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Objectives

• Introduction of Palmetto Health 
Ad i i t ti R h R i (PHARR)Administrative Research Review (PHARR) 
process

• Review of the PHARR form
• Review of other PHARR processes
• Review of the new Financial Conflict of• Review of the new Financial Conflict of 
Interest policy and form
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Institutional Review Board (IRB) Process

Addition of the PHARR Process
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PHARR Process

PHARR Rollout

• July 1, 2012 – All new in‐patient clinical trials
• August 1, 2012 – All research personnel (and 
their spouses and dependent children) must 
complete the Research Financial Disclosure 
Statement

• January 1, 2013 – All new studies
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Research Compliance Website

• Go to www.palmettohealth.org

• Education, Residency Programs & Research
• Research Division
• Compliance

• All policies/procedures, forms, training 
information, etc. will be found on this website.

PHARR FORM
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Overview of PHARR Form

• Must be completed and submitted into eIRB
h t d i i iti ll b itt d f iwhen study is initially submitted for review

• Requested attachments must also uploaded 
into eIRB

eIRB

• Submit PHARR form and attachments into eIRB
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Study Identifiers

NIH/PHS Assurance

• Skip section if study is not sponsored by 
NIH/PHS./

• If Palmetto Health receives a subaward from 
USC who is a subawardee of the prime 
awardee institution, mark “YES”.
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Investigator‐Initiated Research

• Skip section if the study is not investigator‐initiated.
• Investigator initiated studies: protocols written by local• Investigator‐initiated studies:  protocols written by local 

investigators

• Type of study directs you to the next section that needs to 
be completed.  You do not need to answer questions in the 
sections that are skipped.

Drug Studies

• Skip if study does not involve drugs.
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Device Studies

• Skip if study does not involve devices.

Device Studies ‐ continued
• If “YES” and requires CMS pre‐approval, you will need to answer the 

following questions:
– Device description narrative
– Device support information

– List of comparable devices
– Similarity or variance comparison for device and comparable product
– List of physicians implanting and their NPI numbers

– Facility where device will be implanted

– Specify point of service (inpatient, outpatient, clinic)
– Indicate expected CPT, HCPCS, Revenue, and/or ICD codes for claim 

submission

• This information is required by Palmetto GBA to get pre‐approval of the 
device use in Medicare patients.

• Typically, these studies will be industry‐sponsored, and the sponsor will be 
prepared to answer these questions for you.
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Medical Privileges

• Required if the study utilizes a device or examines 
a procedure/therapy.  Skip section if not 
applicable.pp

• Information provided in this section will be 
reviewed by Palmetto Health’s Credentialing 
Committee.

Medical Privileges ‐ continued
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Research Billing

• First question – related to 
Stark / anti‐kickback statutes

Research Billing – Coverage Analysis

• Coverage Analysis is a tool that:
– Ensures all costs of a clinical trial are billed to the 
appropriate payer

– Assists in the creation of the study budgety g

– Allows appropriate wording to be included in the consent 
form

– Ensures non‐profit status of the hospital is maintained

• Coverage Analysis training will be available.
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Research Billing – Internal 
Budget/Budget Feasibility Analysis

• Internal Budget – anticipate the costs of performing the research
• Budget Feasibility Analysis:

– Provides a summary of the anticipated costs associated with the 
conduct of the study and, if funded, the negotiated budget providedconduct of the study and, if funded, the negotiated budget provided 
by the Sponsor.

– Provides an assessment of the profit/loss generated by the study and 
to determine the in‐kind items/procedures/services that Palmetto 
Health may be providing to conduct the study

• Additional training on these topics will be available.
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Certifications/Assurances

Comments/Attachments
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PI Acknowledgement/Signature

• Signature acknowledges that the principal investigator 
will:will:

– Accept responsibility for the conduct of the project
– Agree to submit changes the study for review
– Agree to use the Research Registration form and Request 
for Research Billing form as needed

• NIH/PHS Acknowledgement

Application is true complete and accurate– Application is true, complete and accurate
– Agree that any false, fictitious or fraudulent statements 
may result in penalties

– Accept responsibility for scientific conduct and reporting

Administrative Acknowledgements
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Administrative Acknowledgements ‐
continued

• Obtain signature from VP over area that is most impacted by 
the study.
– This ensures upper management is aware of the study in the service 

area and ensure resources are available for the study.

• Suggested items to share with the VP
– Study summary

– Impacted Services Agreements

– Budget Feasibility Analysis

• Continue to complete the Impacted Services – these 
signatures of acknowledgement are in addition to the 
Impacted Services agreement(s).

The Review Process

• Once all reviews/approvals are complete, a 
final letter will be issued by the Researchfinal letter will be issued by the Research 
Compliance office.

• The Research Compliance letter will outline 
any additional responsibilities of the 
Investigator during the conduct of the study.
Th R h C li l tt d th IRB• The Research Compliance letter and the IRB 
letter MUST be received prior to starting the 
study.
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OTHER PHARR PROCESS ITEMS

Effort Reporting
• Requirement per OMB Circular A‐110
• Applicabilitypp y

– Federally sponsored research
– Palmetto Health employed Investigators and Research Staff 

whose salaries are directly chargeable to the study
– All non‐employed Investigators if employer does not have effort 

reporting mechanism

• Complete the Effort Report Form
– Provide effort expended on organized research, patient care, p g p

instruction and training, indirect activities, and other hospital 
activities

– Monthly basis
– Send completed form to

Research‐Assist@PalmettoHealth.org
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Research Registration
• Provides notification to Palmetto Health entities of 
patient encounters (e.g. pre‐registration, coding, 
patient accounts, and case management)

