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INSTITUTIONAL REVIEW BOARD

POLICIES AND PROCEDURES

I. 
INTRODUCTION


These policies and procedures describe the organization and operation of the University of the Sciences in Philadelphia (USP) Institutional Review Board (IRB) and provide investigators with the information necessary to comply with Federal regulations for review and approval of research involving human subjects. In addition, it is hoped that these procedures will instill an awareness of the legal and ethical obligations assumed in the conduct of such research. The investigator should be familiar with the requirements set forth in the Code of Federal Regulations (CFR) and related laws and regulations on the protection 


of human subjects, as well as with the Declaration of Helsinki and the Nuremberg Code.

The University of the Sciences in Philadelphia requires that all non-exempt research involving human subjects or human material must be reviewed and approved by the IRB prior to initiation of any research activities, including subject recruitment and screening. This applies to all faculty and staff research, as well as all student research including that to satisfy the requirements of masters and doctoral degrees. The purpose of the IRB is to protect the health and welfare of human subjects participating in biomedical and behavioral research at USP or by USP faculty or students in conjunction with other institutions.

All studies will receive a preliminary review by the Chair of the Institutional Review Board


to determine the category of review required (full, expedited, exempt). To submit a project


for review, contact the Institutional Review Board Chair at USP for guidelines and forms,


which are available in electronic and paper formats. No research involving human subjects


may be conducted prior to receiving written committee approval.


II. ASSURANCES

The IRB filed a 3-year Federal-Wide Assurance (FWA) of Compliance with the Office for Human Research Protections (OHRP) of the National Institutes of Health (NIH).  This Assurance defines the relationship of USP with the Department of Health & Human Services and supporting Federal departments and Agencies. The Assurance also sets out the Institution’s responsibilities and procedures to protect human research subjects.  Information regarding the current FWA number and agreement is available on the website (www.usip.edu/irb).

III. THE BOARD



A. Authority

The USP Institutional Review Board is an Institutional Review Board established under the mandate of the National Research Act of 1974 and is organized and authorized to act under authority of 21 CFR Parts 16, 50 and 56 and 45 CFR Part 46. 


The committee is appointed by and reports to the Director of Academic Research. It


shall review all research involving human subjects conducted at the University of the Sciences in Philadelphia and all research conducted in conjunction with other institutions. 



USP faculty, students and staff planning to conduct research at another institution 



must obtain the approval of that institution's IRB, in addition to approval at USP. The protocol, informed consent, and approval letter must all be submitted to the USP IRB for review.





In reviewing protocols involving human subjects, the IRB may:




1.
Approve as submitted.




2. 

Approve with changes or require amendments of the protocol and/or consent form to




better ensure the safety and protection of subjects.



3.
Disapprove and, in such a case, the Principal Investigator will be notified in writing of the reason(s) for disapproval and provided an opportunity to respond in person or in writing.




4.

Suspend or terminate any study that fails to comply with protocol specifications, IRB



directives or has resulted in unexpected harm or risk to participating subjects. Any


suspension or termination will be promptly reported to the Principal Investigator and may be reported to the investigator’s department chairperson, the Vice President for Academic Affairs, study sponsor and appropriate regulatory agencies.




5. 
Defer actions or final consideration of a protocol in order to seek information or




opinions from consultants and/or the Principal Investigator.

6. Require third-party representation at the giving of informed consent.



7. 
If deemed necessary for the protection of subjects, the IRB reserves the right to inspect the facilities and investigator's records of the study subjects. In such an event, the IRB chair or an IRB member designated by the IRB Chair, will be authorized to conduct such an inspection and pose questions in order to obtain information for the IRB.

B.
Membership
1. The Dean of Academic Research of the University of the Sciences in Philadelphia shall appoint seven members of the Institutional Review Board and shall designate the member who is to serve as Chair of the IRB. 




2. 
Criteria for appointment to the IRB shall include a candidate's (1) experience, and

expertise, (2) diversity of background in relation to other IRB members, taking into consideration cultural and racial backgrounds, and (3) sensitivity to community attitudes, institutional commitments and regulations, applicable law, and professional conduct and practice. The panel of members of the IRB shall include: (l) at least one male and one female, (2) at least one member whose occupation and primary concerns are in non-scientific areas, and (3) at least one member who is not affiliated with USP and who is not part of the immediate family of a person who is affiliated with USP,  and (4) one physician.



3.
Members of the IRB shall serve three-year terms; the terms will be staggered so that the whole membership doesn't change every three years. A member whose term has expired shall be eligible for reappointment to the Board.




4.
An alternate member is a qualified voting member that serves as a designated alternate for a regular member, but is not expected to attend every meeting. The alternate member’s place at an IRB meeting in the place of a designated member’s absence may be used to establish a quorum for the meeting. 



5.
The IRB may, at its discretion, invite individuals with competence in special areas to assist in the review of complex issues that require expertise beyond or in addition to that available on the IRB. This person's attendance is in an advisory capacity only and he/she will have no vote; otherwise the IRB meetings are closed.



6.
IRB members shall receiving training and ongoing education with regard to procedures, changes in regulations regarding human subjects research, and awareness of federal regulations and institutional policies regarding financial relationships and interest in human subjects research.

IV
REVIEW PROCEDURES  


A.
The IRB shall review the protocol of all investigations that require IRB review under any applicable Acts or Regulations. 


