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Research AdministrationResearch Administration
Overview:Overview:

•• Sponsored Programs Sponsored Programs
•• Clinical Trials Clinical Trials
•• Research Development Research Development
•• Research Compliance Research Compliance
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Sponsored Programs Office:Sponsored Programs Office:

••Federal, State and Non-Federal, State and Non-
Profit Grant Review andProfit Grant Review and
SubmissionSubmission
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Clinical Trials Office:Clinical Trials Office:

•• Pharmaceutical/DevicePharmaceutical/Device
Company and PI InitiatedCompany and PI Initiated
(funded) Contract Review(funded) Contract Review
and Submission.and Submission.
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Research Development:Research Development:

Assists faculty and staff to identifyAssists faculty and staff to identify
extramural sponsors for theirextramural sponsors for their
research and related programsresearch and related programs

•• Administers the IntramuralAdministers the Intramural
   Research Grant Program   Research Grant Program
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Research Compliance:Research Compliance:

•• Institutional Review Board (IRB)Institutional Review Board (IRB)
•• Research MisconductResearch Misconduct
•• Quality Assessment & ImprovementQuality Assessment & Improvement

Program (QAIP)Program (QAIP)
•• Institutional Biosafety Committee (IBC)Institutional Biosafety Committee (IBC)
•• Radiation Safety Committee (RSC)Radiation Safety Committee (RSC)
•• Committee for the Humane Use of AnimalsCommittee for the Humane Use of Animals

(CHUA)(CHUA)
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C I T I:C I T I:
CCollaborative ollaborative IInstitutional nstitutional TTrainingraining

IInitiativenitiative
•• All faculty, staff and students, whoAll faculty, staff and students, who

participate in the conduct of researchparticipate in the conduct of research
involving human subjects, areinvolving human subjects, are
required to successfully complete therequired to successfully complete the
web based education program, CITI.web based education program, CITI.
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C I T IC I T I

•• Certification of completion for theCertification of completion for the
initial CITI training program is validinitial CITI training program is valid
for for three yearsthree years. Re-certification is. Re-certification is
required required every three years thereafterevery three years thereafter..

••http://http://www.upstate.edu/www.upstate.edu/researresear
chadmin/irb/citi_reg.phpchadmin/irb/citi_reg.php
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CRA Professional OrganizationsCRA Professional Organizations

•• SoCRASoCRA: Society of Clinical: Society of Clinical
 Research Associates Research Associates

http://http://www.socra.orgwww.socra.org//

•• ACRP: Association of Clinical ACRP: Association of Clinical 
      Research Professionals      Research Professionals

          http://http://www.acrpnet.orgwww.acrpnet.org//
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Professional Organizations Provide:Professional Organizations Provide:

•• Certification ProgramsCertification Programs
•• Educational Programs & WorkshopsEducational Programs & Workshops
•• Annual ConferencesAnnual Conferences
•• Professional Journals:Professional Journals:

--““SoCRA SourceSoCRA Source””
--““The MonitorThe Monitor””
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CRA Educational Opportunities:CRA Educational Opportunities:

•• ‘‘Hot TopicsHot Topics’’  Presentations:  useful info, CMEPresentations:  useful info, CME
credit, opportunity to visit with other credit, opportunity to visit with other CRAsCRAs,,
and lunch (~ monthly)and lunch (~ monthly)

•• ‘‘Research ForumResearch Forum’’: Quarterly newsletter for: Quarterly newsletter for
the Office of Research Administrationthe Office of Research Administration

•• Health Sciences LibraryHealth Sciences Library
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Topic:Topic:

  Agencies,  Agencies,
  Policies,  Policies,

  Regulations  Regulations
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DHHS: 45 CFR 46DHHS: 45 CFR 46
(the Common Rule):(the Common Rule):

•• IRB membership and functionsIRB membership and functions
•• Informed ConsentInformed Consent
•• Additional protections for vulnerableAdditional protections for vulnerable

populations:populations:
––Fetuses, pregnant women, in-vitroFetuses, pregnant women, in-vitro……
––PrisonersPrisoners
––ChildrenChildren
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FDA Regulations:FDA Regulations:

