
Association of 
Medical 

Diagnostics 
Manufacturers 

37th Annual 
Meeting &  

OIVD  
Submissions 

Workshop 

Bethesda North  Marr io t t    
Hotel  & Conference 

Center  
5701 Marinel l i  Road 

N.  Be thesda,  MD 

Apr i l  19-23,  2010 

Educating industry 
for over 30 years.   

and 

Food and Drug  
Administration  

55
5 

Th
irt

ee
nt

h 
St

. N
W

, S
ui

te
 7

W
-4

01
 

W
as

hi
ng

to
n,

 D
C

 2
00

04
-1

10
9 

Ph
on

e:
 2

02
-6

37
-6

83
7 

Fa
x:

 2
02

-6
37

-5
91

0 
E-

m
ai

l: 
am

dm
_s

ec
re

ta
ry

@
sb

cg
lo

ba
l.n

et
 

W
eb

sit
e:

  w
w

w
.a

m
dm

.o
rg

 

As
so

ci
at

io
n 

of
 M

ed
ic

al
 D

ia
gn

os
ti

cs
 M

an
uf

ac
tu

re
rs

 
PR

SR
T 

ST
D 

US
 P

os
ta

ge
 

P
A

ID
 

M
un

cie
, I

N 
Pe

rm
it 

No
. 2

1 

8:00-9:00 AM    Registration & Breakfast Buffet 
 

9:00-9:15 AM    Welcome and Introduction 
• Judi Smith, President, AMDM 

 

9:15-10:00 AM   Introduction to OIVD  
• Don St Pierre, Deputy Director, OIVD 

 
 

10:00-10:15 AM   Break 
 

10:15-10:45 AM   Small Mftrs Assistance      
• Joe Tartal, DSMICA Branch Chief   

 

10:45-11:15 AM   Registration and Listing  
• David Gartner, Program Analyst, OC 

 

11:15-12:15 PM   When to Submit (or not) a 
510(k), that is the Question! 

• Heather Rosecrans, Director, ODE 
 

12:15-1:30 PM   Networking Lunch with the FDA 
Staff 

 

1:30-2:00 PM   Special & Abbreviated 510(k) and 
Add-to-Files 
• Doug Rheinheimer, Sci Reviewer, DCTD 

 

2:00-3:30 PM    510(k) Review Part 1 Decision 
Summaries:   

 

    A Reviewer’s Perspective with Case Studies 
• Stephanie Akselrod, Reviewer, DMD 
 

 Software in the World of IVDs 
• Andrew Grove, PhD, Sci Reviewer, DMD 
• Eugene Reilly, Sci Reviewer, DCTD 
 

 

3:30-3:45 PM  Break  
 

3:45-4:15 PM   510(k) Review Part II:   
    Molecular Diagnostics  

• Kellie Kelm, Sci Reviewer, DCTD 
 

4:15-4:45 PM   De Novo 
• Donna Roscoe, PhD, Sci Reviewer, DMD 
 

4:45-5:15 PM   510(k) Combination Product & 
Companion Diagnostics 
• Joseph Milone, PhD, Biologist, OCP 

5:15– 5:30 PM   Strategies for Working with FDA 
• Judi Smith, President, AMDM 

April 20, 2010 (Tuesday)   
OIVD Submissions Workshop 

April 21, 2010 (Wednesday) 
OIVD Submissions Workshop 

8:00-9:00 AM   Registration & Breakfast Buffet 
 

9:00-9:30 AM  PMA Process 
• Zivana Tezak, Assoc Dir for Science and Tech-

nology 
• Kate Simon, Sci Reviewer, DMD 
• Sally Hojvat, Director, DMD 
  

9:30-10:00 AM   Bioresearch Monitoring (BIMO) 
• Veronica Calvin, MA, Biologist Division of Bio-

research Monitoring, OC 
 
10:00-10:15 AM   Break  
 
10:15-10:45 AM   Health Hazard Evaluation / Recalls 

• Murray Malin, MD, Medical Officer, DOEA, 
OC 

 
10:45-11:15 AM   Interacting with Compliance / Case 

Management 
• Tara Goldman, Biologist, Consumer Safety 

Officer, OIVD 
 
11:15-11:45 AM   Quality System Regulations 

• Tonya Wilbon, BS, M(ASCP), Compliance Re-
viewer, OIVD   

11:45-12:15 PM  Import / Export  
• Laurence Spears, Dep Dir Reg Aff,  OC 

 
12:15-1:30 PM   Networking Lunch with FDA Staff 
 
1:30-2:45 PM   Frequently Asked Questions Submitted 

by the Audience  
•    FDA Staff 

  (Submit questions in advance to 
 amdm_secretary@sbcglobal.net ) 

