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1. Administrative Tasks

Security and Access

University PennCard

The PennCard is the official University of Pennsylvania identification (ID) card for students, faculty, staff, and other members of the Penn community. The PennCard is also used for many services including building access, services, and PennCash purchases.

All Full-time staff and faculty should use the following procedure to obtain a staff PennCard:

Ensure the Hiring Officer or Payroll Administrator has entered the complete payroll record into the Payroll/ Personnel System (i.e., Personal Data, Job Data, and Payroll Distribution Information) at least one University business day prior to going to the PennCard Center.

Bring a valid form of photo Id (e.g., driver's license, passport, etc.) to the PennCard Center.

At the PennCard Center staff will be issued a PennCard that is good for 5 years. There is no charge for the initial PennCard. The PennCard Center is located on the first floor of the Franklin Building at 3451 Walnut Street.

All part-time and temporary staff, guests, and post doctorates must complete the PennCard Request Form and submit it to the PennCard Center.

Additional information can be found at: http://cms.business-services.upenn.edu/penncard/
PennKey

A PennKey and password are required to access many of the University's secured electronic services.
A PennKey is an individual's username within the PennKey authentication system. Paired with an associated password, a PennKey is required to authenticate your identity for access to many of Penn's networked systems and services.  Anyone who needs access to PennKey protected electronic resources must register a PennKey and password

The PennKey registration is as follows:

New Penn staff who do not yet have a PennCard will be issued a PennKey Setup Code with the PennCard.

Login to the PennKey application at the site below and follow the prompts to register the new PennKey and password: http://www.upenn.edu/computing/pennkey/register/index.html
Additional information can be found at: http://www.upenn.edu/computing/pennkey/ 

Hospital Identification Badge
All hospital staff and volunteers are required to wear an identification badge with their photograph, name, and department clearly printed on it.  University personnel who work within any UPHS buildings must obtain entity specific identification badges.  Forms must be signed by a hiring officer or business administrator (see links below).  

Hospital of the University of Pennsylvania (HUP): http://uphsxnet.uphs.upenn.edu/hr/policies/pdf/UPHS_ID_form.pdf
Penn Presbyterian Medical Center (PPMC): http://uphsxnet.uphs.upenn.edu/hr/policies/pdf/PMC%20ID%20form_v8.pdf
Pennsylvania Hospital (PAH): http://uphsxnet.uphs.upenn.edu/hr/policies/pdf/PAH%20ID%20form_v9.pdf
Medical School Perimeter Key (Black Key)

Medical School Perimeter Keys (i.e., Black Keys) are administered through the Division of Safety and Security for Penn Medicine employees who require access to Perelman School of Medicine (PSoM) buildings. A black key can be obtained by completing and delivering the application form below to the Medical School Security office located at 109 Stellar-Chance Building (across from BRB). The office is open Monday through Friday between 11:00 AM and 1:00 PM. Black Keys should be available the next business day after submitting the application. The application can be downloaded at: http://www.med.upenn.edu/spo/spo/Access_key_app.doc.
More information about the Medical School Perimeter Key (Black Key) can be found at:

http://www.med.upenn.edu/spo/pdfs_revised/access_key_procdr.pdf 
Email Accounts

The PSoM provides an e-mail account for all students, staff and faculty with a PennKey. Staff must be in Penn payroll with the PSoM as their primary affiliation.

Staff who work outside of SOM buildings (HUP, CHOP, Wistar, Presbyterian, etc.) may be eligible for mail.med accounts. However, an account should be chosen that the computer support providers will support. For example, often those working in HUP space may not receive support directly from a PSoM Local Support Provider; therefore they should use an uphs.upenn.edu account.

To apply for a mail.med account, access the PSoM New E-mail Account Application at http://www.med.upenn.edu/apps/my/eam.

Each department, division, and center is assigned a Local Service Provider (LSP). LSPs are the main point of contact for all IT related questions, issues, and requests. Identify the LSP at the following site: http://www.med.upenn.edu/pmacs/
Contact the LSP for additional information and requests regarding email access, and for guidance on what email account should be used as the primary account. The main LSP for UPHS entities is centralized and can be reached at 215-662-7474.
Telephone

For University employees, telephone and voicemail services can be requested and obtained by contacting the ISC Networking & Telecommunications group at (215) 746-6000. Email: service-requests@isc.upenn.edu.
For additional information see http://www.upenn.edu/computing/voice/phone.
For UPHS employees: See Supervisor
Access to Departmental Shared Drive

There may be a need to save a copy of documents, such as CV, CITI/HIPAA Training in electronic central file on the departmental shared drive. If needed, access to the departmental shared drive can be obtained by contacting the PMACSs local support provider (LSP).
Department-Specific Items

New employees may require keys to an office and desk, business cards, and/or lab coats.  Contact the hiring officer or business administrator for assistance in obtaining these items. 
Online Maps (UPENN/PSoM/UPHS)
The Office of Organizational Effectiveness in the PSoM has an excellent website with many links to University resources such as a Virtual Tour of Penn, U@Penn, and Maps.

Relevant links are on the left-hand side of this webpage: http://www.med.upenn.edu/oe/orientation.shtml
Online Map for UPENN and PSoM: http://www.facilities.upenn.edu/maps
Online Maps for UPHS: http://www.pennmedicine.org/health-system/patient/hospitals-locations/
2. Mandatory Training

Knowledgelink

KnowledgeLink is the learning management system for faculty and staff across Penn Medicine.  Use KnowledgeLink to view required courses, register for courses (both web-based and instructor-led) and view training records.  A PennKey username and password are required to access KnowledgeLink.  