B.
At the beginning of each IRB meeting, potential conflicts of interest among IRB members will be identified. Any member who has a conflict of interest with an investigator or research protocol under review must not participate in IRB deliberations or voting. Potential conflicts of interest will be considered for any relationship or past action by investigator or IRB member, or personal or professional opinion or knowledge of the IRB member regarding the nature of the research study that could influence the ability of the IRB member to participate in an unbiased review of the proposed research. IRB members will be asked to volunteer such information. IRB members for whom a conflict of interest could be construed are able to present study information, clarify points, and respond to questions from the Board, but may not participate in the discussion of the merits or evaluation of the study or vote of the specific study. Potential conflicts of interest and how they are handled will be recorded in the minutes of each meeting. 


C. 
The committee shall meet at least every other month or at the discretion of the chair to review the protocols submitted for that meeting. The committee shall make a recommendation as to whether the study is approved, accepted pending modifications or disapproved. If the study is disapproved the committee can make recommendations and an investigator can resubmit the study. The IRB will determine or set review frequency concurrently with the decision to approve a proposed study. The dates of project approval will be recorded in the meeting minutes and on the approval letter sent to the investigator.


D. 
A quorum will consist of a majority of members (minimum of 4) and must consist of at least one member whose primary interests are nonscientific. In situations where the protocol involves research with an FDA-regulated drug or device, a physician must be present.  Except for expedited and exempt review, the Board's deliberations and review of protocols and related documents will be at a convened session. Approval of any research or documents must be by majority of the membership. Members who cannot attend may participate in the discussion and vote via videoconference or conference telephone call if they have received the documents. Opinions (e-mail, mail, fax, phone) of absent members can be considered but will not count toward a vote or part of the quorum.


E. 
All members have full voting rights. Comments may be submitted in writing by members who are unable to attend, but votes by written or verbal proxy are not permitted. Consultants and invitees are not permitted to vote but may participate in the discussions upon invitation of the Chair.


F. 
Responsibilities of the IRB


When reviewing protocols, it is the Board's responsibility to ensure that:



1.
Risks to subjects are minimized and are reasonable in relation to the potential benefits to him/her or to the potential benefits of the study and knowledge gained.

2. The rights and welfare of the subject are adequately protected and appropriate safeguards for vulnerable subjects are present.

3. Voluntary written informed consent is obtained by adequate and appropriate means.

4. The selection of subjects is equitable and not predisposed to coercion. This responsibility includes reviewing any advertisements or other recruitment materials for subjects to ensure that they are not misleading.


5. 
Informed consent will be appropriately documented.



6. 
Adequate provisions are made to protect the privacy of subjects and confidentiality of data.


7. 
The protocol follows scientifically sound and medically ethical procedures.


8.
No member of the IRB participates in the Board’s initial or continuing review of any projection in which the member has a conflicting interest, except to provide information requested by the IRB.


9.
Financial interests of parties involved in human subjects research do not compromise the protection of research subjects. The IRB can determine whether information regarding funding or financial arrangements with the investigator and/or institution is included in the informed consent document.


10.
Special measures are used to modify the informed consent process when a potential or actual financial conflict exists, including having another individual involved in the consent process and using independent monitoring of the research.



11. 
All ongoing studies are reviewed periodically depending on degree of risk, but in no case less frequently than every twelve (12) months. The IRB is responsible for determining which studies require review more often than annually, and specifying the frequency of continued review for each research study. The IRB establishes the review frequency concurrently with the decision to approve a proposed study. The IRB has the authority to observe or have a third party observe the consent process and the research.


12.
No material changes in approved research have occurred since previous IRB review.  At the time of study approval or continuing review, the IRB will determine which projects need verification from sources other than the investigators.

 

12.
No changes in approved research are initiated without IRB review and approval except where necessary to eliminate apparent immediate hazards.



In so doing, the Board must consider the informed consent document to confirm that it accurately describes the study as directed in Section V of these Policies and Procedures. The Board must ensure that risks to subjects are minimized and should ascertain that procedures used are consistent with good research design and, wherever possible, are already part of the subject's treatment or diagnostic regimen.



The Board must consider the purpose of the research and the setting in which work will be conducted in evaluating equitable selection of subjects. Special attention should be given when the nature of the study necessitates the use of subjects vulnerable to coercion, such as subjects with severe mental or physical illness or those who are economically disadvantaged.

The Board must satisfy itself that adequate measures are being taken to protect the privacy of subjects and the confidentiality of data. Finally, the Board must satisfy itself that appropriate measures are instituted to ensure prompt reporting to the IRB of any unanticipated problems, risks to subjects or changes in research activity.


The Board must insure that investigators are knowledgeable regarding regulations and requirements for conducting research involving human subjects. This is accomplished through: optional meetings and/or discussions between investigators and the Chair, required investigator training, distribution of news and regulatory information via a campus-wide listserv, the USP IRB website (www.usip.edu/irb), content included in approval letters and other correspondence to investigators, and copies of materials made available to investigators (Investigator 101 CD-ROM, USP Policies and Procedures Regarding Human Research).


G. 
Types of Review


1. 
Exempt Review


Research activities in which the only involvement of human subjects will be in one or more of the categories in 45 CFR Part 46, Subpart A, §46.101(b) must be reviewed by the Chairperson prior to initiation of the research. The full protocol and an Application for IRB Review must be submitted by the Principal Investigator. If the Chairperson determines that the activity meets the criteria for exemption, informed consent and continuing review will not be required.


2. 
Emergency Review


Human subject research activities cannot be started, even in an emergency, without prior IRB review and approval. If the review of a protocol is necessary for compassionate use of an investigational drug or device in a single patient before the next regular meeting of the IRB, efforts will be made to convene a special meeting to accommodate such needs. Requests for emergency review should be directed to the IRB Chairperson. 
Requests for emergency review will not be considered for purposes of meeting external funding source deadlines. 



