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• This session will be 
recorded

• Please use the Chat or 
Q&A feature to post 
questions

• Questions will be 
addressed at the end of 
each section 



1. Jurisdiction of the Pitt IRB

2. Incoming and outgoing 
investigators

3. HRP integration and PERIS™

4. COVID-19 related topics
• Environmental health and safety
• Starting and restarting research

5. Data security

6. Obtaining informed consent
• Pitt and UPMC rules
• Timing of consent
• Electronic and remote consent
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When Pitt/UPMC faculty, staff or students are engaged 
in human subject research 

It takes place in Pitt/UPMC facilities

It is conducted using the private records of Pitt/UPMC 

The IRB has the authority to approve, require modifications in 
(in order to approve), or disapprove all research activities 

involving human subjects



NIH Policy:
• Effective January 25, 2018

• Applies to NIH funded new 
grant, renewal, revision or 
resubmission

• Multi-site

• Non-exempt

• Domestic

DHHS Policy:
• Effective January 18, 2020

• Applies to ANY federally funded
new grant, renewal, revision or 
resubmission

• Multi-site

• Non-exempt

• Domestic

IRB.reliance@pitt.edu

mailto:IRB.reliance@pitt.edu


• NIH
• DHHS
• Consortium or Network

Required

• Engaged collaborator conducting subcontract
• Investigator relocating with previous IRB approval
• Engaged investigator(s) with no IRB

Optional

When is reliance appropriate?



1. Select “Single IRB Review” from 
www.hrpo.pitt.edu

2. Click on “Reliance Request System”
• Complete list of questions in the 

Reliance Request System can be 
found under “Reliance Guidance” in 
A-Z

3. Be prepared and ensure consistency 
among documents (e.g., same title 
throughout)

Getting Started 
with sIRB

IRB.reliance@pitt.edu

1.

2.

http://www.hrpo.pitt.edu/
mailto:IRB.reliance@pitt.edu


• Direct costs need to budgeted for IRB 
services

• Effective after June 1, 2021, the new 
IRB fee structure goes into effect

• Study teams must contact
irb.reliance@pitt.edu at least four 
weeks in advance of grant due date to 
develop the budget

• Failure to budget for these costs may 
result in Pitt IRB being unable to act as 
IRB-of-Record

mailto:irb.reliance@pitt.edu


OSPARS: 
UPMC Office of Sponsored 
Programs and Research 
Support

Purview: Facilitate industry-initiated and 
sponsored clinical trials of drugs and 
devices 

• Conducted within a UPMC or UPP 
facility 

or 

• Conducted under the direction of a 
UPMC or UPP staff member in 
connection with UPMC and/or UPP 
responsibilities, appointments and 
clinical privileges

OSPARS@upmc.edu

mailto:OSPARS@upmc.edu


Pitt IRB or 
OSPARS Checklist
 Was any University of Pittsburgh faculty or staff member 

involved substantially in the development of the clinical trial 
protocol?

 Does any University of Pittsburgh faculty or staff member serve 
as the investigator-sponsor of an Investigational New Drug (IND) 
or Investigational Device Exemption (IDE) for the experimental 
drug or device being evaluated in the clinical trial?

 Is the conduct of this clinical trial being financially supported by 
any entity other than the industry sponsor and, possibly, the 
clinical department/division to whom the principal investigator 
reports?

 Will the clinical trial procedures be performed exclusively within 
a University facility without any use of UPMC patients, records, 
or facilities (i.e., this does not apply to University-owned 
buildings leased by UPMC)?

 Does the experimental drug or device being evaluated in the 
clinical trial 1) emit ionizing radiation; 2) involve a gene transfer 
intervention; or 3) involve a transgenic xenotransplant?