For more details, visit: KnowledgeLink Help:  http://knowledgelink.upenn.edu
Penn Profiler

Penn Profiler is a survey used to identify and assign required training to staff and faculty.  It will take approximately 5-15 minutes to complete and is based on academic activities and/or job responsibilities.  The Penn Profiler survey must be completed at least annually (more often if an individual’s job responsibilities change).  
New staff unsure of how to respond to specific questions about job responsibilities in the Penn Profiler survey should consult with their supervisor to ensure that appropriate training is assigned.  Based on the responses to this survey, a number of required courses may be assigned.
Penn Profiler Link: http://knowledgelink.upenn.edu/pennprofiler/
CITI Protection of Human Subjects Training 

All personnel (faculty, research fellows, students and staff) engaging in human subjects research must have documented, discipline-appropriate training in human subjects research protections.  Certification is required every 3 years.  The full course title, CITI Protection of Human Subjects Research Training – ORA, will be assigned to clinical research personnel directly through Knowledgelink once their Penn Proflier has been completed.  All clinical research personnel should ensure this course appears in their Knowledgelink curriculum.  If not, that individual should review Penn Profiler and update as appropriately to note that they are involved in human subjects research.  

The “Protection of Human Subjects Research Training” is a web-based training program created by a third party organization, CITI (Collaborative Institutional Training Initiative), an organization founded in 2000 and involving content experts from 10 institutions. The course may be accessed directly online through www.citiprogram.org.  Learners will first be asked to register with the CITI program and select Penn as their Institutional Affiliation prior to completing the course online. It is important to have your eight digit Penn ID number available when registering on the CITI site as this is required for your training record to update appropriately. This training program fulfills the IRB requirement for training in Human Subjects Research protections.  
Course Description: Human Subjects Research must follow ethical principles and guidelines set forth in the Belmont Report, federal regulations and institutional policies for protecting human subjects. This course provides investigators with an overview of the research regulations, the IRB review process, and ethical considerations for conducting or participating in research involving human subjects. 

Please Note: After completing the course, the completion status will not appear immediately in Knowledgelink. An outside vendor offers the online courses; course completions automatically feed into Knowledgelink from the CITI program each night.  If your Knowledgelink record has not updated appropriately, please contact the IRB CITI support team at irbciti@upenn.edu.  
For more details, visit: http://www.upenn.edu/almanac/volumes/v53/n01/or.html
Health Insurance Portability and Accountability Act (HIPAA)

All Penn Medicine staff are required to complete HIPAA training.  HIPAA regulations include specific rules about how protected health information is used and protected in research. Researchers must complete one of the two versions of HIPAA training available at http://knowledgelink.upenn.edu: 

HIPAA109 & HIPAA110: HIPAA Privacy Education for UPHS Physicians, House Staff and PSoM Faculty (both required) 

HIPAA111: HIPAA Privacy Education for PSoM Staff and Students 

UPHS Annual Mandatory Education (AME)

Penn Medicine requires all employees (regardless if they are University or UPHS employees) who work in one of the health system’s hospitals to complete the following training: (Annual Mandatory Education (AME) recently combined into a single course entitled “ Health System Safety Essentials; HIPAA Privacy Education and Patient Safety.  This training ensures compliance with the Joint Commission on the Accreditation of Healthcare Organizations (JCAHO), HIPAA regulations, and Patient Safety.  
These training modules can be accessed thru Knowledgelink: http://knowledgelink.upenn.edu
University Orientation/UPHS Orientation
New Staff Orientation is designed to provide new staff members with important information about working at Penn. The program also demonstrates the use of Penn's websites to enable staff members to find answers to further explore policies and activities at the University. During the program, participants will learn about Penn's history, structure and mission as well as other information about the variety of resources available at the University.  Attendance is strongly encouraged for all new staff members.

Newly hired staff members will be automatically pre-registered for New Staff Orientation and will receive notification at their home address of the date for which they are registered. If notification of registration is not received within 2 months of hire date, please contact learning@exchange.upenn.edu or call 215-898-3400. 

For more information, visit: http://www.med.upenn.edu/oe/orientation.shtml 
Perelman School of Medicine Orientation

This orientation is designed to provide resources and support to help staff make a smooth and efficient transition into the PSoM workforce.  The objective of this program is that upon completion of the program participants will: 

· feel welcome 

· understand the PSoM's past, mission, and vision for the future 

· understand the PSoM's organizational and reporting structure 

· be able to identify relevant functional departments contacts and numbers 

· be able to identify the resources that are available to support PSoM employees
It is expected that all new employees and transfers to the PSoM will participate in the orientation as soon as possible after their start date.

For more information, visit: http://www.med.upenn.edu/oe/orientation.shtml 
Penn Clinical Research coordinators & project managers
Clinical Research Staff Registry

The Office of Clinical Research (OCR) manages the Clinical Research Registry (CR Registry), a web-based registry of all active Penn Medicine human research investigators, clinical research coordinators, and project managers. The purpose of this registry is to provide individuals and departments with current information on Penn Medicine clinical research professionals. If you have any comments or questions, please feel free to contact the OCR at: ocr@exchange.upenn.edu or 215-746-7406.
The registry can be accessed at: http://www.med.upenn.edu/crc/
Clinical Research certification program
The Penn Clinical Research Coordinator Certification Program is designed to provide a comprehensive training and education program for research staff at Penn, focusing on standards, processes, and practices for performing job functions typical of a Clinical Research Coordinator (CRC) from an operational and regulatory compliance perspective.   
Objectives

· Provide an overview of the research infrastructure at Penn 

· Present best standards of practice and regulatory requirements for critical job functions of the CRC and methods for achieving the standards and requirements 

· Provide practical suggestions, tips, and resources for fulfilling CRC job functions 

· Provide comprehensive training in accordance with Good Clinical Practices for investigator-initiated, industry-sponsored and grant-funded clinical research 

Certification Requirements

· Registration in the Clinical Research Coordinator Registry 

· Completion of Human Research Protection Training (either CITI or Patient-Oriented Research Certification Program) 

· Completion of HIPAA Training

· Participation in the CRC Foundations Program (offered quarterly)

· Participation in 2 of the 2-hour Human Subjects Research Workshops 

· Successful completion (score of 85% or better) of the online comprehensive assessment, available through KnowledgeLink after attending the CRC Foundations Program 

· Submission of the Penn CRC Application for Certification. 