An investigational drug or device may be used in an emergency prior to IRB review, provided that the patient is in a life-threatening situation in which no standard acceptable treatment is available, and in which there is not sufficient time to obtain IRB approval. In such a situation, obtaining informed consent shall be considered feasible except in certain emergency situations where the investigator has adequately documented the necessary exception under the guidelines described in 21 CFR 50.23.

Such emergency use is reported to the IRB within 5 working days, and any subsequent use of the test article is subject to IRB review. 



When emergency medical care is initiated without prior IRB review and approval, the patient may not be considered a research subject under 45 CFR Part 46. The emergency care cannot be claimed as research, nor may any data regarding such care be included in any report of a prospectively conceived research activity.


3. 
Expedited Review


For research that involves no more than minimal risk, including categories listed by the DHHS Secretary, or that contains only minor changes to a protocol previously  approved by the USP IRB, the Principal Investigator may apply for expedited review. Two (2) copies of the protocol and informed consent with the written request for expedited review/Application for IRB Review should be submitted to the IRB Chairperson.


The final decision about appropriateness of expedited review is made by the IRB Chairperson. All IRB members will be informed at the next regular meeting of the outcome of an expedited review. This report will be documented in the minutes. If the person conducting the expedited review cannot approve the protocol, it must be reviewed by the entire convened Board before disapproval can be made.


An appropriate letter prepared by the Chairperson stating the IRB action taken on

submissions for exempt, emergency or expedited review will be processed in the same manner as for study protocols requiring full Board review.

All decisions regarding study approval and continuing review activities conducted through expedited review are reported in meeting minutes.


4. 
Full Review


All research that does not meet the criteria for exempt, emergency, or expedited review 
will be reviewed by the full Board at a regularly convened meeting. An appropriate letter stating the IRB action taken on submissions will be submitted and signed by the IRB Chairperson.


5. 
Continuing Review


The committee shall require all investigators to send a written status report annually, or more frequently at the discretion of the IRB, based on the nature of the study, degree of risk and subject population. Adverse events must be reported immediately. 

At least one month prior to the date of the next review period, the Chairperson will send the Principal Investigator a Human Studies Progress Report Form (see Appendix). The form, a copy of the current consent form, and any additional information or documentation requested by the IRB or submitted by the investigator will be the basis for review at the next scheduled IRB meeting.


The IRB is responsible for ensuring prompt reporting to the appropriate institutional officials and the FDA of unanticipated problems involving risks to subjects or others, serious or continuing noncompliance with 21 CFR parts 50 and 56 or the requirements of the IRB, or suspension or termination of IRB approval. 


Special attention will be paid to determine whether any new information or unanticipated risks have been reported that may affect a subject's willingness to participate in the study. If so, the IRB may require modifications to the consent document to reflect these new findings.


H. 
Record-keeping

The Chairperson will maintain an IRB meeting calendar on the IRB website (www.usip.edu/irb) as a means to notify Board members and the University community.


The IRB Chairperson will forward study review documents to IRB members at least sixteen (16) days prior to the scheduled meeting date. All IRB members, including alternate members, will receive a minimum of the protocol consent form and study summary. Individual members may be assigned primary responsibility for reviewing a complete submission for the meeting. For protocols that involve an investigational drug or device, at least one member will be assigned the responsibility for providing an in-depth evaluation of the investigational proposal, consent form, and investigator’s brochure (when available). 

The IRB Chairperson will develop a separate review file for each clinical trial. Investigational drug brochures may be stored in an aggregate file. This file must include all materials as detailed in 21 CFR Part 56, Sub Part D, Section 56.115. Files will be maintained for three (3) years following completion or termination of the study.

The minutes of each IRB meeting are to be taken and typed by a designated Board Member and approved by the Board, signed by the chairperson and filed in the Office of the current Chair. The minutes will document attendance at the meeting and the vote on action taken, to include the number of members voting for, against, or abstaining, without identifying the voting record of specific Board members. There will be sufficient detail to show the basis for disapproval or requiring modifications a summary of the discussions of controversial issues and their resolution. Any report of approval of exempt research or expedited review since the last meeting will be documented, along with any status reports received for ongoing studies. Finally, the procedure for continued review, including, intervals of status reports and date of next review, will be documented by the board. Copies of the minutes and other appropriate documents will be sent to the chairperson and will be available for inspection by members of the IRB.



An approval, conditional approval or disapproval letter, including conditions for continuing review, will be prepared by the Board Chairperson. This letter will be forwarded to the Principal Investigator., with a copy to the department chairperson. Confirmation of the compliance will be documented in the minutes.


The Board will continue to communicate directly with the Principal Investigator on matters pertaining to the reviewed research. Copies of correspondence will be filed with other documents related to the reviewed protocol.


The IRB is responsible for reporting to other entities that may have an interest in the status of certain research projects and will report promptly in each situation:

1.
Device studies:  If the IRB determines that a study submitted as a non significant risk presents significant risk, the IRB must notify the sponsor, FDA, and investigator.

Investigational devices are categorized as significant risk or nonsignificant risk, initially determined by the study sponsor and the FDA. Information such as technical characteristics of the device, results of any prior (preclinical or clinical) studies involving the device, the proposed study protocol, and consent documents may be considered in the determination of the category of risk, based on potential risk to subjects. The IRB uses this information, and information provided by the investigator and study sponsor to make a risk determination (significant risk or nonsignificant risk). If an investigator submits a nonsignificant risk research protocol that the IRB deems as significant risk, the investigator and the FDA will be notified in writing. No further action will be taken on the research until the investigator has satisfied certain requirements for significant risk devices (21 CFR 812).  

