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President’s Message
 
Winter 2011
The countdown to the 201
1
 SOT Annual Meeting in Washington DC has begun.  I’d like to update you on our progress, plus alert you to MDSS offerings at the meeting and some excellent opportunities for networking with your medical device colleagues.  Turning back the clock for a moment, one of our concerns when first discussing creation of th
is specialty section at the 2009
 Baltimore meeting was whether we would be able to recruit enough members to meet SOT requirements and sustain the group.   I’m happy to report that our current membership is 76, already up 27% from last year’s inaugural membership of 60.  We’ve also increased the diversity of our membership with the addition of several students and international members.  Special thanks to 
Kavita
 George (J&J Ethicon) and Kelly Coleman (Medtronic) who have volunteered to welcome and engage our new members on behalf of the MDSS Membership Committee.  I look forward to a great turnout of our membership at the MDSS reception on Sunday evening, March 6.
The MDSS is primary sponsor of two scientific sessions at the 2011 Annual Meeting.  The MDSS Executive Committee submitted five candidate proposals for the 
upcoming
 scientific program
, and t
wo proposals were accepted -- an outstanding accomplishment considering SOT had a record 202 submissions and an overall proposal acceptance rate of only 36%.  
Special thanks to Vice President Rich Hutchinson (J&J Ethicon) and Vice President-Elect Ron Brown (USFDA) for facilitating final development of the presentations to be given next month.
  Our challenge now is to match this success in 2012.  We’re actively seeking new proposal topics for development and submission by April 30, 2011.  Please let us know if you have a 
compelling topic
 or would like to be involved in the planning effort for 2012.  
2011 marks the first time a medical device poster session has been included in the SOT Annual Meeting scientific program
, 
scheduled for Tuesday afternoon in the Exhibit Hall.  Please plan to stop by to support and network with your medical device colleagues.
I’ll close by once again thanking the Executive Committee and our membership for their ongoing, enthusiastic support of the MDSS.  We’ve built momentum and are well on our way to an excellent SOT Annual Meeting in Washington, DC.  I’d also like to thank SOT Headquarters staff Kim von Brook, Rosibel Alvarenga, Betty 
Eidemiller
, and 
Nichelle
 
Sankey
 for their dedicated and timely support of our activities.  As always, don’t hesitate to contact me or any of the Executive Committee with your ideas, suggestions, and feedback.
)
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Membership & Treasury Update
)




 (
The MDSS Treasury is in good standing with 
more than 
$10,000 in the treasury to start 2011.  As of the beginning of 2011, we had not received all of the expected membership dues
;
 however
,
 it is anticipated that we will exceed the funding from the initial offering in 2010. It is 
also 
expected that we will have additional dues income from post doctoral fellows with interest
s
 in the MDSS.  We encourage more graduate students and post-doctoral fellows to join our group.
Expenses for 2011 are anticipated from two primary areas. One is the addition of three awards from the MDSS.  Along with cash prizes for the Student Travel awards, MDSS will incur expenses for plaques and awards to be issued for the Best Abstract and Best Paper Awards.  The second primary expense will be for conducting the meetings at the Annual SOT Meeting in Washington
,
 DC.  These fees will be assessed of the MDSS following the meeting.  We are privileged to be able to host these meetings
,
 and much of the cost is provided from private donations and through membership dues.
We are also very thankful for the individual contributions from our corporate donations from 3M Company, ISIS Inc., and Johnson 
& 
Johnson.  We encourage all to seek out contributions from their companies
, with
 their donations 
going 
directly to the MDSS if they choose.
  Additionally, we encourage members to look into employer matching programs for individual donations to the MDSS.
Balance – 2011
$10,911
Income -  
Corporate Sponsors
     4,500
Total 
$ 15,411
Expenses - 
Awards (2)
     (2000)
Plaques (4)
       (320)
Meeting Expenses – 2011
     