21 CFR 50: Protection of Human Subjects21 CFR 50: Protection of Human Subjects
21 CFR 54: PI Financial Disclosure21 CFR 54: PI Financial Disclosure
21 CFR 56: Institutional Review Boards21 CFR 56: Institutional Review Boards
21 CFR 312:Invest. New Drug Application21 CFR 312:Invest. New Drug Application
21 CFR 812: Invest. Device Exemptions21 CFR 812: Invest. Device Exemptions
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FDA Form 1571:FDA Form 1571:
Investigational New Drug (IND)Investigational New Drug (IND)

ApplicationApplication

FDAFDA’’s primary objectives:s primary objectives:
•• Assure the safety and rights of subjects (inAssure the safety and rights of subjects (in

all phases of investigation)all phases of investigation)
•• Help assure that quality of the scientificHelp assure that quality of the scientific

evaluation is adequate in evaluating theevaluation is adequate in evaluating the
drugdrug’’s effectiveness and safety (Phases 2s effectiveness and safety (Phases 2
and 3)and 3)
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FDA Form 1572:FDA Form 1572:
  ““Statement of InvestigatorStatement of Investigator””

•• Summarizes what the FDA requiresSummarizes what the FDA requires
for an acceptable clinical studyfor an acceptable clinical study

•• Statement of qualifications (CV)Statement of qualifications (CV)
•• InvestigatorInvestigator’’s signed agreement tos signed agreement to

conduct study according to the currentconduct study according to the current
protocol and in compliance with federalprotocol and in compliance with federal
regulationsregulations
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FDA Forms: FDA Forms: MedWatchMedWatch

••MedWatchMedWatch allows healthcare allows healthcare
professionals and consumers toprofessionals and consumers to
report serious problems that theyreport serious problems that they
suspect are associated with thesuspect are associated with the
drugs and medical devices theydrugs and medical devices they
prescribe, dispense, or useprescribe, dispense, or use
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OHRPOHRP: : Office for HumanOffice for Human
Research ProtectionsResearch Protections
•• Part of DHHSPart of DHHS
•• provides oversight and guidance forprovides oversight and guidance for

human subject researchhuman subject research
•• develops educational programsdevelops educational programs
•• FWA is the formal agreement with OHRPFWA is the formal agreement with OHRP

to comply with the regulations pertainingto comply with the regulations pertaining
to human subject protectionsto human subject protections
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HIPAA Regulations:HIPAA Regulations:
The The ““Privacy RulePrivacy Rule””

•• Part of the Health Insurance PortabilityPart of the Health Insurance Portability
and Accountability Act of 1996and Accountability Act of 1996

•• Protects the use andProtects the use and
    disclosure of protected    disclosure of protected
    health information (PHI)    health information (PHI)
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HIPAA: Notice of Privacy PracticesHIPAA: Notice of Privacy Practices

•• UpstateUpstate’’s Notice of Privacy Practicess Notice of Privacy Practices
(NOPP) must be provided to research(NOPP) must be provided to research
subjects (if not waived)subjects (if not waived)

•• NOPP is notice of how the institution mayNOPP is notice of how the institution may
use or disclose an individualuse or disclose an individual’’s PHI, thes PHI, the
individuals rights and the institutionindividuals rights and the institution’’s legals legal
dutiesduties
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HIPAAHIPAA
•• UpstateUpstate’’s Notice of Privacy Practices cans Notice of Privacy Practices can

be printed from the IRB and other Upstatebe printed from the IRB and other Upstate
websites, or hardcopies can be obtainedwebsites, or hardcopies can be obtained
through Central Storesthrough Central Stores

•• May be different from medical office NOPP,May be different from medical office NOPP,
so make sure the so make sure the UpstateUpstate NOPP is given to NOPP is given to
research subjectsresearch subjects

•• DocumentDocument that NOPP was given that NOPP was given
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  ICH Guidelines forICH Guidelines for
Good Clinical Practice (GCP):Good Clinical Practice (GCP):

•• An international ethical and scientificAn international ethical and scientific
quality standard for designing, conducting,quality standard for designing, conducting,
recording, and reporting trials that involverecording, and reporting trials that involve
the participation of human subjects.the participation of human subjects.

