activation, if required by local procedures. 

4.2.2 Revise CRF, if required by REB/IEC. 

4.3 Final CRF Distribution 

4.3.1 Generate the final CRF, and distribute to the Clinical Research Team and participating sites, as 

required. 

4.3.2 Retain a copy of the final CRF in the Investigator Study File or Trial Management File.  

4.4 CRF Revisions 

4.4.1 Revise the CRF, as a result of protocol amendments, or the need to clarify or expand data 

collection to better reflect the protocol. 

4.4.2 Follow the same process as described above for original CRFs. 

4.4.3 Assign a new version control number and/or date to the revised CRF. 

4.4.4 Retain a copy of all revised CRFs in the Investigator Study File or Trial Management File.  
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