2.
Unexpected and serious adverse events:  The investigator must notify the IRB and the study sponsor. The IRB shall inform the OHRP of serious and unexpected adverse events possibly, probably, or definitely related to federal research projects as required and the FDA when the study involves an FDA regulated drug or device. The IRB will notify the Dean of Academic Research and the principal investigator’s department Chairperson, as well.

3.
Suspension or termination of a study for cause:  The IRB will notify the Vice President for Academic Affairs, the investigator’s Chairperson, FDA when the study involves an FDA regulated drug or device, OHRP, and the appropriate funding agency or sponsor as required.

4.
Unanticipated problems involving risks to subjects or others: The investigator must notify the IRB and the study sponsor. The IRB shall inform the OHRP of unanticipated problems involving risks to subjects or others related to federal research projects as required. If the IRB deems these risks as potentially serious, the IRB shall notify the FDA when the study involves an FDA regulated drug or device, the investigator’s department Chair, and the Vice President for Academic Affairs.

5.
Serious or continuing noncompliance with these regulations or the requirements or determinations of the IRB: The IRB will notify the investigator, the investigator’s department Chair, the Vice President for Academic Affairs, and the FDA when study involves an FDA regulated drug or device.

6.
The IRB Chairperson will submit an Executive Summary of the Board’s activities and actions to the Dean of Academic Research (or designated person) at the end of each academic year.


I. 
Confidentiality


The USP IRB realizes that it will be necessary to review sensitive or confidential material in the performance of its duties. Consequently, the following steps will be taken to ensure confidentiality:


1. 
IRB members will sign agreements of confidentiality if requested by the sponsor.


2. 
Disposition of protocols and related documents other than those required for IRB files will be made according to sponsor/investigator instructions.



3. 
Distribution of minutes will be controlled. Minutes sent to individuals will be edited to delete sensitive information not related to their research.

4.
All discussions and actions of the Board concerning specific proposals will be kept confidential by IRB members.

V.INFORMED CONSENT

The Board and the Principal Investigator must ensure that informed consent is written and given in a legal and effective manner by ensuring that the prospective subject has had sufficient opportunity to exercise free power of choice without any form of coercion or constrain and that the consent form contains all required information presented in a language understandable to the subject.  It must not contain any exculpatory language that causes the subject to waive or appear to waive any of his/her legal rights, or release the institution or its agents from liability for negligence.


A.
The following information should be provided to each subject and should appear in the consent form:






1. 
A statement that the study involves research, an explanation of the purposes of the


research and the expected duration of the subject's participation, a description of the

procedures to be followed and identification of any procedures which are experimental.





2.
The approximate number of subjects enrolled in the study.





3. 
A description of any reasonably foreseeable risks or discomforts to the subject.





4. 
A description of any benefits to the subjects or to others which may reasonably be





expected from the research, including any monetary compensation to the subject.





5. 
A disclosure of appropriate alternative procedures or courses of treatment, if any, that




might be advantageous to the subject.





6. 
A statement describing the extent to which confidentiality of records identifying the subject will be maintained.

7. 
For research involving more than minimal risk, an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained.

8. 
An explanation of whom to contact for answers to pertinent questions about the research and research subjects' rights and whom to contact in the event of a research-related injury to the subject.

9. 
A statement that participation is voluntary, that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled and that the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.


B. 
When appropriate, one or more of the following additional elements of information shall also be provided to each subject:

1. 
A statement that the particular treatment or procedure may involve risks to the subject (or to the embryo of fetus, if the subject is or may come pregnant) which are currently unforeseeable.

2. 
Anticipated circumstances under which the subject's participation may be terminated by the investigator without regard to the subject's consent.

3. 
Any additional costs to the subject that may result from participation in the research.

4. 
The consequences of the subject's decision to withdraw from the research and procedures for orderly termination of participation by the subject.

5. The source of funding and funding arrangements for the conduct and review of research, or information about a financial arrangement of an institution or an investigator and how it is being managed.

6. 
A statement that significant new findings developed during the course of the research which may relate to the subjects willingness to continue participation will be provided to the subject.

7. 
The approximate number of subjects involved in the study.

These requirements are not intended to preempt any applicable Federal, State, or local laws which require additional information to be disclosed for informed consent to be legally effective.

VI. 
RESPONSIBILITIES OF THE PRINCIPAL INVESTIGATOR  

All USP faculty, staff and students wishing to conduct human subject research are required to have prior approval from the IRB. The Principal Investigator must be a USP faculty member who will accept responsibility for compliance with all institutional and federal requirements. An individual who is not a member of the USP faculty may submit a protocol for review by the IRB if the submission is accompanied by written approval from the Dean of Academic Research.

For proposed research at another institution, the Principal Investigator should obtain the approval of that institution's IRB. The protocol, informed consent, and approval letter must all be submitted to the USP IRB for review. 
Approval of the IRB must be obtained PRIOR to the involvement of subjects, including data collection and pilot studies. Failure to have human subjects research reviewed and approved by the IRB is a violation of institutional policy and federal regulations and could result in loss of grant funding or in a research paper or thesis not being accepted.