•• Compliance provides public assurance thatCompliance provides public assurance that
1. the rights, safety, and wellbeing of 1. the rights, safety, and wellbeing of 
       trial subjects are protected       trial subjects are protected
2. the clinical trial data are credible.2. the clinical trial data are credible.
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ICH GCP Guidelines:ICH GCP Guidelines:

•• Informed Consent ProcessInformed Consent Process
•• Accurate collection of dataAccurate collection of data
•• Maintaining of audit trailsMaintaining of audit trails
•• Reporting adverse eventsReporting adverse events
•• Record retentionRecord retention
•• http://www.fda.gov/cder/guidance/959fnl.http://www.fda.gov/cder/guidance/959fnl.

pdfpdf
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Upstate IRBUpstate IRB
Guidelines and Policies:Guidelines and Policies:

http://http://www.upstate.edu/researchawww.upstate.edu/researcha
dmin/irb/policies_guidelines.phpdmin/irb/policies_guidelines.php
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Topic:Topic:

      InformedInformed
   Consent   Consent
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Which of the following subjects doWhich of the following subjects do
you want in you want in youryour study? study?

  double blinded
study visit 23…

Blood draw #6..

Sign
here:________
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Subject #1Subject #1

  ““Unless youUnless you’’ve studied medicine, you donve studied medicine, you don’’tt
know what youknow what you’’re signing.  It was Greekre signing.  It was Greek
to me.  No one ever really explainedto me.  No one ever really explained
anything to me.  They handed me theanything to me.  They handed me the
papers and gave me a lot of time to lookpapers and gave me a lot of time to look
them over.  I just asked a few questions,them over.  I just asked a few questions,
then went ahead and signed it.  That wasthen went ahead and signed it.  That was
probably a stupid thing to do.probably a stupid thing to do.””
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Subject #2Subject #2

““They wanted to make sure I knew exactlyThey wanted to make sure I knew exactly
what the terms were.  They explainedwhat the terms were.  They explained
everything very well and said what theeverything very well and said what the
risks were and side effects might haverisks were and side effects might have
been.  And they were forever remindingbeen.  And they were forever reminding
me that if I had any problems to callme that if I had any problems to call
immediately.  They also made it clear thatimmediately.  They also made it clear that
I could ask questions or stop at any time.I could ask questions or stop at any time.””
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Informed Consent:Informed Consent:

Informed consent is aInformed consent is a
    process process by which a subjectby which a subject

voluntarilyvoluntarily  confirms aconfirms a
willingness to participate in awillingness to participate in a
particular trial, after having beenparticular trial, after having been
informedinformed of all aspects of the of all aspects of the
trialtrial
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Informed Consent Key Words:Informed Consent Key Words:

Process:Process:
••  Ongoing interactive dialogueOngoing interactive dialogue
••  Begins before enrollment Begins before enrollment
••  Continues until participation is Continues until participation is

completecomplete
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Informed Consent Key Words:Informed Consent Key Words:

Voluntary:Voluntary:
••without undue influencewithout undue influence
••without improper rewardwithout improper reward
••without threats or coercionwithout threats or coercion
••without manipulationwithout manipulation
••without use of authoritywithout use of authority
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Informed Consent Key Words:Informed Consent Key Words:

Informed:Informed:
•• Information sufficient in amount toInformation sufficient in amount to

make a knowledgeable decisionmake a knowledgeable decision
••At the correct educational levelAt the correct educational level
•• In language that is understandableIn language that is understandable

to the subjectto the subject
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Consent Form IRB Stamp:Consent Form IRB Stamp:

•• Consent forms Consent forms must have an IRBmust have an IRB
stamp at the bottom of eachstamp at the bottom of each
page.page.

•• This stamp signifies IRB approvalThis stamp signifies IRB approval
•• The stamp contains the expirationThe stamp contains the expiration

date of consent form, and maydate of consent form, and may
contain a revision datecontain a revision date
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Is a Witness Signature aIs a Witness Signature a
Regulatory Requirement?Regulatory Requirement?
•• Answer: NoAnswer: No
     Witness signatures are included     Witness signatures are included

   if the sponsor or IRB requires it   if the sponsor or IRB requires it
•• Reasons to include a witness signature:Reasons to include a witness signature:

-High risk studies-High risk studies
-Studies involving vulnerable populations-Studies involving vulnerable populations
-Investigator protection-Investigator protection

•• ButBut……if a witness line is there, use itif a witness line is there, use it
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““OptionalOptional”” or  or ““ChoiceChoice”” Boxes: Boxes:

    ““specimen bankingspecimen banking””
or or ““future contactfuture contact””

Tip:Tip: Unless completed you do  Unless completed you do notnot
have written permission tohave written permission to
conduct options.  Considerconduct options.  Consider
moving box to signature page.moving box to signature page.
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Remember:Remember:

•• Make sure that all lines of the signedMake sure that all lines of the signed
consent document are completed, andconsent document are completed, and
that each signature is personally datedthat each signature is personally dated

•• Make sure that every enrolled subjectMake sure that every enrolled subject
receives a signed copy of their receives a signed copy of their ENTIREENTIRE
consent form, consent form, documentdocument that you did that you did
so.so.
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Remember:Remember:

••Never use an unstamped consentNever use an unstamped consent
document  document  

•• Always use the most currentAlways use the most current
approved version of the consentapproved version of the consent
documentdocument
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Remember:Remember:

••Keep Keep allall pages of original signed pages of original signed
consent documents for everyconsent documents for every
subject you have enrolledsubject you have enrolled

    (even screen-fails)    (even screen-fails)
••Never make handwritten changesNever make handwritten changes

to any consent documentto any consent document
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Consent Must Be:Consent Must Be:

•• obtained prior to any studyobtained prior to any study
procedure, including screeningprocedure, including screening

•• obtained by a study team memberobtained by a study team member
listed on the IRB application who haslisted on the IRB application who has
the authority (granted by the PI) tothe authority (granted by the PI) to
obtain consentobtain consent
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Topic:Topic:

DocumentationDocumentation
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A Word to the Wise:A Word to the Wise:

••OrganizeOrganize
••OrganizeOrganize
••OrganizeOrganize
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Study Documentation:Study Documentation:

•• Note-to-FileNote-to-File
•• Source Documents: Source Documents: ““raw dataraw data””

-hospital and clinic charts-hospital and clinic charts
-laboratory and radiology reports-laboratory and radiology reports
-EKGs-EKGs

•• Laboratory Documentation:Laboratory Documentation:
-University Hospital Pathology Manual-University Hospital Pathology Manual
-CV of Lab Administrator-CV of Lab Administrator
-lab certification-lab certification

•• Subject Enrollment LogSubject Enrollment Log
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Topic:Topic:

Monitoring VisitsMonitoring Visits
&&

AuditsAudits
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3 types:3 types:

••QAIP Site VisitsQAIP Site Visits
••Sponsor VisitsSponsor Visits
••FDA AuditsFDA Audits
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QAIP: Quality Assessment &QAIP: Quality Assessment &
Improvement ProgramImprovement Program

•• established in the fall of 2005established in the fall of 2005
•• a post (IRB) approval a post (IRB) approval internalinternal

monitoring programmonitoring program
•• provides subjects with an extra levelprovides subjects with an extra level

of protection by reviewing theof protection by reviewing the
conduct of the study in real timeconduct of the study in real time

•• Over 90 site visits conducted so farOver 90 site visits conducted so far
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Quality Assessment & Improvement Program:Quality Assessment & Improvement Program:

•• conducts routine study site visitsconducts routine study site visits
•• provides on-site education to PI/staffprovides on-site education to PI/staff
•• suggests best practice proceduressuggests best practice procedures
•• investigates problems or complaintsinvestigates problems or complaints
•• provides the Vice President for Researchprovides the Vice President for Research

and the IRB with info on complianceand the IRB with info on compliance
•• can act as a liaison between thecan act as a liaison between the

investigator and the IRBinvestigator and the IRB
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Steps of QAIP Site Visit:Steps of QAIP Site Visit:

•• Interview Interview
•• Records Review Records Review
•• Wrap-up Meeting Wrap-up Meeting
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Sponsor/CRO Monitoring Visits:Sponsor/CRO Monitoring Visits:

•• For studies that make a high contributionFor studies that make a high contribution
to sponsorto sponsor’’s development programss development programs

•• For studies where it appears there mayFor studies where it appears there may
be compliance problemsbe compliance problems

•• For studies where the sponsor knows orFor studies where the sponsor knows or
suspects there will be an FDA auditsuspects there will be an FDA audit

•• Periodic routine oversightPeriodic routine oversight
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FDA Audits: 3 typesFDA Audits: 3 types
•• Bioequivalence study inspection:Bioequivalence study inspection:

(When one study is the sole basis for(When one study is the sole basis for
a druga drug’’s approval)s approval)

•• Study-related: (studies that areStudy-related: (studies that are
important to a New Drug Application)important to a New Drug Application)

