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BANKING: ACCUMULATING HEALTH CARE DATA OR BIOSPECIMENS FOR 
FUTURE, UNSPECIFIED RESEARCH PURPOSES 

Unit: Human Research Protections Program (HRPP), Office of Research 

Applies to: . MCW/FH Faculty and Staff involved in human research 

PURPOSE: 
The activity of collecting and storing data or biospecimens for future, unspecified 
research purposes is considered a "research activity" subject to IRB review and 
approval- independently of the IRB review/approval required for specific studies 
with the same data/biospecimens. 
1. Most focused studies proposing to collect data or biospecimens for other future 

uses must be submitted as two separate IRB applications- a study application 
and a banking application. 

2. Therefore most focused studies proposing to collect data or biospecimens for 
other future uses must employ two separate IRS-approved informed consent 
documents - one for purposes of the study and the other for purposes of 
banking. 

3. The following types of data or biospecimens are NOT subject to this banking 
policy (however, they may be subject to IRB review as research studies): 

a. Truly anonymized data or biospecimens, or those which have been de
identified (only in cases where the IRB staff has verified anonymization or 
de-identification by providing a memo to that effect;) 

b. Publicly available collections of data or biospecimens; and 
c. Collections of data or biospecimens created or maintained for clinical, 

administrative, or quality assurance (i.e., non-research) purposes. 
d. Collections of data or biospecimens created under the authority of 

federal, state, or local regulations. 

DEFINITIONS: 
1. Bank: A bank is a collection of data and/or biospecimens to be used for future, 

unspecified research purposes. The contents of a bank are defined by the scope 
of an approved IRB banking application, rather than by the physical 
characteristics or location of the data (e.g., computer hard drive or storage 
freezer). Thus, a single bank may encompass data on several computers, in 
several file drawers, in a storage freezer, on a shelf of films, and a collection of 
specimens preserved in jar of formaldehyde - all in different locations. Banks 
may be large or small. Some banks may encompass thousands of medical 
records or biospecimens. Other banks may be limited to twenty medical records 
or biospecimens. Some banks may house records and/or specimens collected 
from several different universities, medical centers, or sites; other banks may be 
limited to data collected only at MCW/Froedtert. Banks may also 
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All three types of banking activities require prior review and approval by the IRB. 
• The investigator proposing "pure banking' must submit a "banking 

application" and a model "banking consent document" for IRB review. 
• The investigator proposing "rollover banking'' must submit a "banking 

application" for IRB review, and should seek guidance from the IRB Staff 
about how to handle related informed consent issues. 

• "Study plus banking'' proposals fall into two categories: 
o o If 1 00% of the banking will be done away from the Medical 

College of Wisconsin campus {broadly defined}, the investigator 
does not have to submit a "banking application," and the 
investigator may pose an option to participate in the banking 
portion of the study in the study consent document {i.e., subject 
must given a choice to opt in or not). 

o If any of the banking will be done on the Medical College of 
Wisconsin campus, the investigator must submit a "banking 
application" in addition to the "study application," as well as a 
model "banking consent document" for IRB 
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• Documentation that the MCW Department of Pathology has been informed 
about all plans to take tissue or other biospecimen from any operating room 
at MCW, Froedtert Hospital, or the Children's Hospital of Wisconsin. 

• A draft of the banking informed consent document (different than a study 
consent document) to be employed; 

• Written policies and procedures covering: 
a. procedures for obtaining and documenting the informed consent of all 

subjects contributing data and/or biospecimens to the Bank before 
any new data or biospecimen is added to the bank; 

b. procedures for maintaining a central inventory of biospecimens/data 
by subject, with a corresponding file of executed informed consent 
documents; 

c. procedures for ascertaining prior IRB approval for specific studies 
before releasing Bank data to any investigator, and for verifying the 
nature of data access approved by the IRB (in terms of variables, 
numbers, and identified/de-identified status) before releasing any 
data; 

d. procedures for maintaining a central inventory of each data release 
transaction (by investigator, date, study-specific IRB approval); 

e. procedures to maintain the confidentiality and security of the data; and 
f. if applicable, procedures for ensuring that non-MCW investigators 

who access banked data at a later date never have recourse to any 
identifiers or potentially identifying codes. 

Extra information necessary in cases of distant collection /local banking 
• identification of the principal investigator contributing specimens and/or data at 

each distant site or institution, with address and contact information, and the 
institutional title of that person (usually faculty rank and department); 

• a letter from the principal investigator contributing specimens and/or data at each 
distant site or institution, indicating his/her intention to work under the oversight 
of his/her institutional IRS per institutional policies; and 

• (when biospeciemens will be shipped), a letter from the MCW Grants & Contracts 
office, indicating whether incoming shipments must be accompanied by a 
material transfer agreement. 
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REFERENCES: 
MCW Training Course for Bank Custodians & Key Personnel 

SUPPORTING DOCUMENTS: 
IRB Form: De-identified Data Agreement 
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