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Dear Colleagues: 

The purpose of this newsletter is to provide the JHM research community with news and 
updates about the Office of Human Subjects Research (OHSR), also known as the JHM IRB 
Office.  We plan to bring important news concerning our Human Subjects Protection Program to 
you on a semi-annual basis.  If there is information you would like to see in the newsletter, 
please send us an e-mail at jhmirb@jhmi.edu.  
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OHSR Management Update 

After 41 years at Johns Hopkins, our colleague and friend Barbara Starklauf retired on 
December 31, 2011.  She was instrumental in the growth and maturation of the IRB and 
compliance programs.  We miss her and wish her the best.  We are fortunate that there are many 
competent and experienced people in our office to step up in new leadership roles. 

Judith Carrithers, JD, MPA, was appointed the Assistant Dean for Human Research 
Protection and the Director of the Human Research Protection Program on January 1, 2012.  
Judith has worked in our office since 2002, and has been the Director of Operations since 2003.   

Barbara Scherer, MA, is the new Director of Operations and another long-term Hopkins and 
JHM IRB employee. She has been at Hopkins since 1983 and started working in the IRB Office 
in December, 2001.  Barbara was previously the IRB Associate Manager.  

Sharon Hampp, RN, JD, is the new Director of Compliance.  Her background includes 
serving as a Project Officer/Clinical Trials Specialist at NHLBI, a Senior Regulatory Analyst at 
NHLBI,  a Program Director at the Women’s and Infant’s Research Center at Washington 
Hospital Center and working as an attorney.  

James Boscoe, MA, is the new IRB Associate Manager. Jim was previously a Senior Research 
Subject Specialist working with IRB 3 and prior to that was a Research Data Analyst at the 
Center for Learning and Health on the Bayview Campus. 

 



OHSR Staff Update 

Three new staff members have joined the IRB office since December, 2011.   

Lindsay Koenig, BS, is currently a Post-Team Research Subject Specialist working with IRB 
5.  Previously, Lindsay worked as a Research Assistant at the Kennedy Krieger Institute.  

Camille Smith, BS is working as a Pre-Team Research Subject Specialist with IRB 3.  Camille 
comes to the IRB from University of Maryland where she was a Research Assistant.   

Steve Sawicki, BA, BS, RN is returning to the IRB after a 5 year absence.  Steve will be the 
Pre-Team Senior Research Subject Specialist with IRB 6. 

IRB 6/Increase in Number of Protocols  

The growth in the number of protocols submitted and approved over the last few years has been 
remarkable. In 2007, the JHM IRB committees had 2603 active protocols and now have 4338.  
Due to the dedication of the members of our IRB committees and the IRB staff, the number of 
days from submission to approval has actually decreased during that time period.  We have been 
concerned, however, that the increase in volume would eventually impact our efficiency and 
ability to oversee protocols to maximize safety.  In response to increased volume, the Dean’s 
office agreed to fund a new IRB – creatively named IRB 6.  IRB 6 will meet each Wednesday 
from 1-4pm, starting March 14 2012. We are finalizing IRB 6 membership, but have currently 
confirmed the following members:  Kenneth Cohen (Chair), Joseph Herman, Peng Huang, 
Shanthi Marur, Daniel O’Connor, Tammy Scott, Elaine Stashinko, and Andrew Stolbach.   IRB 6 
has several members with oncology expertise and will have substantial responsibility for 
reviewing oncology applications.  This committee will also review non-oncology protocols.  We 
will be transferring studies from other committees to IRB 6 to evenly distribute the IRB volume. 
 

 

Protocol Type New 
Applications 

(2010) 

# of Active 
Studies 
(2010) 

New 
Applications 

(2011) 

# of Active 
Studies 
(2011) 

Convened 625 1497 682 1699 
Expedited 924 2293 923 2639   
Total 1549 3790 1605 4338 

 

User Satisfaction 

Based on 806 faculty responses in the Clinical Research Management Survey: 

 83% Extremely Satisfied or Satisfied with Communication with IRB Staff 

 85% Extremely Satisfied or Satisfied with Quality of IRB Review 

 77% Extremely Satisfied or Satisfied with Efficiency of IRB Review 



There has been a slight reduction in satisfaction with efficiency of IRB review in the last year. 
We hope the initiation of our new IRB committee will help improve our efficiency once again.  
Remember that an efficient review requires both a responsive IRB office as well as a motivated 
research team. 

New in Education and Training  

eIRB 102.  The JHM IRB Training and Education department is developing an eIRB 102 
course as a follow-up to the current eIRB 101 course (Intro to eIRB), which will focus on the 
post-approval aspects of the IRB review process (i.e., submitting changes in research, continuing 
reviews). Similar to eIRB 101, this course will be offered as an in-person lecture with a follow-up 
power point being made available on the IRB website. We expect that the course will be 
launched in the Summer of 2012. 

Recertification. In March 2011, the JHM Human Research Protection Program implemented 
a new compliance training recertification requirement for Principal Investigators who are 
engaged in human subjects research. PIs must earn a total of 100 points to complete 
recertification.  A variety of learning activities are available, including online and instructor-led 
courses and in-person workshops. Each activity is assigned a point value. PIs must complete 
recertification within five years of their initial human subjects research training. We know the 
point system is complicated, but we did this to allow the most flexibility for training.  Please be 
patient as we try to provide more guidance for those needing help. For more information, please 
visit the following link: New Training Recertification Requirements.  

Bringing the Science of Safety to Research.  Last month, 50 PIs and their research 
coordinators completed a two session workshop that helped teams think about how to 
proactively assess the aspects of the protocol where a research participant could be harmed if 
the team did not follow the protocol as written.  Daniel Ford, Charlie Flexner, Jeremy Sugarman 
and Peter Pronovost led the workshop.  We expect to repeat the workshop in April. Attendees 
will receive 30 points per session, or a total of 60 points toward recertification for attending 
both sessions.  

eIRB 

The eIRB system at Johns Hopkins was started in 2004.  It was developed by Click 
Commerce/Huron, and we were one of the first users of this system.  At the time it was 
developed, the growing complexity of the IRB and ancillary committee review processes, along 
with the increased volume and users, could not be fully appreciated.  In computer years, the 
system is somewhat antiquated.  In late 2012, we plan to move to a new eIRB2 application. We 
believe that the “look and feel” will not be substantially different from the current eIRB1 
application, but it will be able to handle processes more efficiently and resolve the performance 
problems that we currently face.  We will keep you updated on our progress throughout this 
year.   