•• Investigator-related: (a large numberInvestigator-related: (a large number
or pivotal study, work outside PIor pivotal study, work outside PI
specialty, findings inconsistent withspecialty, findings inconsistent with
other sites, sponsor or IRB concerns,other sites, sponsor or IRB concerns,
subject complaint, etc.)subject complaint, etc.)
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(from (from The The CRCCRC’’ss Guide to Coordinating Clinical Research Guide to Coordinating Clinical Research))

A few Last Thoughts:A few Last Thoughts:

•• The safety and well-being of your studyThe safety and well-being of your study
subjects subjects alwaysalways comes first comes first

•• Establish a good, collegial workingEstablish a good, collegial working
relationship with your investigatorrelationship with your investigator

•• Know your protocols and case reportKnow your protocols and case report
forms thoroughlyforms thoroughly

•• Keep organizedKeep organized
•• Read the regulationsRead the regulations
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•• Think of your sponsor monitors as theThink of your sponsor monitors as the
other half of the teamother half of the team

•• DonDon’’t be afraid to admit you dont be afraid to admit you don’’t knowt know
somethingsomething——find outfind out

•• DonDon’’t be afraid to admit mistakest be afraid to admit mistakes
•• Remember that you areRemember that you are
    making a difference in    making a difference in
    people    people’’s livess lives
•• Be niceBe nice
•• SmileSmile
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Contact Info: QAIPContact Info: QAIP

•• Robin Cerro, NP, MSNRobin Cerro, NP, MSN

Quality Assessment & ImprovementQuality Assessment & Improvement
Program (QAIP) CoordinatorProgram (QAIP) Coordinator
315-464-4317315-464-4317
cerror@upstate.educerror@upstate.edu
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Contact Info: IRB OfficeContact Info: IRB Office

•• Marti Benedict, RN, BSNMarti Benedict, RN, BSN
IRB/IBC Administrator & Chief Compliance Officer forIRB/IBC Administrator & Chief Compliance Officer for
ResearchResearch
315-464-4317315-464-4317
benedicm@upstate.edubenedicm@upstate.edu

•• Patrick Hickey, BAPatrick Hickey, BA
IRB CoordinatorIRB Coordinator
315-464-4317315-464-4317
hickeyp@upstate.eduhickeyp@upstate.edu

•• Lynn GleasonLynn Gleason
Administrative AssistantAdministrative Assistant
315-464-4317315-464-4317
gleasoly@upstate.edu
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Contact Info: Research DevelopmentContact Info: Research Development

•• Barbara HumphreyBarbara Humphrey
Research Development CoordinatorResearch Development Coordinator
464-4322464-4322
464-4318464-4318
humphreb@upstate.eduhumphreb@upstate.edu
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Contact Info: Sponsored Programs &Contact Info: Sponsored Programs &
Clinical TrialsClinical Trials

•• David W. TempleDavid W. Temple
Director, Research AdministrationDirector, Research Administration
templed@upstate.edutempled@upstate.edu

•• Jennifer A. Jennifer A. RudesRudes
Sponsored Programs Assistant & clinical trialsSponsored Programs Assistant & clinical trials
rudesj@upstate.edurudesj@upstate.edu

•• Kathleen E. Kathleen E. PazarasPazaras
Administrative AssistantAdministrative Assistant
pazarask@upstate.edupazarask@upstate.edu

Phone: 464-5476Phone: 464-5476
FAX: 464-5386FAX: 464-5386
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The IRB and IBC

Institutional Review Board &
Institutional BioSafety Committee
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What is an IRB?

 An administrative body established to protect
the rights and welfare of human research
subjects recruited to participate in research
activities.
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What is Research?

Federal Regulations define research as:

“A systematic investigation, including research
development, testing and evaluation,
designed to develop or contribute to
generalizable knowledge”
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What is a Human Subject?

Human Subjects are defined as living
individuals about whom an investigator
conducting research obtains:

 data through intervention or interaction or,
 identifiable private information.
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IRB PURVIEW

 The IRB reviews ALL research involving human subjects

This includes:
– human tissue

– medical records

– surveys of human subjects

 Applies to human subject research conducted by our
faculty & staff - on or off campus.
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IRB Meetings

 A majority of the IRB members must be present
to convene a meeting
–  including at least one non-scientist member

 A majority (of the members present) vote is
required to pass any motion.

 The Upstate IRB meets monthly
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IRB REVIEW

 A comprehensive review includes:
– Scientific Review
– Ethical Review
– Compliance with Regulations

 Research may need additional reviews     (e.g.,
UH, SU, VAMC, etc.)

