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April 2015 HSPO Update
Revised Data Security Policy
A revised IRB SOP Addendum policy, Security and Integrity of Human Research Data,
became effective on December 1, 2014. The policy includes new information to define PSH
researchers and external researchers, a new 2-level categorization schedule (down from 3
levels), and clarifies the requirements for data transfer and/or sharing. The new HRP-598
Research Data Plan Review Form, available in the CATS IRB Library, is required with initial
research submissions to provide information needed for the IRB review and ancillary reviews of
data security and transfers. Form HRP-598 replaces information previously collected in the
“Confidentiality, Privacy, and Data Management” section of the protocol templates (HRP-591
and HRP-592) and the protocol site addendum (HRP-595). Now those sections may simply state
“See the Research Data Plan Review Form.”

CATS Submissions –
Lapsed Approval Studies will be Permanently Closed
Investigators receive continuing review reminders at regular intervals beginning 60 days prior
to approval expiration. IRB approval of the research will lapse for any studies that do not
complete the continuing review process by the expiration date. If a study remains lapsed for 45
days the IRB will officially close the research. This is a permanent action and lapsed studies
closed in CATS IRB cannot be reinstated.
Submitting Research Amendments
To facilitate the IRB review process, separate modifications must be submitted for each
amendment to a research study. However, an exception may be made if a study sponsor issues
two amendments at the same time. In this case a combined modification may be submitted
following these steps:
1. In the “Summarize the Modification” field, explain that the amendments were issued
together and both versions are layered in the documents provided with the submission.
2. Upload the documents into CATS IRB in numeric order, adding the first amendment,
then selecting ‘Update’ to upload the next amendment (layering it over the earlier
version).
Modifications not meeting the above requirements will be returned with instructions to
withdraw the incorrect submission and make separate submissions.
Revising documents already in CATS IRB
Whenever you update an existing document that is already in CATS IRB, during the upload
process remember to select ‘Update’ (in front of the document name in the CATS IRB list) and
choose the next version of it to be layered over the earlier version.

Web Notices for Sponsor Requested Clarifications
Notices are available on the IRB website to provide research coordinators with documentation
for sponsors needing clarification on common issues, including the HSPO address change, use of

IRB memos with electronic authentication instead of signatures, and the IRB membership
representation statement. See the Other Forms and Information section under Investigator
Resources.

CITI IRB Training
When accessing the online CITI courses for IRB required training use the new PSU portal at
citi.psu.edu choose the HMC/COM path, and log in with your PSU ID and password. If you have
multiple CITI accounts it will be easier to manage by having your accounts merged. View the
CITI Help & Support topic or e-mail the HSPO to request your courses be merged into your new
PSU linked account. For more details see the updated CITI Course Instructions.

Department Representatives Available for IRB Training Lookup
Each department now has a representative available to look up IRB training information for
faculty and staff. Contact the HSPO to inquire about the representative available for a specific
department or for more information.

Use of Human Tissue for Research form
A new version of the Use of Human Tissue for Research form, with updated contact
information, has been posted to the IRB website under Other Forms and Information. Please
begin using this new version immediately.

Revised NIH Genomic Data Sharing Policy
Effective January 25, the NIH data sharing policy for genome-wide association studies (GWAS)
was updated to extend data-sharing expectations to additional genomic data types from both
humans and non-humans, to ensure broad and responsible sharing, and to set the expectation
for obtaining explicit informed consent. The policy applies to all NIH-funded research that
generates large-scale human or non-human genomic data as well as the use of these data for
subsequent research. See the NIH Supplemental Information for research examples, expected
use of data standards, and expectations for data submission and release. Principal investigators
should contact their NIH Program/Project Official about expectations, registration of studies
and timelines for data sharing.
New Informed Consent Requirements
For studies started after 01/25/2015 subjects must give consent for their genomic and
phenotypic data to be used for future research and to be shared broadly. See the IRB website
for model consent form language - Informed Consent Form Language Required For Genomic Studies
Per NIH Genomic Data Sharing Policy.

Studies using data from specimens collected before January 25, 2015 vary in how sharing is
addressed in consent documents. The IRB will need to ensure that data submission is not
inconsistent with the informed consent provided by subjects. Any data use limitations must be
noted in a data sharing plan and in an Institutional Certification.
For questions regarding information in this HSPO Update contact the HSPO at 531-5687.