All documents submitted to the IRB should be corrected for spelling and include the submission date on the first page (or, preferably, in a footer on each page).
The Principal Investigator shall submit a request for review/Application for IRB Form and the appropriate study documents to the Chairperson in advance of the deadline established

for each meeting. The protocol and consent form shall be submitted according to the guidelines set forth in the Guidelines for Investigators (attached).


A clinical investigator may apply for a study review by submitting a cover letter requesting review/Application for IRB Review to the IRB Chairperson. If any subjects, as a result of their participation in this study, will be seen or treated in an institution without an IRB, the cover letter must also include a statement from that institution's administrator approving the USP IRB as the reviewing authority. This cover letter with the documents listed in the Guidelines for Investigators must be received by the IRB Chairperson twenty-one  (21) days prior to the date of scheduled review.

When a new protocol (i.e., one that has not been previously reviewed by this IRB) is being reviewed, the Principal Investigator or appropriate representative may be present to answer any questions that arise concerning the protocol. If the Principal Investigator or representative is not present and the IRB has concerns regarding the protocol, the review will be postponed until the next meeting.

The Principal Investigator has the opportunity to respond in person or in writing to the IRB for any disapproved protocol.

The Principal Investigator must submit any proposed advertisements, fliers, brochures or other recruitment materials for subjects to the IRB for review and approval prior to using them.
If the study involves a commercial sponsor (e.g., a clinical trial), the investigator must obtain a letter of indemnification/hold harmless agreement for USP and the IRB.

The Principal Investigator also has the following responsibilities:


1.
To accurately complete and submit all forms and reports to the IRB prior to deadlines specified.

2.
To ensure the study complies at all times with protocol specifications.

3. 
To inform the IRB of any changes in the protocol prior to implementation. In a medical emergency, the investigator may exercise his/her medical judgment with regard to subject safety and notify the IRB within forty-eight (48) hours after the action is taken. 


4.
To inform the IRB promptly of any changes in research activity. 

5.
To ensure that all serious or unexpected adverse events, deaths, results of  FDA or sponsor inspections, deviations from protocols, key changes in study personnel and updated investigational drug brochures that occur during the study are reported and/or submitted to the IRB, the sponsor, and, if applicable, the FDA immediately.

6.
All investigators are required to complete training in human subjects research with regard to common concepts, principles, and issues related to protection of human participants, including principles of bioethics and basic legal standards. A copy of a written certificate as proof of training for all investigators involved in human subjects research is required prior to IRB review of any protocol. The Chair of the IRB will retain copies and records of investigator training and refers to this prior to project approval or reapproval.
If the IRB votes to approve a protocol conditionally pending changes in the study protocol and/or informed consent document, and if the Principal Investigator wishes to proceed with the study including these changes, then a copy of the corrected documents must be furnished to and approved by the IRB prior to initiation of the study.

If the approved protocol or consent document is not used or the investigator fails to send a written status report when required, the committee can suspend further subject enrollment and 

will inform the investigator, the department chairperson and, if applicable, the sponsor of the research of this noncompliance. The investigator will be advised that this action could compromise his/her ability to conduct further research.

Any additional documentation deemed appropriate by the IRB or the Principal Investigator,

should be attached to and submitted with the Human Studies Progress Report Form.


A final report detailing the number of subjects studied, adverse events and reason for termination is required when a study is completed or discontinued. The Human Studies Progress Report Form is to be used for this purpose. This information will be reviewed by the Board, signed by the Chairperson, and filed with the other IRB study documents.

UNIVERSITY OF THE SCIENCES IN PHILADELPHIA

INSTITUTIONAL REVIEW BOARD

GUIDELINES FOR INVESTIGATORS


VII.
WHO/WHAT NEEDS IRB APPROVAL?

Institutional policy and federal regulations require review and approval of ALL research activities involving human subjects PRIOR to their involvement. This applies to all faculty and staff research, as well as all student-originated research, including research to satisfy the requirements of master's and doctoral degrees.

For proposed research at USP the Principal Investigator must be a USP faculty member who will accept responsibility for compliance with all institutional and federal requirements. Individuals who are not USP faculty must receive written approval from the Dean of Academic Research prior to submitting a proposal for review.



WHOM DO I CONTACT?

To submit a project for review, contact the Institutional Review Board Chairperson at USP for guidelines and forms, which are available in electronic format from the website (www.usip.edu/irb). All proposals will receive a preliminary review by the chairperson of the IRB to determine the category of review required (full, expedited, exempt).

Investigators are also encouraged to submit one copy of all materials for review to the Board's Chairperson and to await feedback before making copies for distribution to the Board.


WHEN WILL THE PROTOCOL BE REVIEWED BY THE IRB?


The IRB meets every other month. All materials should be submitted to the USP IRB Chairperson for distribution to the committee at least 30 days prior to the scheduled meeting.

The principal investigator is strongly encouraged to attend the meeting at which the protocol will be reviewed to present the project to the committee and answer any questions the members may have.


WHAT DO I HAVE TO SUBMIT?

All new projects that do not meet the criteria for review exemption must be accompanied by an Internal Routing Form signed by the Principal Investigator, faculty sponsor (if applicable), department chairperson, and the Director of Academic Research. The Principal Investigator must also complete an Application for IRB Review (see Appendix).


NOTE:   All documents submitted to the IRB should be corrected for spelling and include the  submission date on the first page (or, preferably, in a footer on each page).