Register for the above training via KnowledgeLink [look for Penn CRC (Clinical Research Coordinator) Certification Curriculum – SOM

For more information, visit: http://www.med.upenn.edu/penn/ohr/crc.shtml
Human Subjects Electronic Research Application (HS-ERA)

The Human Subjects Electronic Research Application (HS-ERA) is a secure, web-based application that allows the creation, submission, electronic routing, and approval of Human Subject Protocols to the Institutional Review Boards (IRB), including the ability to submit Continuing Reviews, Reportable Events, and Modifications to an existing Human Subjects Protocol created within the HS-ERA system. Also included is the ability to submit Reportable Events for protocols that were submitted on paper. HS-ERA includes electronic notifications to internal review entities and is accessible by IRB members for review of protocols. 

HS-ERA is used by members of the research community involved in Human Subjects Protocol creation, submission, routing, or approval, including members of the Institutional Review Boards (IRB), the Office of Clinical Research (OCR), and ITMAT's Clinical and Translational Research Center (CTRC). 

In addition, the following Penn Medicine offices may also use HS-ERA to view a protocol:
· EHRS: Environmental Health and Radiation Safety 
· IDS: Investigational Drug Services (only when appropriate)
· Institutional Biosafety Committee (Gene Transfer studies)
· CACTIS:  Center for Advanced Computed Tomography Imaging Services (CT only)
· CAMRIS Center for Advanced Magnetic Resonance Imaging and Spectroscopy (MRI only)
· Hospital Perioperative Services (Investigational device being used in the OR)
· CTSRMC: Clinical Trials Scientific Review and Monitoring Committee (cancer studies)
· CISC (Conflict of Interest Standing Committee)
· Pathology and Laboratory Medicine (P&LM) Committee 
· ORS and ORSS
Based on responses to questions within the application, certain review entities receive automatic notifications from HS-ERA that a protocol has been submitted that requires their review. Submitters should adhere to the specific application requirements of each reviewing entity as not all application requirements are satisfied by submission through HS-ERA.

HS-ERA will send automatic email notifications when a protocol has been submitted for review or when additional action is required by the IRB. Only the named PI of the study and the submitter will receive these notifications. 
How to obtain access to hs-era
In order to obtain access to HS-ERA click the following link to the Human Subjects Electronic Research application – Access and Forms page. http://www.upenn.edu/regulatoryaffairs/index.php?option=com_content&task=view&id=33
Grant Management (Penn ERA)
Penn's Electronic Research Administration system, or PennERA, is the suite of web-based applications that streamline processes and provide more efficient tools for handling pre- and post award administrative tasks related to the sponsored projects of Penn's academic research community. PennERA is a full life-cycle system for research project development, support, and management. 
To obtain access to available PennERA applications, please review the "Access and Forms" section of the web site for general information and authorization forms. 
For additional information visit: https://www.pennera.upenn.edu/
UPHS Electronic Systems

Access to the following systems can be requested by contacting the PMACs local support provider (LSP).
epic Outpatient Electronic Medical Record (EMR) and/or Ambulatory Practice Management System (APM)
UPHS uses EPIC as the software for the outpatient electronic medical record system.  The EPIC clinical system is known as EpicCare Ambulatory (more details available at: http://www.epic.com/software-ambulatory.php).   Another term familiar to those who use EPIC at UPHS for registering and scheduling ambulatory patients is EPIC APM (Ambulatory Practice Management: http://www.epic.com/software-practice-management.php). 
The specific type of access that you will need in EPIC is contingent upon your role in the clinical research study.  Please see below for the type of access that best fits your role and how to obtain this access.
Access to each of the following tutorials/trainings can be obtained through KnowledgeLink:  http://knowledgelink.upenn.edu.  

1. EPIC View only access – enables view of patient ambulatory records
Clinical Research Coordination staff needing View-Only Access must complete the following tutorial course listed in Knowledgelink:    Epic EMR View Only Tutorial
2.  EPIC APM Access - training for subject enrollment, registration and scheduling
Clinical research staff (both credentialed or non-credentialed) who will be enrolling subjects in a research study, maintaining the enrollment record, attaching the research guarantor to the subject’s registration and/or scheduling visits, will need to complete the following training listed in Knowledgelink:
EPIC APM/EMR Research Workflow-OCR
3.  EPIC Outpatient EMR Access  - training for placement and signing of orders

All Credentialed Coordination Staff (RNs, NPs) requiring the ability to place and SIGN orders must complete the following course (in addition to the Epic APM/EMR Research Workflow course):
Outpatient EMR training for Nurses and MAs-UPHS

For additional information see link:  http://uphsxnet.uphs.upenn.edu/is/epic/
SunRise inpatient emr
Sunrise is an inpatient ordering system used by UPHS.  All credentialed Research Coordination staff must complete the following course in order to get access to the system so they can place research orders to be billed to the research guarantor for inpatient studies:

Inpatient EMR Training for Hospital Based Services (Ancillary)-UPHS

Non-credentialed Research Coordination staff must complete the following tutorial and proficiency test to obtain view-only access in Sunrise:

Inpatient EMR View-Only Tutorial

Registration for all training described above can be done via KnowledgeLink:  http://knowledgelink.upenn.edu
For additional information see link: http://uphsxnet.uphs.upenn.edu/is/scm/
OnBase (Moving from eWebHealth ChartOne)
ChartOne is an inpatient document management system (ewebhealth). Penn Medicine is in the process of transitioning from ChartOne to OnBase.  

