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Quick Reference 

 While intense labor is focused on biospecimen processing 
and storage conditions to obtain high quality samples, 
standardization of consent practices may be overlooked. To 
unify our banking procedures for multiple PI-initiated projects, 
the University of Cincinnati Cancer Institute Tumor Bank 
(UCCITB) developed and implemented standard operating 
procedures (SOP), not only governing all aspects of sample 
handling but also addressing subject consenting. Due to internal 
staffing limitations, we encourage medical personnel to consent 
their subjects. Our challenge is to expand banking efforts by 
involving more people in consenting while maintaining high 
quality consenting practices. In order to implement internal 
consenting procedures among clinical staff, we utilized various 
resources to introduce and follow-up on consent practices. 
First, consent documentation for new and existing banking 
projects was standardized. Providing a uniform presentation of 
critical information and questions for the subject ensures 
collection of key subject preferences regarding usage of 
biospecimens and associated protected health information.  
The standardized consent form was approved by the University 
of Cincinnati institutional review board. Second, a user-friendly 
one-page “Consenting Quick Reference” was developed to 
reinforce guidelines for appropriate consenting practices. This 
form was disseminated by e-mail to all consenters and 
published in our monthly electronic newsletter. It emphasizes 
how to identify and approach a potential participant, what 
information must be presented during consenting and how to 
keep standardized record notes in the electronic medical 
record. These procedures allow us to efficiently monitor newly 
consented subjects and alert all clinical staff about patient 
enrollment in specimen banking. Third, we developed an 
internal audit checklist for assessing compliance with our 
consenting SOP. Ultimately, excellent communication between 
clinical staff and tumor bank personnel is the key to successfully 
implementing our consenting SOP. Strong working relationships 
are maintained by daily interactions and our annual UCCITB 
meeting. Informed Consent 
 Informed consent must be obtained before identifiable 
specimens may be collected for banking purposes. It is an active 
process of sharing information between the consenter and the 
potential participant. This process should ensure that all critical 
information about a study is completely disclosed, and that 
potential participants adequately understand the research so 
that they can voluntarily decide whether or not to participate as 
a research subject. CITB developed and implemented standard 
operating procedures that govern all aspects from subject 
consenting to sample handling and releasing in order to 
maintain high quality practices.  

 Figure 1: Consenting Quick Reference is a user-friendly one-
page document used to reinforce guidelines for uniformity and 
consistency of our consenting practices.  
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 Figure 2: Audit Checklist is a one-page form developed as a 
tool to consistently and periodically monitor each consenter’s 
adherence to, or variation from, established consenting 
guidelines.  Based on each audit, CITB is able to review 
variations and determine if modifications in individual training 
or SOP should be made, as well as ensuring consistency in the 
information presented to each patient.  
  

Audit Checklist Informed Consent cont’d 

For our consenting procedures, we introduced standardized 
consent documentation for new and existing banking projects 
that provides a uniform presentation of critical information. To 
ensure uniformity and consistency of our consenting practices, 
we implemented a user-friendly one-page “Consenting Quick 
Reference” (Figure 1). In addition, we developed an internal 
audit checklist for assessing compliance with our consenting 
SOP (Figure 2). 

 The Key to our successful expansion of tumor 
banking operations lies in all our Cancer Institute members 
who have been enthusiastic and extremely helpful. This 
process has and will continue to be a monumental team 
effort that we could not have achieved without the support 
of the UC Cancer Institute and the collaboration of the 
surgeons, nurses and pathologists as well administrators at 
University of Cincinnati and University Hospital. 
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