 No one can reverse a disapproval by the IRB
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Scientific Review- An IRB Obligation

 The principle of beneficence (Belmont
Report) requires that the study design
can answer the research question

 Without an adequate research design
and implementation, the study is
useless, and does not therefore justify
the use of  human subjects, regardless
of the level of risks  involved.
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How the IRB Review Works

Study DesignStudy Design
Risk  AssessmentRisk  Assessment

Benefit AssessmentBenefit Assessment
Study Team (Study Team (COIsCOIs))

Subject Selection:
Who & Where

Informed Consent Process
Voluntary Participation

Privacy& Confidentiality
Recruitment (how & when)
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Requirement for IRB’s to Monitor Approved
Research

 Continuing IRB review of all approved studies is
required

– at intervals appropriate to the degree of risk,
– but not less than once per year.

 The IRB determines the approval period at initial
review.

 The IRB has the authority to observe or have a third
party observe the consent process and the research.



April 14, 2003
Marti Benedict
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 Common Rule      Privacy Rule
1. Choose an Entree

EXEMPT

EXPEDITED

FULL BOARD

2. Choice must be based 
on criteria outlined in the
 common rule (45CFR 46).
IRB Review is based 
 on the ethical principles 
(respect, beneficence, justice)

3. Pick an appropriate
wine to complement 

your entree

AUTHORIZATION

WAIVER

DE-IDENTIFICATION

LIMITED DATA
SET
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The Mission of the IRB

TO PROTECT THE RIGHTS AND WELFARE
OF RESEARCH SUBJECTS

“If we knew what it was we were doing, it would
 not be called research, would it ?”
Albert Einstein
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Institutional Biosafety Committee

 The National Institutes of Health has official
authority over IBCs

 The IBC reviews research which involves
–  recombinant DNA
–  infectious agents
–  bio-hazardous agents
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What is the purpose of an IBC?

 The IBC reviews recombinant DNA research
projects for compliance with the NIH
Guidelines.

this includes:
– Containment levels
– Facilities
– Institutional procedures and practices
– Training and expertise of personnel
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Why is an IBC needed?

 To protect the public
 To protect the environment
 To protect the investigator
 To protect the staff
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Human blood, fresh tissue, & body fluids

 Because all human blood, fresh tissue, or
body fluids must be regarded as possibly
infected with blood borne pathogens, the
Upstate IBC will:
– review procedures for safe handling
– inspect Upstate research facilities where human

blood, fresh human tissue, or body fluids are
used, or research facilities used by Upstate
research personnel, to ensure maximum safety.
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IBC Review Procedures for Clinical
Research vs. Basic Science Research

– Different application forms, policies and
requirements

– Clinical research generally does not require
review at a convened IBC meeting

– Site visits are always required for research using
human blood, fresh tissue, or body fluids
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Training Requirements

 All employees working with potentially
infected substances must complete the
training offered by the Department of
Environmental Health & Safety, and
extended training offered by their laboratory
supervisor
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Access to Patient
Information
and Electronic Data

Cindy Nappa
Institutional Privacy Administrator
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Access to CAIS for Research Purposes *

 Privacy & Security Rule require ‘role-based access’ (RBA)
controls

 Implementation is a balance between technology capabilities
and policy/procedure

 No perfect RBA model as long as human behavior is part of the
equation.

 Must only access records of research
    subjects

* Administrative Policy P-45 Use & Disclosure of PHI for Research Purposes
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Access to Electronic PHI for Research

If not in direct patient care role:

 Study must entail recurring data needs

 Justification that it is not practicable to obtain PHI from other
sources

 Access not granted for reviews preparatory to research

 Must be listed as a study team member on the approved IRB
application
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Process for Obtaining Access to E-PHI

Completion of the following:

 Research Request for Access Form        Completed by PI and
Requestor; serves as attestation that pre-requirements have been met
and conditions of access

 Review and Approval by the Privacy Officer        forwarded to the
Security Coordinator

 Access set-up under ‘Research View’        search by medical record
number or two identifiers

 Cyclic/Response Auditing        determine accounts accessed and
utilization of access
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Clinical Trials

Budgets and Agreements
Role of the Research Foundation of
SUNY
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Role of the Research Foundation

A 1977 Agreement between SUNY and the RF
provides the RF with sole authority to administer
sponsored program activities.