New Protocols Requiring Full Board Review


1.
Internal routing form (with signatures noted above)

2.
Application for IRB Review

3.
Eight (8) written copies and one electronic file of the study protocol, including a bibliography relevant to the background and rationale for the proposed research

4.
Eight (8) copies and one electronic file of the proposed written informed consent form, with a 1 ¾ " top margin (to provide room for the official approval stamp)

5.
Two (2) copies of any proposed recruitment materials (advertisements, fliers, brochures, etc.)

6.
Two (2) copies of any ancillary materials, such as interview protocols or questionnaires

7.
Proof of completion of researcher training for each investigator


For clinical trials, the following documents are also required:

1.
FDA form 1572

2.
One (1) statement describing the adequacy of the laboratory tests defined in the protocol

3.
One (1) copy of the investigational drug brochure (if available)
4.
Letter of indemnification/hold harmless agreement from the sponsor

5.
Literature review that discusses the sources.


New Protocols Meeting DHHS Criteria for Expedited Review

1.
Internal routing form (with signatures noted above)

2.
Application for IRB Review

3.
Two (2) written copies and one electronic file of the study protocol, including a bibliography relevant to the background and rationale for the proposed research

4.
Two (2) written copies and one electronic file of the proposed written informed consent form, with a 1 ¾” top margin (to provide room for the official approval stamp)

5.
Two (2) copies of any proposed recruitment materials (advertisements, fliers, brochures, etc.)

6.
Two (2) copies of any ancillary material that will be used during the research study (i.e., questionnaires, surveys, interview protocols, cover letter(s), etc.)

7.

Proof of completion of researcher training for each investigator


Expedited Review of Minor Changes to Approved Protocols

For approved studies for which there is a proposed title change, change of any investigator, addition of research site, or minor changes in the protocol or ancillary materials, the Principal Investigator must submit the following and obtain approval prior to implementation of the changes:


1.
Two (2) written copies and one electronic file of a memo stating the PI's name, the protocol title and number, the proposed amendment and the rationale for making the change


2.
Revised consent form with the proposed changes in italics or underlined


3.
Revised consent form incorporating the proposed changes, without italics or underlining, with a 1 ¾” top margin (to provide room for the official approval stamp)


4.
Copies of all correspondence and approvals for outside institution (if applicable) IRB.

APPENDIX A

PROTOCOL PREPARATION



1.

Purpose



Purpose, hypothesis to be tested



2.

Duration



Estimate of duration of the entire study



3.

Subject recruitment and selection

Numbers of subjects invited to participate, inclusion and exclusion criteria, any inducements that will be offered, all special categories to be included (pregnant, mentally retarded, disabled, minors, etc.)



4.

Location



5.

Background



Past findings which lead to the plan for this project; summary of relevant literature



6.

Research Design

Orderly scientific description of the intended procedures. Include copies of all questionnaires or ratings scales, etc.



7.

Potential Risks

Describe and assess any risks (physical, psychological, social, economic, monetary, legal, etc.) and the likelihood and seriousness of risks.



8.

Consent Procedures



How, when, where, and by whom consent will be obtained.



9.

Protection of subjects

Procedures for protecting against or minimizing potential risks, including confidentiality safeguards.



10.

Potential Benefits

Benefits which may be accrued to individual subject and society in general, including subject compensation (if applicable).


11.
Risk/Benefit Ratio



Analyze ratio of benefit relative to risks involved. Minimal risk means that risks of harm anticipated in the proposed research are not greater than those ordinarily encountered in daily life or doing performance of routine physical or psychological examinations or tests.

APPENDIX B

SUBJECT CONSENT FORM 


[List Title of Proposed Research Here]

Purpose and Duration

State that the subject is being asked to participate in a research study. State clearly the nature and purpose of the research project and the expected duration of the subject's participation. 

Selection of Subjects
Inform the subject of the reason he/she has been invited to participate (give brief description of inclusion and exclusion criteria). State the number of subjects who will be enrolled in this study. 

Description of Study

Inform subject exactly what his/her participation will involve in chronological order, including a description of all procedures in lay terms. This includes all procedures, including but not limited to: randomization, any questionnaires, observations or video-taping, special diets, withholding of standard treatment, follow-up studies, length and frequency of study visits or hospitalization, types of medication, placebo administration, types and numbers of tests, and amount of blood to be withdrawn (expressed in terms of ounces, tablespoonfuls or teaspoonfuls). 

If the study is blinded, describe the groups clearly. Inform subjects if they are assigned (randomized) to a group by chance, "like the flip of a coin".

If a drug or device is involved, the consent form should explain that it is routinely used for the purposes of the study or is experimental and not approved for general use by the US but is approved for use in this study. 

Identify any procedures that are considered experimental.

Clearly explain technical and medical terminology using nontechnical language.

If audio taping, videotaping, or other recording or film procedures are going to be used, provide information about the use of these procedures. In addition, state if and when the materials will be destroyed.

Risks
Provide an estimate of all reasonably foreseeable risks involved. State in lay terms and include use of frequencies (1 in 100, 1 in 1000 etc.)  or percent incidence, if known. Clearly state that participation may involve some known or unforeseeable hazards, discomforts, or inconveniences.  State any precautionary measures to be taken to minimize risk.

If double-blind studies are involved, it must be made clear that neither the subject nor the investigator will know what the subject is receiving; however, who will know or how the code will be broken in the event of an emergency must be clearly stated. 

If the study is placebo-controlled, subjects must be informed that there is a possibility that they will receive no treatment, and the consequences of this (or withholding previous treatment regimen) should be explained. 

If applicable, the possibility of psychological and/or social risks involved in study participation must also be stated.