For more information, visit: http://uphsxnet.uphs.upenn.edu/is/is_onbase.html
MedView

MedView is a web-based application providing clinicians and administrators at Penn Medicine a single point of access to clinical patient information available on the UPHS network.  MedView can be accessed from any PC with connection to the UPHS Intranet. No special software other than Microsoft Internet Explorer ("IE") is required for most pages within MedView.

For more information, visit: http://uphsxnet.uphs.upenn.edu/is/medview/
other electronic access

Departments within Penn Medicine may have department specific electronic systems.  For more information, visit: http://uphsxnet.uphs.upenn.edu/is/  
3. Additional REquirements and Training 

Nurse Practitioners, Physician assistants, RNs, LPNs, Medical Assistants 

Once a hiring offer is accepted, all clinical employees including: Nurse Practitioners, Physician assistants, RNs, LPNs, Medical Assistants, research coordinators etc., will undergo an assessment of the clinical aspects of their role.  If a review of the job description indicates that they will be in contact with patients, the BA/or hiring officer should contact a clinical lead in their area to determine whether any of the following assessments are required:

Occupational Health Requirements:  PPD, vaccines, physical clearance must be completed before beginning to work in a clinical area with patient exposure.

All licensed staff:  RNs, LPNs, etc. will be required to have a current state license and CPR certification.  Copies of these items will be needed.

Nurse Practitioners/Physician Assistants:  once the offer is accepted the hiring officer and candidate must coordinate credentialing process through the Office of Medical Affairs.  This process can take up to 8 weeks to complete NO employee may start to perform in a NP or PA role until credentialing has been completed.

Environmental Health & Radiation Safety (EHRS) Training 

EHRS provides a number of training programs that are required by the Occupational Safety & Health Administration (OSHA) and the Nuclear Regulatory Commission (NRC). This training is required for all employees who work with or ship hazardous substances including: 

· Chemicals 

· Human blood, blood products, fluids, and human tissue specimens 

· Radioactive materials or radiation producing equipment 

To determine which training programs are required and how the training can be completed, review the section "Training Requirements" at: http://www.ehrs.upenn.edu/training/index.html 

Phlebotomy Training

Currently, the University does not offer phlebotomy training.  However, your department may contract with an outside organization to provide this training.  Perivascular Nurse Consultants, Inc. is one such organization.  For more information, visit or call:

Phone: (215) 742-9032             Email: pncnurse@aol.com 

Website: www.pncnurse.com
Human Subjects Research Workshops 

This combined effort among the Office of Clinical Research, the Institutional Review Board, and members of the CRC Foundations Planning Committee is an ongoing seminar series that targets anyone working in human subjects research, including research coordinators, investigators, IRB staff and IRB members. The topics address a variety of study operational and compliance issues. 
For more training information visit: http://www.med.upenn.edu/ohr/workshops.shtml 
http://www.upenn.edu/regulatoryaffairs/index.php?option=com_content&task=view&id=23&Itemid=8
Software/Computer Training 

University training is available for Penn-supported software including Microsoft programs.
For more information: http://www.upenn.edu/computing/isc/training 

Professional clinical Research Associations 

The following organizations offer training and certification programs for clinical research.

· Society for Clinical Research Associates (SoCRA) http://www.socra.org 

· Association of Clinical Research Professionals (ACRP) http://www.acrpnet.org 

· Drug Information Association (DIA) http://www.diahome.org/diahome/ 
4. Society for Clinical Research Coordination and Management (SCRCM) 
ALL ARE WELCOME AND ENCOURAGED TO JOIN!
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The Society for Clinical Research Coordination and Management (SCRCM) supports the professional development of Penn Clinical Research Coordinators and Research Project Managers, and strives to enhance clinical research management.   This will be accomplished by: 
· Improving clinical research processes that maximize the quality of research programs and promote human subject protections and compliance with federal regulations and University policies. 
· Providing a forum for networking, collaboration, and education of Society members 
· Establishing mechanisms to enable collaboration among Society members, clinical and research faculty, and University and Health System administration 
· Defining, promoting and advancing the profession among Society members, faculty, and University and Health System administration. 
The SCRCM is comprised of Penn staff who perform various clinical research coordination and management functions as part of their professional activity. Members are identified either by the institutional information systems for those hired into any of the standardized clinical research coordinator job positions, or by self-identification and self registration through the web-based Clinical Research Registry.
This handbook was updated by the Society for Clinical Research Coordination and Management (SCRCM) Education Subcommittee in conjunction with the Office of Clinical Research. Please contact OCR at ohr@exchange.upenn.edu with any questions or issues.
For more information, please visit the link for SCRCM: http://www.med.upenn.edu/crc/
5. Self Study Research Training: Research Ethics, Regulations and Good Clinical Practice (GCP)

This section of the manual is intended to give an overview of the key standards and systems relevant to the protection of human research subjects and research data integrity within the University and Penn Medicine. Included in this overview are key clinical research regulations, Good Clinical Practice (GCP) standards, and the various administrative offices involved with research oversight and regulatory compliance.