“NO” to ALL is submitted to OSPARS for processing





Contacts

• Human subject research needs 
askirb@pitt.edu

• Office of Sponsored Programs 
for funding needs 
www.osp.pitt.edu

• ORP Concierge Tool 
www.orp.pitt.edu for research 
needs beyond human subjects

Incoming Investigators
Human subject research and grant proposals can be submitted 

in advance of arrival

Potential activities:

• Open new studies prior to arrival

• Transfer research from another institution

• Execute agreements for other IRBs to 
maintain jurisdiction

mailto:askirb@pitt.edu
http://www.osp.pitt.edu/
http://www.orp.pitt.edu/


Department Administrators should work to obtain Pitt email and 
credentials

Set up HSConnect account with Pitt credentials 
(DO NOT use Gmail, etc.  Case-by-case on other institutional account)

Complete CITI training or link completed CITI training from another 
institution to Pitt account (https://www.citi.pitt.edu/) 

Build submission in PittPRO and submit for approval 
(same username and password as HSConnect and CITI)

https://www.citi.pitt.edu/


Outgoing 
Investigators

Checklist for Investigators Leaving the 
University: Comprehensive guidelines for 
activities that must occur with departure

https://www.orp.pitt.edu/resources/checklist-
investigators-leaving-university

Must close or reassign 
studies prior to departure

https://www.orp.pitt.edu/resources/checklist-investigators-leaving-university


Beginning

Middle

End

All studies need to be properly closed: 
LAPSED and EXPIRED are not appropriate 
end states!  

PittPRO:

• Choose “Create Modification/CR”

• Select first four Milestones

• Click the closure acknowledgement

Closing a completed or terminated study



Studies in Pre-
Submission longer 
than 4 weeks

Studies in Clarifications 
Requested after the one 
month system reminder is 
sent

Study teams can take the 
following actions to avoid IRB 
discard
• Finalize and submit to IRB 

for review
• Justify extension
• Discard

Note: when a protocol 
is discarded, the study 
team can access 
information but 
cannot resubmit the 
project.  A new project 
would need to be 
submitted for review 
to be conducted





What is PERIS?

University-wide project to integrate research 
operations as well as

• Reduce administrative burden for faculty

• Increase efficiency

• Enhance transparency to researchers and 
administrators

• Create a user-friendly system

• Promote sustainability through electronic 
processes



• Users must log into PittPRO 
using Pitt or UPMC credentials

• Other systems may only accept 
Pitt credentials

• Gmail, Outlook, Yahoo, or other 
independent providers are not 
acceptable for log in

• Other institutional email 
addresses may be acceptable in 
certain circumstances 



• Ensure accurate information in PittPRO, such as funding 
sources and investigators

• Ensure streamlined information throughout all research 
systems for robust dashboard information





PittPRO asks a series of comprehensive questions to 
address the sensitivity and security of what is collected, 
how it is collected, where is it transmitted, and how it is 
stored



Human Subject Research Data is 
considered sensitive when the disclosure of 
information could 

• have adverse consequences for subjects 
or others, 

• place them at risk for criminal or civil 
liability, or 

• damage their financial standing, 
employability, insurability or reputation

https://www.technology.pitt.edu/security/data-risk-classification-and-compliance

https://www.technology.pitt.edu/security/data-risk-classification-and-compliance


• Request a data security consultation:
• Submit a help request 

(https://pitt.secure.force.com/ERMServiceDesk/FormCSSDServiceRequest) online using the 
subject line “Requesting a data security consultation for research” or

• Call the help desk at 412-624-HELP

• Email askirb@pitt.edu with questions

• Data Risk Classification and Compliance 
https://www.technology.pitt.edu/security/data-risk-classification-and-compliance

• Call the Pitt technology Help desk at 412-624-HELP and let them know the question 
relates to the data security of a research study

• Detailed information on file-sharing and storage solution using UPMC MyCloud is 
available on UPMC INFONET website

Data Security Resources

https://pitt.secure.force.com/ERMServiceDesk/FormCSSDServiceRequest
mailto:askirb@pitt.edu
https://www.technology.pitt.edu/security/data-risk-classification-and-compliance


