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Association for the Accreditation of Human Research Protection Programs (AAHRPP): We are very pleased to announce that AAHRPP has awarded the TJU DHSP full accreditation. Previously we had attained “qualified” accreditation. The qualified appellation was because there were several minor items we needed to address along with the development of a policy for Research Device acquisition and tracking. AAHRPP accepted our response and we will enjoy full accreditation until renewal time in 2011. AAHRPP was founded in 2001 and began accepting applications for accreditation in 2002. Currently there are 159 AAHRPP accredited organizations. To put this in perspective, there are over 3200 organizations in the US and its protectorates with at least one IRB Committee registered with the Office of Human Research Protections (OHRP), 168 of these are in Pennsylvania.  Thus, TJU is in a fairly elite group regarding its human subjects protection program!
What does accreditation mean for TJU?  It provides sponsors with evidence that TJU has adopted the highest ethical and professional standards that can be applied to human subjects research.  It means that Jefferson not only safeguards study participants but that our data is reliable and credible and that we are committed to continuous quality improvement. It provides sponsors and faculty with assurance that we have an efficient operation with comprehensive protections for researchers and subjects and enhances our ability to attract high quality innovative clinical trials. Increasingly, accreditation is becoming a condition for research support. Finally, it enhances Jefferson’s reputation in the community and indicates to potential research subjects that they can place their trust in Jefferson. 
Role of the Investigational Drug Service Pharmacist on the IRB: Pharmacy as a profession has evolved over the past few decades, expanding into various areas of clinical practice and expertise.  Research is just one of the many areas in which pharmacists play vital and often pivotal roles.  An Investigational Drug Service Pharmacists role in managing clinical drug trials for an Institution can reach far beyond just simple drug accountability and inventory management.

At Thomas Jefferson University, four pharmacists sit as voting members on the three on-campus IRBs. Two are Investigational Drug Service Pharmacists, one is an Assistant Director of Pharmacy with a specialty in Drug Information, and another is a Transplant Specialist. The pharmacists also review and help monitor SAE’s that occur in protocols being conducted at TJU.  

As an IRB voting member, a pharmacist can bring an enhanced perspective with a more focused drug profile evaluation. With utilization of available pharmacy databases and performing primary literature review, the pharmacist can comment on various drug issues such as side-effect profiles and efficacy reports.  A thorough review of all documents assures the committee that information provided in the protocol and the investigators brochure as well as patient consent forms is ethical, accurate and not misrepresented.  Early protocol review can also help to ensure that the investigator is in compliance with state and federal pharmacy laws along with assuring proper use of investigational drugs under established federal IND guidelines.  

Serving on an IRB also keeps the Investigational Drug Service Pharmacists aware of any investigational agents being used in the institution and allows for pharmacist participation in policy development as it relates to the use of investigational agents.  Upon initial review of a protocol, the pharmacist can identify any potential issues with drug prescribing, drug preparation, administration, monitoring, and delivery or storage that may be addressed if caught early on in the review process.  Identifying these issues at this early stage can help to streamline the process of coordinating the protocol when it opens to accrual within the institution.  

The Investigational Drug Service Pharmacist can also play a crucial role in developing protocols by helping to write the protocol itself, especially in terms of study drug design.   The pharmacist can develop specific drug delivery systems, patient randomizations, procedures to mask or blind study medication, and can also assist in data collection.  Other services, which the pharmacist can provide the Principal Investigator, are staff education in protocol specifics, coordination of drug delivery and assistance in avoiding any protocol deviations via communication with the study coordinator and/or the PI.  

In conclusion, the participation of an Investigational Drug Service Pharmacist on the IRB committee in helping to develop and fine tune protocols improves communication between the department of pharmacy and primary investigators.  Furthermore, this membership, through the expertise of the pharmacist in assessing drug risk and benefits along with an awareness of the marketed versus investigational status of the drugs being studied, benefits the research subject, the committee, and the institution.  Active participation of the pharmacist in the initial review process can be beneficial in that it may expedite research protocol review and can ensure that hospital policy is being adhered to as well as assuring that appropriate Federal and State regulations are being followed.  

Clinicaltrials.gov: ClinicalTrials.gov is a directory of federally and privately supported research trials conducted in all 50 states and in 161 countries. There are currently 68,000 studies registered in the database with 50,000 visitors daily.  ClinicalTrials.gov provides patients, family members, health care professionals and members of the public easy access and offers up-to-date information for locating trials for a wide range of diseases and conditions.
The U.S. National Institutes of Health (NIH), through the National Library of Medicine (NLM), developed this site in collaboration with the Food and Drug Administration (FDA), as a result of the FDA Modernization Act, which was passed into law in November 1997.  The legislation requires the Department of Health and Human Services, through the NIH, to establish a registry of clinical trials, federally and privately funded, “of experimental treatments for serious or life-threatening diseases or conditions.” Each entry includes a summary of the trial protocol, including the purpose, recruitment status, and criteria for patient participation.  Trial locations and specific contact information are provided to assist enrollment.
The International Committee of Medical Journal Editors (ICMJE) requires trial registration as a condition for publication of research results generated by clinical trials that qualify for inclusion in ClinicalTrials.gov.