Belmont Report

The Belmont Report is an historic document in the field of U.S. research ethics.  This report entitled Ethical Principles and Guidelines for the Protection of Human Subjects of Research, was created in 1979 by the National Commission formed by the National Research Act of 1974.  This Act, signed into law in the aftermath of the unethical treatment of human subjects in the Federally sponsored Tuskegee Syphilis Study (1932-1972), charged the Commission with identifying the basic ethical principles that should underlie the conduct of biomedical and behavioral research involving human subjects. The Belmont Report remains a fundamental work on ethical principles supporting the U.S. system of human subjects protections.

For more information and to read the full report: http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.html
ICH E6: Guidelines for GCP 

In 1990, representatives of the scientific research community, governmental regulatory authorities, and the pharmaceutical industry from the European Union, Japan, and the United States first came together to discuss the approach to harmonizing the various country-specific regulatory processes and research standards aimed at ensuring that medicines developed for registration and marketing are of good quality, and are safe and effective.  This International Conference on Harmonization (ICH) is credited with defining an international ethical and scientific quality standard for designing, conducting, recording, and reporting of research trials that involve the participation of human subjects which is known as Good Clinical Practice (GCP) standards for clinical research.  These standards are specified in the ICH E6 (R1) document: Guideline for GCP (version May 1996).  The ICH E6 GCP standards have been formally recognized by the United Sates Food and Drug Administration (FDA) as acceptable guidance for interpreting and complying with FDA regulations governing research with investigational drugs and devices.

For more information, visit:  http://www.ich.org/products/guidelines/efficacy/efficacy-single/article/good-clinical-practice.html
Research Regulations: Federally Funded Human Research

The Office of Human Research Protections (OHRP) is a federal office responsible for oversight of federally funded human subjects research through regulation of Institutional Review Boards (IRB) and the research subject informed consent process.  These regulations are contained in Title 45 of the Code of Federal Regulations, Part 46, (written in “short hand” as 45 CFR 46, and also typically referred to as the “Common Rule” since these regulations are common to 17 federal agencies or offices that fund human subjects research).  IRBs are independent ethics committees that oversee the protection of human subjects within institutions conducting research. The OHRP permits local IRBs to review and approve research through a Federal-wide Assurance, that is, a written assurance that the institution agrees to adhere to the requirements of 45 CFR 46.  Each IRB includes 5 or more men and women who represent various professions and affiliations.

For more information, visit: www.hhs.gov/ohrp/international/index.html#NatlPol
Research Regulations: Drug & Device Research

The Food and Drug Administration is responsible for promoting and protecting the health of Americans, and accomplishes an important part of this charge by assuring that drugs and devices approved for marketing are safe and effective. Title 21 of the Code of Federal Regulations (CFR) contains a set of regulations promulgated by the FDA and other government offices focused on Food and Drug safety.  The FDA portion of 21 CFR includes regulations for all aspects of drug and device development, manufacture, and marketing.  For those involved in federally funded human subjects research involving investigational drugs or devices, both FDA and 45 CFR 46 Regulations apply.
For more information on key investigational drug or device research regulations visit: www.fda.gov/ 
For more information about Investigational New Drug (IND) applications please visit:
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/InvestigationalNewDrugINDApplication/default.htm
For more information about Investigational Device Exemption (IDE) applications, visit:

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/InvestigationalDeviceExemptionIDE/default.htm
For entity specific information, please refer to the section for Investigational Drug Service. 

Please contact the OCR for additional assistance in completing IND/IDE applications.

6. Research Administration

The University of Pennsylvania is a premier academic research institution with a program of over 4300 approved (expedited or convened) active IRB-approved human research studies that include 1200 active clinical research protocols.  There are multiple administrative offices/committees that support institutional research and assure human subjects protections. This section overviews the various offices and committees involved with the review, approval, and oversight of human research at Penn.  
Note: Depending upon the type of research being conducted, individuals may need to report to one or more of the entities described below. 
the Institutional Review Board (IRB)
The IRB is a University based administrative office responsible for supporting and managing the University’s 9 Institutional Review Boards collectively called the Penn IRB. The 9 boards are organized to facilitate efficient review with 4 boards managing general medical research, 3 boards focused primarily on specialty review such as high risk research, Phase I & II cancer research, and gene therapy research, one adhoc executive IRB that reviews institutional risk issues and 1 board focused primarily on review of socio-behavioral research.  Study protocols are electronically submitted through HS-ERA (described above).  The timeline for IRB approval of a clinical research study is usually a month or less. 

For more information, visit: http://www.upenn.edu/regulatoryaffairs/index.php?option=com_content&task=view&id=1&Itemid=14 
Conflict of Interest Standing Committee (CISC)

Under the University of Pennsylvania Policy on Conflicts of Interest related to Research (the FCOI Policy), an Investigator (individual responsible for the design, conduct or reporting of research) must disclose Significant Financial Interests (SFIs). For research funded / to be funded by the PHS, Investigators must disclose SFIs and sponsored / reimbursed travel related to their Penn responsibilities in the Financial Interest and Travel Statement (PHS-FITS) system prior to participating in PHS-funded research and at other times throughout the life of the award.  Depending on the nature and value of SFIs disclosed and whether such interests are determined by the School to be related to the research, Investigators may be required to provide a more detailed disclosure in the Financial Interest Disclosure Electronic System (FIDES). For research not funded by the PHS, Investigators must disclose in FIDES SFIs that could affect or be affected by the research, including relationships with one or more outside organizations whose interests could affect/be affected by the research. Investigators must also undergo Financial Conflicts of Interest in Research training prior to engaging in research at Penn and at least every four years. 
The Conflict of Interest Standing Committee (CISC), which consists of members of the standing faculty and other ex officio non-voting members, advises the Senior Vice Provost for Research as to whether disclosed SFIs are related to the research and constitute a Financial Conflict of Interest (FCOI) which must be managed, reduced or eliminated.