Be sure to put non-electronic information 
security in the correct section (not in the 
Electronic Data Management Section)

• Security for paper records belongs in 
Data and Safety Monitoring #3 (If any 
research data is collected, stored, or 
shared in a paper format, address what 
precautions will be used to maintain 
the confidentiality of the data)

• Security of specimens belongs on the 
Data and Specimens page





Starting and Restarting Research

IRB Approval

All human subject research being 
conducted must have IRB approval 
prior to initiation
-If your research was paused but you 
have valid IRB approval you may 
proceed

-Once a study has IRB approval, no 
further permission from the IRB is 
required to begin

School / Unit Conduct Plan

Executed by Dean or Associate 
Dean for Research, Institute 
Directors, and/or Regional Campus 
Presidents
-Final authority to approve the start or 
restart activities of their faculty



Conduct of 
Research Plan



• Guidelines for Human Subject Research 
Restart

• Research Participant COVID-19 Screening 
Questions

• Cleaning Information
• Laboratory Management
• Non-Laboratory Workspace management
• PPE Guidance 

Questions? safety@ehs.pitt.edu

Health and Safety Related Information for 
Research Restart

https://www.ehs.pitt.edu/ehs-covid-19-resources

mailto:safety@ehs.pitt.edu
https://www.ehs.pitt.edu/ehs-covid-19-resources


In an effort to ease the rapid 
transition to remote 
operations, modifications may 
not have been required in 
order to move from face-to 
face

If you are continuing to 
operate under remote 
activities where appropriate, 
protocols need to be updated 
to reflect how processes are 
occurring

THEN
(March 2020)

NOW



• No mandates (Federal, state or otherwise) requiring vaccines
• Study teams do not need to be fully vaccinated to see subjects
• Subjects do not need to be fully vaccinated to enroll in studies

• Inclusion/Exclusion criteria cannot prohibit unvaccinated individuals 
from participating unless the study is about the COVID-19 vaccine





Most common RNI (Reportable 
New Information) related to 
consent:

• Conducting research 
procedures without consent

• Using an improper consent 
form to obtain consent

• Having the wrong person 
obtain consent

• Having the wrong person 
sign informed consent

Who 
should be 
there?

What should 
they talk 
about?  On 
which form?

Where and how 
(phone, in-
person) should 
it take place

At what time 
point is it 
being 
obtained?



Research procedures cannot be performed until after informed 
consent is obtained (written or verbal with a waiver to document)

Examples 
of 
appropriate 
plans*:

All study procedures are minimal risk and taking place over the phone or 
electronically  waiver to document consent

Minimal risk screening procedures take place over the phone and subject is asked to 
fast prior to first visit  waiver to document for screening and fast, written informed 
consent at first visit

Subject is having research procedures done during a clinical visit  written informed 
consent prior to clinic visit

Investigator wishes to use data from a clinical visit for research purposes  written 
consent (or verbal if minimal risk) prior to obtaining the clinical data

*consenting plans are very dependent on study details



Minimal Risk Study Not Involving 
Drug, Device or Surgical Procedure

Rule: Listed PI or Co-I must obtain informed consent
Exception: Justify why listed investigator cannot obtain, include (by 
position) who will be obtaining informed consent

Study Involving Drug, Device, or 
Surgical Procedure

Rule: Licensed physician PI or Co-I must obtain informed consent
Exception: Under certain circumstances, justify another PI or Co-I 
licensed health care professional obtaining informed consent

Greater than Minimal Risk Study 
Not Involving Drug, Device or 
Surgical Procedure

Rule: Listed PI or Co-I must obtain informed consent
Exception: No exceptions will be granted

In all scenarios, individual must sign Investigator’s Certification at time of involvement

Who can obtain consent? (Pitt policy)

https://www.hrpo.pitt.edu/obtaining-informed-consent-human-subject-research

https://www.hrpo.pitt.edu/obtaining-informed-consent-human-subject-research


The Ruling:

“A physician may not delegate to others his or her 
obligation to provide sufficient information in order 
to obtain a patient’s informed consent. Informed 
consent requires direct communication between 
physician and patient, and contemplates a back-and-
forth, face-to-face exchange, which might include 
questions that the patient feels the physician must 
answer personally before the patient feels informed 
and becomes willing to consent.”