The RF is a private, nonprofit, 501(c )(3)
educational corporation.  It is not a state agency.

Signatory on all contracts, agreements,
amendments.  (PI’s are not authorized to sign)
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CTO ServicesCTO Services
 Central contact point for SUNY Upstate

researchers, coordinators and sponsors
 Match study opportunities with our

researchers
 Coordinate and track clinical trial pre-

award contract process
 Assist w/ Budget review and negotiation
 Maintain CTO website:

http://www.upstate.edu/researchadmin/clintrials
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BudgetsBudgets
 CTO Fact Sheet
 1x Fees 
 Indirect Cost Rate
 Patient Costs (Professional &

Technical Components)
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Clinical Trial Agreements

 CTO receives the ‘Draft’
agreement/budget.

 CTO routes draft to RF … constant
contact while under legal review.

 RF review … involves language content
only, ie.. Indemnification,
publication,etc.
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CTA - continued

When budget and agreement are
finalized by all parties.  CTO receives
either hard copy/electronic copy for PI
signature.  (Coordinate w/ CRA to obtain
signatures)

Fully executed received, IRB approval
obtained, CFS received - RF account
established.
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Clinical Trials OfficeClinical Trials Office

Jennifer A. Rudes, Clinical Trials Officer
Kathleen E. Pazaras, Administrative Assistant
1212 Weiskotten Hall, Syracuse, NY  13210
315-464-5476  /  FAX 315-464-5386
RudesJ@upstate.edu

 Just give us a call – or come on in!
 Open Monday – Friday, 8:30 a.m. to 4:30 p.m.
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CLINICAL RESEARCH BILLINGCLINICAL RESEARCH BILLING

Gerri PaparellaGerri Paparella
Research Billing CoordinatorResearch Billing Coordinator

Financial ServicesFinancial Services
University HospitalUniversity Hospital

464-4824464-4824
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Discussion AreasDiscussion Areas

•• BudgetingBudgeting

•• Billing ProcessBilling Process
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BudgetingBudgeting

•• CarefullyCarefully review study protocol review study protocol

•• Identify Identify allall clinical services clinical services

•• Differentiate between Differentiate between ““routineroutine
servicesservices”” (SOC) and  (SOC) and ““researchresearch
servicesservices””

•• Obtain pricing information forObtain pricing information for
services to be paid from researchservices to be paid from research
grantgrant

•• Negotiate a realistic amount fromNegotiate a realistic amount from
sponsorsponsor
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Budgeting for Clinical ServicesBudgeting for Clinical Services
TipsTips

•• Know Know wherewhere each service will be provided e.g., each service will be provided e.g.,
CRU, UH clinic, MSG private officeCRU, UH clinic, MSG private office

•• Know specific CPT code for servicesKnow specific CPT code for services

•• Obtain professional Obtain professional andand technical fee for services technical fee for services

•• Factor an increase in costs for multi-year studyFactor an increase in costs for multi-year study
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Obtaining Fee InformationObtaining Fee Information

•• Hospital ServicesHospital Services  –– (e.g. technical component for (e.g. technical component for
clinic visit or radiology, use of OR, lab servicesclinic visit or radiology, use of OR, lab services
etc.) contact  Anne Hoston in Financial Services-etc.) contact  Anne Hoston in Financial Services-
email email cdmcoord@upstate.educdmcoord@upstate.edu, phone 464-8384, phone 464-8384

•• Professional Services-Professional Services- (e.g. UH clinic visit, (e.g. UH clinic visit,
radiology, ECG interpretation) contact theradiology, ECG interpretation) contact the
appropriate MSGappropriate MSG
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Five Budget Mistakes:Five Budget Mistakes:

•• Accepting the sponsorAccepting the sponsor’’s proposed budgets proposed budget
without quantify your costswithout quantify your costs

•• Ignoring details of the protocolIgnoring details of the protocol
•• Not seeing case report forms beforeNot seeing case report forms before

finalizing budgetfinalizing budget
•• Not obtaining accurate fees (professionalNot obtaining accurate fees (professional

ANDAND  technical)  technical)
•• Accepting any lossAccepting any loss
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Routine Medical ServiceRoutine Medical Service
(Standard of Care) Billable to(Standard of Care) Billable to
InsuranceInsurance
VsVs
Research Service Billable toResearch Service Billable to
Research GrantResearch Grant
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Why is it important to delineateWhy is it important to delineate
payment responsibility?payment responsibility?