Please consult the FCOI Policy for definitions of SFI, FCOI and other relevant provisions at: http://www.upenn.edu/almanac/volumes/v59/n02/pdf_n02/090412-Supplement-ConflictsInterest.pdf
Office of Research Services (ORS)
The Office of Research Services (ORS) works with researchers, centers, schools, and research sponsors on the financial and contractual aspects of sponsored projects.  The Pre-Award Administration group reviews and submits proposals for public sector and foundation funding for research, including clinical trials, and negotiates related agreements.  The Corporate Contracts group reviews and negotiates agreements for industry-sponsored research, including clinical trials.  The Post-Award Financial Administration group provides support to departments with respect to accounting for research funds.  The MTA group reviews and negotiates agreements for the transfer of research materials into and out of Penn.  The Post-Award Compliance group manages Penn’s submissions for reimbursement of indirect costs, effort-reporting and related issues.  The Research Operations and Cash Management group manages payments to Penn and ORS systems and related operational issues.   The Penn ERA group manages Penn’s electronic research administration capability (“Penn ERA”).  

Additional information regarding ORS may be found at: http://www.upenn.edu/researchservices/
Each department in PSOM has established practices for submitting research proposals for internal review and approval and for engaging with sponsors.  Responsibility for submission of proposals is typically vested in a business administrator.  If you are interested in learning more about how your department works with ORS, please consult your business administrator.   

Center for Technology Transfer (CTT)
The mission of University of Pennsylvania's Center for Technology Transfer ("CTT") is to transfer inventions and innovative knowledge to outside organizations for the benefit of society. CTT encourages invention disclosure; protects Penn's intellectual property; obtains and manages patents, copyrights and trademarks derived from Penn's academic research; and markets and licenses Penn's intellectual property to established companies as well as new business ventures for product development and commercialization.

CTT serves as a bridge between Penn faculty and researchers and the business community. Through technology transfer, innovations may be incorporated into products and services that directly benefit society, as well as research and education at Penn.

For more information, visit: http://www.ctt.upenn.edu/techtransfer.html
Office of Environmental Health and Radiation Safety (EHRS)
The University of Pennsylvania's Office of Environmental Health and Radiation Safety (EHRS) promotes health, safety and environmental protection in teaching, research, health care and administrative activities by providing services, advice and compliance assistance. EHRS provides leadership in developing, implementing and supporting high quality programs that allows students, faculty and staff to protect themselves from hazards they may encounter at the University. EHRS provides the expertise needed to direct efforts towards compliance with health and safety laws and regulations.

For more information visit http://www.ehrs.upenn.edu/ or send your inquiry to ehrs@ehrs.upenn.edu.
Institutional BioSafety Committee (IBC)

The Institutional Biosafety Committee (IBC) is a University-wide committee charged with formulating policy and procedures related to the use of biohazard agents, including: human pathogens, oncogenic viruses, other infectious agents, and recombinant DNA. The IBC is responsible for review and approval of projects involving recombinant DNA research and biohazard materials. The committee sets containment levels in accordance with National Institutes of Health (NIH) and Centers for Disease Control and Prevention (CDC) guidelines, and adopts emergency plans covering accidental spills and personnel contamination. 
For more information please visit: http://www.ehrs.upenn.edu/programs/bio/recombinantdna/
Radiation Research Safety Committee (RRSC)

RRSC review and approval is required for human research protocols involving ionizing radiation exposure to subjects solely because of their participation in the protocol.  The Committee considers the risk from the radiation exposure to the subjects in light of the scientific merit of the research.  General radiation safety aspects are considered along with federal and state regulatory compliance.

The RRSC reviews protocols for the University, Pennsylvania Hospital and Penn Presbyterian Medical Center that have been formally submitted to the Institutional Review Board (IRB).  The RRSC also reviews research protocols submitted to the IRB of the Children’s Hospital of Philadelphia.
Risk language for Consent forms for Diagnostic Procedures can be found at: http://www.ehrs.upenn.edu/programs/radiation/rdrc/consent.html
Risk language for Consent forms for Therapeutic Procedures can be found at: http://www.ehrs.upenn.edu/programs/radiation/rdrc/consent.html
How to submit a protocol with radiation exposure for review:
If a protocol has been submitted to the IRB via the HS ERA system then no documents need to be submitted. EHRS will be notified automatically once the protocol has been entered into the HS ERA system as long as "yes" has been marked in the "Radiation Exposure" section.

However, if submission to the RDRC precedes submission to the IRB, then the documents below need to be submitted to EHRS for review.

    * protocol
    * consent form
    * In some cases, the Investigator’s Brochure may be specifically requested

Documents may be emailed to the following:

William Davidson
Sr. Medical Health Physicist
215-898-2133
wed@ehrs.upenn.edu
For more information: http://www.ehrs.upenn.edu/programs/radiation/rdrc/review.html
Radioactive Drug Research Committee (RDRC)

The RDRC reviews protocols, specifically defined by FDA regulations, involving radioactive drugs in accordance with FDA requirements.  Radioactive drugs in these protocols are used in a manner that is not FDA approved or covered under an IND (Investigational New Drug).  The use of the radioactive drugs in these protocols is intended to obtain basic information regarding human physiology, pathophysiology or biochemistry, but not intended for immediate therapeutic or diagnostic purposes, or to determine safety and effectiveness of the radioactive drug in humans.