-Shinal v. Toms, 31 MAP 2016, 2017 Pa. LEXIS 1385, at *52 (Pa. 2017) 
(emphasis added). All prior decisions holding otherwise are overruled. Id. 
at 53.

What falls under the ruling:

1. Performing surgery, including the related 
administration of anesthesia

2. Administering radiation or chemotherapy

3. Administering a blood transfusion

4. Inserting a surgical device or appliance

5. Administering an experimental medication, using 
an experimental device or using an approved 
medication or device in an experimental manner

Informed consent must be obtained by a PI or Co-I who has an 
unrestricted license to practice medicine in the Commonwealth 
of Pennsylvania

PA Supreme Court Ruling 



Human Research Protection
Office of Research Protections

ACGME Medical Residents & Fellows

UPMC Medical Education medical residents 
and fellows in ACGME-accredited training 
programs are functioning under a 
Pennsylvania training license and are not 
considered as licensed physicians for this 
purpose 
 Consent under PA Law cannot be 
delegated to them

Non-ACGME Fellows

Fellows in a non-ACGME fellowship who 
have a Pennsylvania medical license 
without restriction, DEA license, and 
appropriate hospital medical staff 
appointment and clinical privileges may be 
considered as licensed physicians
 Consent under PA Law may be delegated 
to them





Pitt licensed versions:
• Skype for Business
• MS Teams
• Zoom (request HIPAA 

compliant version )
• Vidyo (UPMC)

Data Security:
• Recording storage
• Up-to-date anti-virus protection
• Storage in Pitt/UPMC cloud or 

University-managed server

NOT one size fits all approach!

Method depends on the sensitivity of the information to be 
disclosed during the visit and if it will be recorded



• Use of PHI requires written authorization
• Absence of written authorization requires alteration 

justification
• PHI is rarely exchanged during consent process (i.e. platform 

does not need to be HIPAA compliant)

HIPAA Authorization must be obtained prior to the access, use, or 
generation of past, present or future protected health information (PHI) 



• Dialog occurs between the 
subject and investigator that 
contains all of the required 
elements of informed consent.  

• Subject states their verbal 
agreement to participate and 
does not sign anything

• Investigator documents the 
conversation in the research 
record

Yes. The Common Rule states 
than an IRB may waive the 
requirement for the 
investigator to obtain a signed 
informed consent form for 
some or all subjects 
45 CFR 46.117(c)(1)

In minimal risk situations when:

• The principal risk is breach of 
confidentiality, and the consent 
form is the only link to the study

• The study involves no 
procedures for which written 
consent is normally required 
outside of research

• Cultural or community norms do 
not support individuals signing 
forms



Electronic sound, 
symbol or process 
attached to or logically 
associated with a 
record and executed or 
adopted by a person 
with the intent to sign 
the record (PA 73 PS 2260.103)

Yes. The ESIGN Act and 
the Uniform Electronic 
Transaction Act (UETA) 
establish that 
eSignatures and 
records carry the same 
weight as traditional 
paper

Any time written 
informed consent is 
required



• Signature on electronic device
• Validated signature through password protection
• Exchange of traditional consent form through electronic 

means
• REDCap or Qualtrics
• DocuSign, Adobe

Be sure to discuss methods in Electronic Data Management



• Does not meet the definition of an 
eSignature

• Requires a waiver to document 
informed consent

• Check “waiver to document 
consent: in Study Scope #2

• Justify need and upload script 
on Waiver to Document page

• Describe steps on Consent 
Process page

REMEMBER: consent process still takes 
place.  Only difference is no signature 
is obtained