Benefits
Describe any benefits to participants or to others (or to the body of knowledge) that may reasonably be expected from the research. Benefits to the subject should be explained. If there are no benefits to the subject, this should be clearly stated. Payment is not considered a benefit. 

Alternatives/Standard Treatment(s)

Disclose alternative procedures or courses of treatment, if any, that might be advantageous to participants or those available as an option if he/she does not wish to participate in this study.

Confidentiality
State that the information in the study records will be kept confidential. Data will be stored securely and will be made available only to persons conducting the study unless participants specifically give permission in writing to do otherwise. No reference will be made in oral or written reports that could link participants to the study. 

Describe the extent to which confidentiality of records identifying participants will be maintained, where the records will be stored, and who will have access to the records. Include the FDA and the sponsoring company for experimental drugs and devices. 

Participation Costs and Subject Compensation

If applicable to your study, add compensation information here.

State clearly the costs the subject and/or third party payors will assume (including hospital stay). If there are no costs, so state. If subjects will be paid, state the amount. Specify any compensation provided to the subjects (e.g., gift certificates, training sessions, etc.). 


State whether participants will be eligible for compensation if they withdraw from the study prior to its completion. If compensation is pro-rated over the period of the participant's involvement, indicate the points/stages at which compensation changes during the study.


Refusal or Withdrawal of Participation
State that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which participants are otherwise entitled, and that participants may discontinue participation at any time without penalty or loss of benefits to which they are otherwise entitled. 

State anticipated circumstances under which the subject's participation may be terminated by the investigator without regard to the subject's consent.

If applicable, statement about what will happen to subject's data (returned to you or destroyed) if subject withdraws from the study before data collection is completed.

Injury Statement/Complications
For research involving more than minimal risk, explain whether any compensation or medical treatments are available if injury occurs as a result of participating in this research. If compensation or treatments are available, they should be described. The procedures for obtaining additional compensation/treatment information should be stated.


Subject's Rights

Identify the persons that subjects can contact for answers to pertinent questions about the research, and subjects' rights.

Include information for at least 2 contact individuals. 

For projects involving no known risk(s) to subjects: You can obtain further information from the study investigator [include name of investigator plus his/her degree] at [insert phone number here]. If you have questions concerning your rights as a research subject, you may contact the [insert name of Human Subjects Committee at clinical site or at USP] at [insert phone number here]. 

For projects involving greater than minimal risk to subjects:  Side effects or harm are possible in any research program despite the use of high standards of care and could occur through no fault of mine or the investigator involved. Known side effects have been described in this consent form. However, unforeseeable harm also may occur and require care. You do not give up any of your legal rights by signing this form. In the event that you require or are billed for medical care that you feel has been caused by the research, you should contact the study investigator [insert name of study investigator plus his/her degree] at [insert phone number here]. If you have questions concerning your rights as a research subject, you may contact the [insert name of Human Subjects Committee at clinical site or at USP] at [insert phone number here]. 

State that any significant new findings that develop during the course of the research that may relate to the participant's willingness to continue participation will be provided to the participant.

Consent

 
Include a statement similar to this below:

I have been informed of the reasons for this study. I have had the study explained to me. I have had an opportunity to ask questions and have had them answered. I have read this consent form, have initialed each page, and have received a signed copy. I agree to participate in this study voluntarily.


______________________________
_____________________________
___________

Subject Name



Subject Signature


      Date

Investigator's Affidavit

I have carefully explained to the subject the nature of the above project. I hereby certify that to the best of my knowledge the person who is signing this consent form understands clearly the nature, demands, benefits, and risks involved in his/her participation and his/her signature is legally valid. A medical problem or language or educational barrier has not precluded this understanding. 

  

	______________________________________________________ 
Signature of Investigator
	_______________ 
 Date


Notes for Investigators:
1.
The use of first person for the consent form is strongly discouraged. All sections of the consent form, except the "Consent Section" should be written in second person

2.
Express terminology using lay terms (6th grade education or below).

3.
The informed consent form (and any revisions) must be dated so that only currently approved forms are used in study.  Signed forms should be retained by investigator in confidential files for at least 5 years.

4.
If your consent form is more than one page, there should be a line at the bottom of each page for the subject's initials, except for the last page where the signature is obtained:

____________

Subject's Initials

APPENDIX C

APPLICATION FOR IRB REVIEW
UNIVERSITY OF THE SCIENCES IN PHILADLEPHIA

INSTITUTIONAL REVIEW BOARD

REQUEST FOR PROTOCOL REVIEW

1.
Date:
 

Project Title:



Name and Title of Responsible Investigator:   

Affiliation with USP?
(  Yes

(  No



If yes, type?

(  Faculty


(  Undergraduate student






(  Graduate student

(  Staff


College/Department:


Mailing Address:
  


Telephone:


E-Mail:


Co-Investigator(s) – name, title, institutional address:


Other Collaborator(s) – name, title, institutional address:

2.
Does the project involve the testing of investigational drugs or devices?


(
No
(
Yes 


If Yes, provide:



Name of drug or device: _______________________________ IND# or IDE# ______________


Name of manufacturer: ___________________________________________________


Attach 1 copy of the drug or device brochure

3.
Description of kinds of subjects:

(
Prisoners
(
Psychiatric patients

(
Mentally retarded persons
(
Pregnant women

(
Pediatric patients
(
Healthy volunteers

(
HIV-Positive persons
(
Other (please specify):

Exclusion Criteria:
 

4.
Does this project require IRB approval from an outside institution:


(
No
(
Yes


If Yes, provide a copy of the IRB approval letter.