   Billing insurance for payment of services   Billing insurance for payment of services
that meets the guidelines established bythat meets the guidelines established by
Medicare, Medicaid or any other payer asMedicare, Medicaid or any other payer as
““researchresearch”” is fraudulent billing.  Submitting is fraudulent billing.  Submitting
a false claim to Medicare may result ina false claim to Medicare may result in
substantial civil and possibly criminal lawsubstantial civil and possibly criminal law
penalties, sanctions and exclusion frompenalties, sanctions and exclusion from
future participation.future participation.



SUNY Upstate Medical UniversitySUNY Upstate Medical University
2/26/20092/26/2009

Research Billing ProcessResearch Billing Process
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Why We have a ProcessWhy We have a Process

  To address concerns of the government  To address concerns of the government
and to provide safeguards that medicaland to provide safeguards that medical
services provided to subjects enrolled inservices provided to subjects enrolled in
research studies are billed to and paid byresearch studies are billed to and paid by
the appropriate entitythe appropriate entity
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BILLING PROCESSBILLING PROCESS
•• Complete CFS (submit to CTO) Complete CFS (submit to CTO) oror  ““Research Billing FormResearch Billing Form”” (submit (submit

to PFS)to PFS)

••  Upon IRB approval & issuance of  project/award number notify IMT Upon IRB approval & issuance of  project/award number notify IMT

•• Obtain CAIS access (CRA View).  Complete Request for Access toObtain CAIS access (CRA View).  Complete Request for Access to
Electronic Individually Identifiable Health Information (IIHI) forElectronic Individually Identifiable Health Information (IIHI) for
Research Purposes.Research Purposes.

•• As subjects are enrolled in the study flag each subject in CAISAs subjects are enrolled in the study flag each subject in CAIS

•• At each study visit confirm subject is registered as At each study visit confirm subject is registered as ““RESEARCHRESEARCH””

•• Obtain access to HBI for Obtain access to HBI for ““Weekly Research Billing ReportWeekly Research Billing Report””

•• On weekly basis obtain/review On weekly basis obtain/review ““Research Billing ReportResearch Billing Report””
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(Process continued)(Process continued)

•• For each subject on report indicate whether charges are For each subject on report indicate whether charges are ““routineroutine”” (SOC) or (SOC) or
““researchresearch””

•• Submit your charge determination via email to Patient Access Services (within 7Submit your charge determination via email to Patient Access Services (within 7
days)days)

••  You will be billed for hospital services per your determination You will be billed for hospital services per your determination

•• Review hospital bill, if this corresponds to your review determination, completeReview hospital bill, if this corresponds to your review determination, complete
Research Foundation  P.O and submit to Research Accounts Payable for payment toResearch Foundation  P.O and submit to Research Accounts Payable for payment to
the hospitalthe hospital

..
••  If hospital bill is incorrect or if you have questions about the bill you received contact If hospital bill is incorrect or if you have questions about the bill you received contact

PFS (Bobbi McBride 464-8092).PFS (Bobbi McBride 464-8092).

•• When study subject disenrolls or participation is terminated remove research flag inWhen study subject disenrolls or participation is terminated remove research flag in
CAISCAIS

..
••  When study is finished but  When study is finished but beforebefore research account is closed notify IMT & PFS research account is closed notify IMT & PFS
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 Research Billing Contacts Research Billing Contacts

•• Question about the price of a hospital service(s)-Question about the price of a hospital service(s)-
Ann HostonAnn Hoston

•• Question about charges listed on Question about charges listed on ““WeeklyWeekly
Research Billing ReportResearch Billing Report””- Jackie Wheeler- Jackie Wheeler

•• Question about a hospital bill you received Question about a hospital bill you received ––
Bobbi McBride or Gerri PaparellaBobbi McBride or Gerri Paparella

•• Question about the research billing process-GerriQuestion about the research billing process-Gerri
PaparellaPaparella

•• Question about the price of a professionalQuestion about the price of a professional
service- Applicable Medical Service Groupservice- Applicable Medical Service Group
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OTHER QUESTIONS   ???
Not Sure Who To Call !

Contact the Research Billing Coordinator @ 464-4824 or
 email rschcood@upstate.edu
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Meet the Staff-Meet the Staff-
     Questions & Discussion     Questions & Discussion