(
2,772
)
Anticipated Balance April 2011 
 $ 10,319
SS Dues 78 members - Transfer (June 2011)
     1, 170
Anticipated 
Balance
 – June 2011
 $ 11,489
)
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Tell a colleague about the MDSS – the process for joining 
is simple!
)range from 
sutures and bandages to 
 imaging technologies.  
Consider  sponsoring the MDSS
and further the efforts of science
and education for these life- 
sustaining and life-saving 
products. 
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Dues Reminder – Please Keep Your Membership Current!
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2011 MDSS Program and Awards
The MDSS Program and Awards Committee has been 
hard at work developing, 
offering 
and now awarding three different distinctions 
to be presented each ye
ar at the SOT Annual Meetings.  
Descriptions 
and winners of the awards follow
:
Medical Device SS Best Overall Abstract Award
 - Any abstract submitted to SOT for the Annual Meeting 
that
 
indicates a medical device focus or impact is eligible for this Best Abstract Award.
  Winner receives a 5x7 inch Award Plaque.
Medical Device SS Best Published Paper Regarding Medical Devices 
Award
  -
 Any paper published in a peer-reviewed journal between January 2010 and December 2010.  Papers should illustrate techniques or approaches that are likely to significantly advance the science and/or application of 
m
edical 
d
evices.
  Winner receives a 5x7 inch Award Plaque.
Medical Device SS Student Travel Award
 – The Medical Device Specialty Section’s Student Travel Award provides travel awards to one or more graduate students to participate in the Annual Meeting of the SOT. Recipients of the Award will be selected by a 
c
ommittee jointly appointed by the leadership of the Medical Device Specialty Section. The MDSS Travel Award Recipient(s) will be selected based on the scientific quality of the abstract of a presentation that applies mechanistic toxicology to risk assessment and that has been accepted for presentation at an Annual Meeting of the SOT. The abstract and presentation should be based on the student's research.  To be eligible, the student or postdoctoral fellow must be first author and the abstract must have been accepted by the Program Committee.  Winner(s) receive a Travel Award of $1,000 (each) and a 5x7 inch Award Plaque.
In conjunction with the development of the awards, the Program Committee has adopted the following Conflict of Interest Recusals for the Awards:
Committee Chairpersons and Committee Members
 can have abstracts in the competition. However, they should not score the abstracts on which they are co-authors. 
Collaborators
: If a committee member has collaborated in the research work or funded the work described in an abstract, s/he should not score the abstract. Any past or present collaborative/funding relationships with the authors are not considered to be relevant to this committee work.
)














 (
Remember to check out the Medical Device Poster Session at the SOT Annual Meeting in Washington.  There were outstanding submissions and winners will be identified and recognized at the meeting. 
)
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2011 MDSS Program and Awards
 
Con’t
.
c.
  
Supervisors
:
 If the committee member is the current supervisor 
    
of one or more co-authors of an abstract being evaluated, s/he should not score the abstract. 
d.
  
Institution
:
 Best judgment will be applied in recommending recusal when a colleague from the same institution is nominated. The decision regarding recusal will take into account the size of the institution and the proximity in the management structure. The final decision regarding recusal due to institutional conflict of interest will be made by the committee chair (who is a member of the MDSS executive committee), unless the committee chair’s institution is involved, in which case the decision will be made by the MDSS President. 
e.
  
Multiple
 awards
:
 The same abstract cannot receive more than two awards. 
f.
  
Winner
: 
The winner of the Best Abstract Award is based on the average score among all who scored the abstract, not the total numerical score. 
Winners of the 2011 MDSS Awards
Congratulations to the following winners of this year’s MDSS Awards!
Best Overall Abstract Award:
  Niranjan S. Goud and Edward E. Reverdy for “Challenges in biocompatibility testing of medical
 