Effective September 27, 2008, the National Institutes of Health (NIH), announced an expanded ClinicalTrials.gov database.  The database will accept basic results information, in addition to trial registrations.  Due to a growing public interest and a desire for improved public access to clinical trial information and greater transparency in clinical research, Congress enacted US Public Law 110-85, Title VIII, which mandates the submission of “basic results” data for certain clinical trials of drugs, biologics and devices.  The law applies to trials that are not Phase 1 or small device feasibility studies, and that have at least one site in the US, regardless of who sponsors, finances, or conducts the trial.  Those responsible for conducting clinical trials will submit data after the trial is completed.  “Basic results” include summary data tables of baseline characteristics, participant flow, outcomes and, as of March, 2009, adverse events.  Patient-identifiable information will not be included.
This system builds on the existing ClinicalTrials.gov Protocol Registration System and allows sponsors and Principal Investigators of clinical trials to submit “basic results” summary data necessary to satisfy statutory requirements. Submission will be publicly posted on ClinicalTrials.gov.  There could be significant penalties for failure to comply with this law.
Aware for All: Jefferson will be participating in the 3rd Annual AWARE for All-Philadelphia Clinical Research Education Day scheduled for Saturday, March 28, 2009, sponsored by the Center for Information & Study on Clinical Research Participation (CISCRP).  The program is being offered in collaboration with Abington Memorial Hospital, Doylestown Hospital, Drexel University, Fox Chase Cancer Center, and CHOP. The program will be held at Drexel University, Edmund D. Bossone Research Enterprise Center, South side of Market Street between 31st and 32nd  Streets, Philadelphia, PA.  In 2008, Jefferson hosted over 400 attendees at the program, which was held in the Dorrance H. Hamilton building. The program received rave reviews! 
Aware for All is open to the public, free of charge, and includes a thank you reception for clinical research volunteers, free health screenings, educational workshops, complimentary breakfast and lunch, cyber café and additional educational resources.
This year’s keynote address will be made by Liz and Jay Scott, whose daughter started Alex’s Lemonade Stand, Foundation for Childhood Cancer, after being diagnosed with cancer.
The educational workshops are delivered by world renowned physicians from the collaborating Universities/Hospitals and cover topics such as Cancer, Cardiovascular Disease, Diabetes, Metabolic Syndrome and Obesity, HIV/AIDS and Neurological Diseases.
The Aware for All program receives tremendous support and visibility throughout the Philadelphia community.  Through extensive outreach to over 40 organizational partners including hospitals, research sites, community health centers and health and community advocacy groups, there were over 20,000 brochures and 300+ posters distributed for last years event.  
The mission of the Aware for All day is to educate and inform the public about clinical research participation.  Jefferson will have a tabletop display to distribute information about the clinical trials that Jefferson is conducting. Please join us for a stimulating day. To register go to www.ciscrp.org/programs/aware/philadelphia/index.html.  For more information, please contact roseann.talarico@jefferson.edu or x3-4743.

Humanitarian Use Devices (HUD): Clinical use of devices that have been given a Humanitarian Device Exemption (HDE) by the FDA is not considered research, but the FDA does require IRB approval and local regulatory oversight for the use of such devices. The FDA exempts HUDs from some of the requirements for device approval before marketing, because the market for these devices is so small that the studies needed for licensure would simply never be able to be carried out to obtain the usual pre-market approval. The general criteria for qualifying as a HUD are:
- Expected to treat or diagnose fewer than 4,000 people in the US per year

- No comparable device is already available

- No exposure to “unreasonable or significant risk of illness or injury”

- Potential benefits of the device outweigh its risks
The HDE “approval” retains some similarities to the more usual clearance for research (the “IDE” or “Investigational Device Exemption”), including IRB oversight and limitations on costs for the device. The freedom of the clinician/investigator to use the device for other than its label indications is also restricted.
Since the use of HUDs is not considered research per se, the FDA does not require the IRB to approve a consent form. In most cases the device brochure can be signed by the recipient patient in lieu of a formal written consent form. The manufacturer’s brochures are usually quite detailed and explanatory and usually contain clearly written information on the nature of the device.  For initial review, the brochure should be submitted to the IRB along with the OHR-2 and any other required paperwork.
Helpful Hints

Investigator Brochures: New/updated IBs may be submitted on discs. Please provide a print out of any significant changes for review by the DHSP or a cover letter stating there are no significant changes.

Consent forms: Please use the latest template language for pregnancy risks and compensation in case of research-related injury. The template language has been changed and most sponsors are now willing to accept our language.  Note that compensation in case of injury does not have to be included in consent forms for minimal risk studies.
No more “clean copies:” Please do not submit a “clean copy for stamping” with new IRB submissions. Since consents are rarely accepted without the requirement for at least a few administrative changes, the clean copy is a waste of paper.  Once comments are received and changes made, the “clean copy” can be included. 

Amendments: In the space provided on the first page of the OHR-12, please provide a brief synopsis of the main reason(s) for the amendment. Attach the sponsor-generated detailed list of the amendments to protocol and/or consent form to the OHR-12.
FDA form 1572: Please submit a copy of the 1572 form with all new submissions that are FDA regulated.  If the 1572 requires amending during the course of the study, you may simply submit the amended copy for inclusion in the IRB files. If the amended 1572 requires a change to the consent form (contact numbers, new investigator(s), etc.) submit it with an OHR-12.
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We are grateful to Rania Sadaka, PharmD and Linda Sailor, PharmD for providing the section on the Investigational Drug Service and to Roseann Talarico for providing the sections on Clinicaltrials.gov and the Aware for All Clinical Research Community Outreach program.
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