Initial Contact by
Sponsor

Is Pl interested?

Pharmaceutical and Device-Multi Center Clinical Trial Algorithm
A Temple Guide for Study Start and Approval

Office of Clinical Research Administration (OCRA)

Reviews, negotiates and processes all industry clinical trial
agreements, provides guidance and GCP training regarding

study start up process and conduct of clinical trial.

NO

Inform sponsor
not interested

Contact Us:

Arleen Wallen, MS, RD, MBA, CRCP

Financial Administrator

Office of Clinical Research Administration

T: 215-707-9639

Website: www.temple.edu/medicine/ocra

Regulatory Documents

Confidentiality Protocol synopsis Schedule « Receive pre-study
Agreement review then complete Pre-Study Visit regulatory documents
YES Sponsor Questionnaire YES Offered study from sponsor
(Contact OCRA for Evaluation by by sponsor? « Prepare pre-study
> assistance) > Is Pl interested? > Sponsor > regulatory documents
Accept study « Begin regulatory
approval process
immediately
NO
v
Inform sponsor
not interested
Budget « Budget — Office of Clinical Research
Administration
> (Contact OCRA for_development * SPAF (Department Administrator) — to K
and/or review) OCRA Primary Contact
Arleen Wallen
2-9639 > Contract Executed
linical Trial 4% Floor Student
Contract (Clinical Trials Agreement) ) B Faculty Center
« Contract — Office of Clinical Research
> (Contact OCRA for review Administration (negotiation and
and approval) execution) OCRA Sends Copy
of Packet Containing:
3 OCRé Reqlljests . SPAF
. . - - . oapal Received |« CTA
Medlca_l Radiation/Radiation Safety Signed IRB Fee Submits master . Budaet
Committee Authorization ; istrati uage
« IBC Bio-Hazard Subcommittee patlen_t regls_tratlon « Internal Budget
= =D Form form (if applicable)

(complete and submit)
Immediately

Attend Sponsor
Investigator
Meeting

(prior to WIRB submission)
GCRC Advisory Committee
Investigational Pharmacy (IDDS)
(as applies)

/\

Institutional Review Board (IRB)

(Prepare and submit)

Required IRB Submission Documents

IRB Application Pages
TIRB/WIRB Submission Form

Project Protocol in Temple format
Informed Consent in proper IRB format
HIPAA Authorization Statement

Richard Throm
IRB Coordinator
2-8757
3 Floor Student
Faculty Center

IRB Approved
Includes IBC, MRC/
RSC, investigational
pharmacy approvals

(obtained prior to WIRB

submission)

Regulatory and GCP
Compliance Documents

Regulatory Document Checklist
(includes):
* FDA Form 1572

« CV, Medical License of Investigator
« Financial Disclosure

Regulatory
Submission to
Sponsor and
Initiation Visit

IRB submission process can occur concurrently with budget and contract review provided OCRA receives a signed IRB fee authorization form

« Patient Registration
Form

|

To PI, Coordinator
and Administrator

|

Initial Invoice to
Sponsor

|

Team may Start
Study