The RDRC essentially acts in place of the FDA in approving protocols that would otherwise require submission to the FDA along with an application for an IND.  Very few protocols meet the criteria to be reviewed by the RDRC.  

For more contact William Davidson by email: wed@ehrs.upenn.edu
7. Penn Medicine support Offices & research Services
The Perelman School of Medicine (PSoM) and the University of Pennsylvania Health System (UPHS) are managed as one business unit called Penn Medicine. The Dean of the PSoM is the Executive Vice President of UPHS.  Penn Medicine has two central offices charged with aspects of human research oversight that compliment the University oversight mechanisms: The Office of Research Support Services and The Office of Clinical Research.  In addition, a number of committees and centers provide oversight and support for specific types of clinical research conducted at Penn.  The following is a brief description of those offices and committees. 
Office of Research Support Services (ORSS)-PSoM
The Office of Research Support Services (ORSS) was established in February 2000 to promote the research endeavors of the Perelman School of Medicine faculty. In this role, the ORSS:

· Provides assistance in developing proposals to outside funding agencies. 

· Develops tools for standardization of budgeting. 

· Provides oversight management of sponsored programs. 

· Ensures compliance with sponsors and university expectations for managing sponsored program funds. 

· Serves as a resource for the PSoM regarding sponsor policies and federal regulations. Provides training in pre and post award grants management.

For more information, visit: http://www.med.upenn.edu/orss/
The Office of Clinical Research (OCR) - PSoM
The Office of Clinical Research (OCR) is a central office in the PSoM with a mission to support clinical research with a focus on research subject safety, data integrity, and an efficient clinical research process.  This mission is accomplished through standardizing the approach to clinical research across the various research centers and departments in the PSoM, and supporting investigative teams through regulatory and operational assistance, and enhancements in study management and oversight.  
The OCR Regulatory team conducts annual audits of all investigator-sponsored drug and device trials and of those studies which may be determined to be high risk and in need of additional regulatory oversight.  The goal of these OCR compliance reviews is to partner with the PI and clinical team to ensure the studies are being conducted following all applicable local and federal regulations and ultimately to help ensure the protection of human research subjects at UPENN.  The OCR staff works with the PI and team during the audit to help resolve issues in real time, re- educate the clinical research team and to implement quality improvement initiatives based on review findings. 
The Operational Support staff within OCR may be thought of as a navigator, available to address any issues/questions that a PI/clinical research team has related to the conduct of their clinical research study. This team will create and implement clinical research training and education programs and user-friendly clinical research tools and templates, and will keep clinical teams current on all process changes and new procedures in the conduct of clinical research via the OCR website.

The OCR reports into the Executive Vice Dean and Chief Scientific Officer and the Associate Dean for Clinical Research. 
For more information, visit:  http://www.med.upenn.edu/ohr/
OCR is responsible for the Penn Manual for Clinical Research.  This manual has been compiled to guide investigators, coordinators, and other research team members throughout the course of a research project from study inception to close-out. 
For more information about the manual please visit:  Penn Manual for Clinical Research
Clinical and Translational Research Center (CTRC) - PSOM

The Clinical and Translational Research Center (CTRC) is a special research unit funded by the National Institutes of Health (NIH) to provide facilities and nursing care for research subjects. The CTRC provides many inpatient and outpatient study related services.  Submission to the CTRC is only required if the investigator chooses to use the center’s specialized services.  Some NIH-funded projects and those that are investigator-initiated may qualify to use the CTRC at no cost.  Industry-sponsored studies will be required to pay the appropriate fees. 

For more information, visit: http://www.itmat.upenn.edu/ctrc/index.shtml 
Investigational Drug Services (IDS) - PSoM
The Investigational Drug Service (IDS) is a clinical research pharmacy charged with the management of research medications used in clinical (human) drug trials, as well as the oversight of medication use in drug trials conducted throughout the University of Pennsylvania and its affiliates. Agents overseen by the IDS include drugs, natural products, vitamins, biologics and gene therapy agents.  Investigational drugs will be procured, stored, inventoried, dispensed and used through the IDS in full compliance with regulations or requirements of the FDA, JCAHO, ASHP, Federal and State Boards of Pharmacy, other applicable organizations and in accordance with applicable Hospital, PSoM, and University policies and guidelines.  All outside products as described above must be registered with IDS prior to IRB submission.  Services in distribution, storage, etc. are fee based.  

For more information, visit:  http://www.itmat.upenn.edu/ctsa/ids
Radiology Regulatory & Technology Committees

The Department of Radiology is involved in the safety oversight of and technical guidance for studies involving certain types of imaging technologies. The following highlights the key oversight and/or technology support committees.  

For a full listing and description of each, please visit the main website for Penn Center for Biomedical Imaging (PENN CBI): http://penncbi.org/index.php
For each individual imaging technology, click on the menu option “CORE”.

For the main department of Radiology: http://www.uphs.upenn.edu/radiology/
Committee for Advanced Magnetic Resonance Imaging and Spectroscopy (CAMRIS)

CAMRIS establishes policies and procedures for the research use of the MRI facilities within the Radiology department.  CAMRIS is not only a reviewing committee but also a university service center, which owns and operates four research-specific MRI units.  The committee meets to review submitted applications for both human and animal research twice a month.  