• Responsible Conduct of 
Research

• Human Subject Protections
• Biomedical or
• Social and Behavioral

Must keep up to date for all study 
personnel

• Conflict of Interest

• Good Clinical Practice (GCP)

https://www.orp.pitt.edu/training/training-table-list

https://www.orp.pitt.edu/training/training-table-list


 Researcher is building the protocol
• Scientific Review takes place when leaving this state

 Ancillary Reviews and IRB review begins

 Committee Review or Expedited Review taking place

 Final clean-up prior to approval being granted

 Active state

 In Researcher’s possession for corrections



Minor Modification Major Modification

Definition

A change that would not materially 
affect an assessment of the risks and 
benefits of the study or does not 
substantially change the specific 
aims or design of the study

Any change that materially affects an 
assessment of the risks and benefits of the 
study or substantially changes the specific aims 
or design of the study

Review 
Type Expedited (regardless of risk)

Full Board (for Greater than Minimal Risk)
Expedited (for Minimal Risk unless the 
modification affects the risk level)

Examples
• Changing the timing of visits
• Changing the location of visits
• Adding a new study coordinator

• Adding a new study group
• Changing the drug route of administration
• Re-open study after suspension

It depends
• Change in enrollment numbers
• Change in primary investigator
• Change in battery of assessments



Exceptions: Prospective 
permission to deviate from the 
approved protocol (usually for one 
or a few subjects only)

• Study visit out of window

• Enroll non-English speaking 
participant

• Use MRI from prior study for 
current

• Enroll an ineligible subject

Modification: affects the overall 
study and/or study population

• Change timing of study visits

• Inclusion of special population

• Addition of radiation imaging

• Change eligibility criteria

• Study procedures involve re-
consent



Modifications must be submitted for IRB 
review and approval prior to implementation 
unless:

• Protocol deviation that may be necessary to 
eliminate an apparent immediate hazard to a 
subject 

• must be reported to the IRB as soon as possible 
afterward

• Exempt Studies & No Human Subjects unless 
the change could alter the Exempt or NHS 
status 

• Consult with reviewer

• Combined Modification and Continuing 
Review function: 

• use with caution
• Can open a Continuing Review and open a 

separate modification at the same time
• Can have two mods open at same time (1 study 

team change & 1 other parts)



Screening, Recruiting, Determining Eligibility §116(g)

An IRB may approve a protocol where an investigator 
will obtain information or biospecimens for screening, 
recruiting, or determining eligibility without informed 
consent:

• Information is obtained through oral or written 
communication with the prospective subject or 
LAR, or

• The investigator will obtain private identifiable 
information or identifiable biospecimens by 
accessing records or stored identifiable 
specimens



https://www.hrpo.pitt.edu/sites/default/files/hipaa_auth_text8.21.18_0.pdf

https://www.hrpo.pitt.edu/sites/default/files/hipaa_auth_text8.21.18_0.pdf


Don’t forget to hit submit!

Provide details if you have collaborators
• The IRB will determine if agreements are necessary 

To help your review to be quick, proofing may help do the 
trick

• Protocols are often returned because of missing documents, 
incomplete sections, and placeholders that are left behind



After FINAL approval is granted by IRB 
(or after activation if sIRB)

A formal letter is generated by PittPRO

Fiscal approval is received (if applicable)

Retroactive approval cannot be granted



412-383-1480
Main IRB number

askirb@pitt.edu
General IRB questions

orp@pitt.edu
Technical Issues

Irb.reliance@pitt.edu
Central IRB questions (aka sIRB)

mailto:askirb@pitt.edu
mailto:rcco@pitt.edu
mailto:Irb.reliance@pitt.edu
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