devices.”
Best Published Paper Regarding Medical Devices Award:
  James M. 
McKim
, Jr., Don J. Keller III and Joel R. Gorski for “A new 
in vitro
 method for identifying chemical sensitizers combining peptide binding with ARE/
EpRE
-mediated gene expression in human skin cells.”
Student Travel Award:
  J. J. 
Kleinedler
, LSU Health Science Center-Shreveport, LA, for “
Polyphenol
-eluting stent coating, a novel approach for the prevention of 
restenosis
 with reduced side effects.” 
2012 MDSS Program
In looking ahead to the 2012 Annual Meeting of the SOT, please forward any ideas or suggestions you may have for scientific sessions.  The Program and Awards Committee looks forward to a wonderful SOT meeting and the inaugural presentation of the MDSS awards!
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Visit our Web site for more information
 on the 
MDSS:
http
://www.toxicology.org/ISOT/SS/mdss/Index.asp
)
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ISO/AAMI TC 194 Milan Interim Meeting Update
An interim ISO/TC 194 meeting was held in Milan, January 23-28.  Five working groups (WG’s) met and worked on new or existing ISO 10993 standards that comprise the 
"
b
iological evaluation of medical devices" 
series.  
T
he current 
ISO 
10993 
standards 
provide 
guidance 
on 
how 
potential risks to patients can be minimized during medical device use when following a risk management approach. 
The meeting was graciously hosted by Medtronic at 
its c
orporate headquarters in Milan, with Dr. Mike Wolf of Medtronic as the primary organizer for the interim meeting.  Mike is the chair for WG9, the group responsible for ISO 10993-4, Effects on Blood.  The WG is leading several initiatives, including proposals for round-robin testing of newer 
hemocompatibility
 assays for comparison purposes.  WG9 spent the better part of two days addressing extensive submitted comments in order to move the standard to the next stage in the revision process.  Additionally, 
João
 
Barroso
 from ECVAM presented a stimulating discussion on alternatives to in vivo testing for medical devices at the end of the two
-
day WG9 session.
Four other WG’s met in Milan - WG10, 11, 12, and 15 - and additional h
ighlights of the meeting are presented below
:
Continued revision and resolution of comments on ISO 10993 Parts 6 (Implantation), 12 (Sample Preparation), and 17 (Allowable Limits for 
Leachables
).
A WG11 discussion of the work item on the Threshold for Toxicological Concern (TTC) concept for medical devices led by Dr. Rich Hutchinson.  WG11 proposed to develop the work item as an independent Technical Specification vs. retaining as an appendix in ISO 10993-17.
Continued revision and acceptance of comments allowing finalization of the DEHP tolerable intake (TI) Technical Specification.
Introduction of a new work item proposal (NWIP) by Ron Brown of the US FDA to develop a TI for formaldehyde using the ISO 10993-17 approach.
A detailed discussion in WG15 on developments in nanotechnology and regulatory and standards activity, especially in Europe.  A collaborating Technical Committee (TC 229) has proposed that TC 194 assume responsibility for aspects of exposure related to release of 
nanomaterials
 from medical devices, and TC 194 will vote on the proposal in February.
)
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Relevant and Important MDSS 
News
) (
 
Activities Sponsored 
by 
the Medical Device Specialty Section
Society of Toxicology 50
th
 Annual Meeting
Washington, DC
March 6-10, 2011
Continuing Education Session: 
Biodegradable Materials for Tissue Engineering: Applications and Safety Assessment
 
John Fisher, University of Maryland
Sunday, March 6, 7 AM
Reception/Business Meeting: 
Medical Device Specialty Section
Sunday, March 6, 6:30 PM
Room 156 (Convention Center)
Poster Session: 
Medical Devices
Exhibit Hall (Convention Center
)
Chair: Lori Moilanen
Tuesday, March 8, 1 PM
Informational Session:
 The Application of the Threshold of Toxicological Concern Concept to the Preclinical Safety Assessment of Non-Pharmaceutical Medical Products, Including Medical Devices and Combination Drug-Device Products
Room 150 (Convention Center)
Co-chairs: Rich Hutchinson and Ron Brown
Wednesday, March 9 – 6:30 AM
J
ob Openings
Summer Internship 
Molecular and Cellular Bioengineering Research Experiences for Undergraduates (REU) Program 
at the University of Maryland and the US FDA
U
ndergraduate student
s
 
have an opportunity for research over the 
Summer
 on the development and evaluation of medical devices in a collaborative effort between the University of Maryland the US FDA.
 
 
Major research initiatives are underway in 
areas
 including 
medical device toxicology, 
cellular and metabolic engineering
,
 biomechanics, cardiovascular mechanics, drug delivery, biomedical imaging, and tissue engineering.
 
For more information on the program, go to: 
http://www.bioe.umd.edu/reu/index.html
.  
Application deadline is March 10, 2011
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ISO10993  standards  are   available  through  country  accredited  organizations.   In the  U.S., it’s AAMI.  