For more information, visit: http://penncbi.org/index.php/camris1
Committee for Advanced Computed Tomography Imaging Services (CACTIS)

CACTIS establishes policies and procedures for the research use of Computed Tomography (CT) scanners within the Department of Radiology and oversees proposed research protocols involving CT scanning for human or animal studies.  The CACTIS committee meets to review research protocol applications the third Wednesday of the month.  The deadline for submission is the Friday before at noon.  

For more information, visit: http://www.uphs.upenn.edu/radiology/research/labs/cactis/
Positron Emission Tomography (PET) Center – PET COMMITTEE
The PET Center has three scanner rooms, a control room, a computer room, hot lab and a blood lab for sampling and counting. The PET instrumentation lab is responsible for several seminal developments in PET instrumentation.  All services are available for research purposes.  The PET Committee oversees the implementation of research protocols at this facility.  All trials that include PET scans for research purposes are required to submit an application to the PET Committee for review.  

For more information, visit:  http://penncbi.org/index.php/regulatory-committees/2012-01-04-19-05-30
Abramson Cancer Center (ACC)
The Abramson Cancer Center (ACC) is a National Cancer Institute (NCI) designated Comprehensive Cancer Center. The Abramson Cancer Center is responsible for overseeing all cancer research being conducted at the UPHS, whether or not the research is funded by the NCI.  
For more information, visit: http://www.penncancer.org/index.cfm
Clinical Trials Scientific Review and Monitoring Committee (CTSRMC)

The CTSRMC, a scientific peer review committee, reviews protocols involving cancer subjects.  This requirement is mandated by the NCI’s policy for Comprehensive Cancer Centers.  Cancer-related protocols that must be submitted for approval include all investigator-initiated studies, industry-sponsored studies, and any protocol that is not part of a national cooperative group.  National cooperative group protocols must be sent to the CTSRMC for tracking but not approval.  

For more information, visit: http://www.ctsrmc.org/
Data and Safety Monitoring Committee (DSMC)

The DSMC has two major functions: Quality Control & Quality Assurance.  The committee meets the second Monday of every other month and via a web conferencing every month in between to review all aspects of the conduct of ongoing research protocols that have been approved by the CTSRMC.  

For more information, visit:  http://www.ctsrmc.org/about_the_dsmc.php
Pathology & Laboratory Medicine Research Support Services

The Pathology and Laboratory Medicine Department (P&LM) provides a vast range of diagnostic and therapeutic services for the Health System. In addition, the wide scope of expertise of its faculty is available to provide support for scientific research projects, as participants in diagnostic procedures or infusional therapeutics, as consultants, or as co-investigators. The Department has six Divisions, Anatomic Pathology, Neuropathology, Laboratory Medicine, Transfusion Medicine, Pediatric Pathology, and Experimental Pathology. Investigators are encouraged to take advantage of the expertise available and directly contact the appropriate faculty members / laboratory directors for guidance or participation in research project design, implementation, and analysis. 

In an effort to improve research subject safety, the P&LM Research Support Committee prospectively reviews IRB applications involving UPHS pathology and laboratory services, and serves as the point of contact for any questions regarding the process of IRB approval for pathology and laboratory services. The goals of these reviews include (1) ensuring protocol requirements for requested services can be met, (2) that any risks associated with services are disclosed to subjects and (3) research only services are clearly identified.
For more information visit: http://www.med.upenn.edu/pathresearch/index.shtml
Hospital Perioperative Services
Hospital Perioperative Services is responsible for operational oversight within the health system operating rooms. The group is comprised of key clinical and administrative personnel within each hospital. Researchers must obtain permission from Perioperative Services in order to conduct research involving investigational devices in any UPHS Operating Rooms.  Protocols involving this type of device research must have authorization from this committee.  The Perioperative Services group at each hospital meets every week and will review protocols as needed on an ongoing basis.  For more information, visit:  http://uphsxnet.uphs.upenn.edu/periop/hup/
8. OCR Contacts
If you have any questions relating to the content of this handbook or have general inquiries related to the conduct of clinical research at Penn Medicine please feel free to contact any of the individuals listed below:
	Name
	Job Title
	Office Phone
	E-Mail Address

	Melissa Bryn
	Clinical Research Monitoring Manager
	215 -746 -7405
	melbryn@mail.med.upenn.edu

	Maria Caturla
	Clinical Research Monitoring Specialist
	215-746 -7411
	caturm@mail.med.upenn.edu

	Conley, Lori
	Sr. Clinical Research Monitoring Specialist 
	215-746-1105
	conley@exchange.upenn.edu

	De la Torre, Dana
	Financial Analyst
	215-746-0556
	danade@exchange.upenn.edu

	Dandridge, Marti
	Assistant to Dr. Emma Meagher
	215-349-8627
	martig@exchange.upenn.edu

	Johnston, Michael
	Manager, Research Finance
	215-746-7403
	mjohnst@exchange.upenn.edu

	McNeill, Rosalyn
	Training Coordinator, Research Education and Training
	215-746-7404
	rmcneill@exchange.upenn.edu

	Meagher, Emma
	Associate Dean for Clinical Research
	215-662-2174
	emma@exchange.upenn.edu 

	Mikhail, Nevine
	Administrative Coordinator
	215-746-7400
	nevinem@exchange.upenn.edu

	Pultorak, Nancy
	Director, Research Billing Initiative
	215-746-7412
	npultora@exchange.upenn.edu

	Speicher, Lisa
	Executive Director, OCR
	215-746-7410
	speicher@exchange.upenn.edu

	Strakovsky, Inna
	Sr. Clinical Research Monitoring Specialist
	215-746-7402
	innastr@exchange.upenn.edu
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