5.
Project Category:


(
Faculty research

(
Dissertation research


(
Undergraduate research
(
Graduate research (not dissertation)


(
Administrative research
(
Other (please specify):

6.
Funding Agency:

7.
Do any investigators or does the institution receive significant payments including grants, compensation in the form of equipment, retainers for ongoing consultation, honoraria, or payment per participant or incentive payments?


(
No
(
Yes


If Yes, describe:

8.
Purpose (include objectives/new knowledge expected, procedures, and involvement of human subjects WITHOUT REQUIRING REFERENCE TO THE FULL PROTOCOL; you may, however, attach a copy of the relevant page(s) from the protocol):  


Primary Objective(s):


Secondary Objective(s):

9.
Proposed Starting Date:

10.
Estimated Duration:

11.
Design (include subject recruitment, selection and number; potential risks; risk/benefit ratio; potential benefits; consent procedures; protection of subjects WITHOUT REQUIRING REFERENCE TO THE FULL PROTOCOL)

12.
Description of procedures for informing subjects (include method for ensuring that potential subjects will have sufficient time and opportunity to decide whether or not to participate:

13.
Potential risk involved to subjects (list those with incidence > 5%):   

	Side Effects
	Projected Incidence
	Severity
	Duration/Reversibility

	
	
	
	

	
	
	
	

	
	
	
	



Other Potential Risks:


14.
Potential Benefit To Subjects:


Potential Benefit to Others: 

15.
Alternative Treatments:

16.
Consent form:



(
Attached copies of informed consent forms to be signed by subjects and/or parents, legal guardian, next of kin, other subject representative.   

(
Informed consent form not applicable (only if project qualifies as exempt from full IRB review).

17.
Procedure for maintaining confidentiality:



(
Signed consent documents kept in a locked file cabinet in the Investigator’s office



(
Data collected in such a manner that subjects are identified either directly or through identifiers linked to subject.



(
Data reported in such a manner that subjects are identified either directly or through identifiers linked to subject.



(
Data collected in such a manner that subjects are identified neither directly nor through identifiers linked to subject.



(
Data reported in such a manner that subjects are identified neither directly nor through identifiers linked to subject.

18.
Letter of Indemnification attached (REQUIRED of commercial sponsors)



(
Letter of Indemnification not applicable.  Project does not require funding from a commercial sponsor.

19.
Check the items that are required for RESEARCH PURPOSES ONLY.  Describe rationale and related risks for each in the space below.


(
Permission of parents, legal
(
X-ray, other imaging, or radioactive materials



guardian, next of kin, or
(
Painful procedure



other patient representative
(
Electrical shock



required
(
Deception as part of the


(
Fees paid to subjects

experimental procedure


(
Cost to subjects
(
Psychological tests


(
Medical coverage needed
(
Personal history taking


(
Biopsy, tissue, or blood
(
Questionnaires



samples
(
Psychological stress


(
Venipuncture
(
Administration of chemical or


(
Lumbar puncture

biological agents


(
Surgery
(
Administration of new drug


(
Endoscopy
(
Administration of placebo (specify contents):

20.
Proof of completion of training in human subjects research for ALL investigators. Note: the IRB will not consider proposals for approval without record of satisfactory completion of this requirement. 



Investigator Name(s)
Date
Method



_____________________________
____________
________________________



_____________________________
____________
________________________



_____________________________
____________
________________________

21.
Will Protected Health Information be collected or used as part of this research study?



(   No
(
Yes

If Yes, attach HIPPA research subject authorization or IRB request for waiver of HIPPA authorization

22.
Director of Academic Research, USP:



____________________________________________
_______________



Signature
Date

23.
USP Responsible/Primary Investigator:



____________________________________________
_______________



Signature
APPENDIX D
Project Progress Report

Title:

Principal Investigator:

Please answer the following questions for the research identified above since your last IRB approval date.

1.
Is this research project still ongoing? ___Yes   ___ No      


Is this research project being terminated? ___Yes   ___ No 


If yes, indicate status:  ___ project terminated, ___ project withdrawn, ___ other (please explain):  


Please enter termination date ____/ ____/____

2.
Have you performed any research involving human beings during this period? ___Yes   ___ No      

3.
How many subjects were enrolled? ________

4.
Were any complications or adverse reactions encountered as a result of subject participation in this project?  ___Yes   ___ No      


Total number of subjects experiencing complications or adverse effects: ________


If any, on a separate sheet, identify the subjects by age and gender and describe the circumstances of these events, including onset, course, and outcome.

5.
How many subjects have withdrawn from this study? ________

If any, on a separate sheet, identify the subjects by age and gender and describe the reasons their withdrawal.

6.
How many subjects have completed the study? ________

7.
Has the research project changed in any way other than as it was last submitted? ___Yes   ___ No      

If yes, describe these changes on a separate sheet, including any changes in investigators, co-investigators, protocol amendments, etc. Include a copy of the updated Institutional Review Board Approval from outside institutions, if applicable.

8.
Is there any additional or new information, unanticipated risks, or research findings which may relate to a subject's willingness to continue to participate? ___Yes   ___ No      

If yes, describe this information on a separate sheet.  If yes, please attach a proposed new consent form with any changes underlined.

9.
On the reverse side of this form or on a separate sheet, provide a brief summary of your research results obtained thus far.  Please attach a copy of the current consent form.


_____________________________________           ______________________________________________


  Signature of Principal Investigator


  Approval, IRB Chairperson Signature


______________




______________

         Date






  Date

Review application, 6/24/04, rev, LED
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