• Applicability
– Subject encounters requiring notification:  the PHARR 
letter will notify Investigator if notification is required

• Complete a Research Registration form
– Provide appropriate patient and encounter information

d l d f h h– Send completed form to either Research‐
Baptist@PalmettoHealth.org or Research‐
Richland@PalmettoHealth.org

– Must be sent within 24 hours of the subject encounter

Request for Research Billing
• Notifies Research Compliance of a subject encounter that occurs at the 

hospitals (excludes physician practices) that involves any research‐related 
items/procedures/services that are paid by the Sponsor and/or not 
billable to the subject

• Applicability

– Subject encounters requiring modification of billing (i.e. charges to be 
removed from the subject’s bill):  the PHARR letter will notify 
Investigator if notification is required

• Complete the Request for Research Billing form
– Provide appropriate subject information and the 

item/procedure/service rendered
– Send completed form to Research‐Assist@PalmettoHealth.org

– Must be sent within 48 hours of the research‐related 
item/procedure/service
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Palmetto Health Administrative 
Research Review Policy

• Outlines the steps for Investigators to take to 
ti i t i h t P l tt H lthparticipate in research at Palmetto Health.

• Provides Investigators framework of the 
proper conduct of research.

Other Research Related Policies
• Objectivity in Research (Potential Financial 
Conflict of Interest)Conflict of Interest)

• Publication/Presentation of Research Results
• Sponsored Research Award
• Debarment and Suspension in Research
• Research Misconduct

• Will be available on myPal/myManuals
(internally) and on www.palmettohealth.org 
(externally)
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FINANCIAL CONFLICT OF INTEREST 
(FCOI)

COI in the News
• Researchers Fail to Reveal Full Drug Pay

– June 8, 2008 New York Times

– Dr. Joseph Biederman, world‐renowned Harvard child 
psychiatrist

– Earned at least $1.6 million in consulting fees from 
drug makers from 2000 to 2007 but failed to report 
all but about $200,000 of this income to university 
officials

• Top Psychiatrist Didn’t Report Drug Makers’ Pay
– October 4, 2008 New York Times

Dr Charles Nemeroff top psychiatrist from Emory– Dr. Charles Nemeroff, top psychiatrist from Emory 
University

– Earned more than $2.8 million in consulting 
arrangements with drug makers from 2000 to 2007, 
failed to report at least $1.2 million of that income to 
his university and violated federal research rules
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FCOI Compliance at PH

• New FCOI regulation
– 42 CFR 50 Part F
– Compliance date of no later than August 24, 2012

• New Palmetto Health policy
– Objectivity in Research (Potential Conflict of 
Interest) PolicyInterest) Policy

– Effective August 1, 2012
– New Research Financial Disclosure
Statement to complete 

Who needs to submit

• Research Personnel
– Project director or principal investigator
– Any other person, who contributes to the 
scientific development or execution of a project in 
a substantive, measurable way.

• Research Personnel’s spouse and dependent 
children
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Timing of Statement submission

• Initial Research Financial Disclosure Statement

N l t th th ti f li ti f PHS– No later than the time of application for PHS‐
funded research, OR

– At the time of study submission to the 
Institutional Review Board (IRB) for
all other research

• AnnuallyAnnually

• Within 30 days of discovering or acquiring a 
new financial interest

FCOI Re ieFCOI Review
Process
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Significant Financial Interest (SFI)
• Any remuneration (salary or any 

payment for services) or equity 
interest in a p blicl traded companinterest in a publicly traded company 
that exceed $5,000 when aggregated 
over 12 month

• Any remuneration in a non‐publicly 
traded company that exceed $5,000 
when aggregated over 12 month

• Intellectual property rights and 
interest upon receipt of income 
related to the rights and interests

• Includes reimbursed or sponsored 
travel

Other Definitions

• An SFI is “related to the research” when the 
SFISFI

– Could be affected by the funded research
– Is in an entity whose financial interest could be 
affected by the research

• Conflict of Interest
– Exists when the SFI could directly and significantly 
affect the design, conduct, or reporting of the 
research
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Possible FCOI Management Plans
• Public disclosure of the FCOI
• Disclosure of the FCOI to the research 

participants

• Appointment of an independent 
monitor

• Modification of the research plan
• Change of personnel or personnel 

responsibilities

• Reduction of elimination of the 
financial interest

• Severance of relationships that create 
the FCOI

Palmetto Health Responsibilities

• Review of the financial interests
• Notification of the IRB and sponsor
• Post policy on external website
• Respond to any individual request for 
information concerning significant financial 
interest disclosuresinterest disclosures

• Retain records
• Provide FCOI training
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Research Financial Disclosure Statement

Research Financial Disclosure 
Statement ‐ continued
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Research Financial Disclosure 
Statement ‐ continued

Future Training Sessions
• Monday, June 4th – 10:00 AM
• Monday, June 25th – 1:30 PMy,

• Monday, July 9th – 10:00 AM
• Wednesday, October 17th – 2:00 PM
• November, November 12th – 1:30 PM
• Monday, December 17th – 10 AM

• Training sessions will be:
– Approximately 1 hour in length
– Held in 9 Med Park, Room 130

• Register for the sessions by emailing Research‐Assist@PalmettoHealth.org

– Registration is now open for any of the sessions
– Please register for a session at least 24 hours prior to the scheduled date/time

• On‐line training sessions will be available
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Contact Information

General Email Mailbox

Research‐Assist@PalmettoHealth.org

Rebecca Marigliano, PhD
Rebecca.Marigliano@PalmettoHealth.org

803‐434‐4898

QUESTIONS