 
2:45-3:00 PM   Break  

 
3:00-4:15 PM   FDA’s New Statistical Guidance Docu-

ment: An Interactive Session 
• Kristen Meier, PhD, OSB  

 
4:15-4:45 PM   Hematology:  Premarket & Postmarket 
Findings for Home-Use PT/INR Devices  

• Leonthena Carrington, Assoc Dir, HPD 
 

4:45-5:00 PM   Wrap-Up  
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Up-to-date agendas and other meeting 
information will be provided at www.amdm.org. 
 

Other questions or concerns, please contact: 
Lisa Brown, Executive Secretary 
Home Office Phone: 765-288-1776 
Fax: 765-288-1278  
E-mail: amdm_secretary@sbcglobal.net 

Association of Medical Diagnostics Manufacturers 

Cancellation Policy:   
 

Prepaid registrations will be refunded if cancella-
tions are received in writing by March 20, 2010 to 
amdm_secretary@sbcglobal.net.  A $50 handling 
fee will be deducted from any refunded amounts.  
Substitutions from the same company will be ac-
cepted.  No telephone cancellations can be ac-
cepted.  Payment is expected for each registration, 
regardless of attendance.   
 

AMDM reserves the right to cancel this program at 
its sole discretion, whereupon registration fees will 
be refunded in full.  AMDM also reserves the right 
to substitute speakers and topics at its discretion.   The conference will be held at: 

 

Bethesda North Marriott Hotel & Conference Center 
5701 Marinelli Road 

North Bethesda, MD 20852 
 

Individual guest reservations can be made by calling the 
hotel directly at 301-822-9200 or at Marriott reservations 
1-800-228-9290.   
 

A block of rooms has been reserved under “AMDM Con-
ference.”  Guests need to make reservations before 
3/19/10 in order to receive the special room rate of 
$199.00 (single or double) plus applicable taxes.  All res-
ervations must be guaranteed for late arrival by a valid 
credit card.  

 Meeting Rate 

  Regulatory Affairs 101  $175.00 

  Pre-IDE/Pre-Submission Workshop  $175.00 

  OIVD Submission Workshop  $395.00 

  Annual Meeting:   

  Member Rate  $695.00 

  Non-Member Rate $995.00 

  Government Employee $495.00 

  Press  $30 

  

  

  

Registration Information April 22, 2010 (Thursday) 
AMDM 37th Annual Meeting 

 
8:00-9:00 AM   Registration/Breakfast Buffet 
 
9:00-9:15 AM   Welcome and Introductions  

• Judi Smith, President AMDM  
• Karin Hughes, Biosite & Donna Link, TechLab, 

Program Co-Chairs 
 
9:15-10:15 AM   OIVD Roundtable Discussion  

• Karin Hughes & Donna Link, Moderators 
• Alberto Gutierrez, Director, OIVD 

 
10:15-10:30 AM   Break  
 
10:30-11:15 AM   How to Prepare and File for CLIA 

Waiver 
• Carol Benson, Associate Dir, DCTD 

  
11:15-12:00 PM   IVD Industry Overview 

• Jonathan Kahan, JD, Hogan & Hartson LLP                                                                   
 
12:00-1:00 PM   Networking Lunch 
 

1:00-1:45 PM   PMA Applications:  Perspectives 
from an IVD Manufacturer 
• James Kelly, Sr Dir RA, Roche Molecular 

Systems 
 

1:45-2:30 PM   The Past, Present and Future of 
Good Reprint Practices 
• Bradley Thompson, JD, Epstein, Becker 

&Green 
 

2:30-2:45 PM   Break  
 
2:45-3:30 PM   FDA Regulatory Considerations in 

Transfer of Ownership of Diagnostic Technology  
• Janice Hogan, Partner, Hogan & Hartson LLP 
 

3:30-4:15 PM   IVD General Classification as Pro-
posed by the GHTF SG1  
• Connie O’Conner, Project Manager, KEMA 

Quality BV 
• Gary Barrett, PhD, KEMA Quality BV 
 

4:15-4:30 PM  Break  
 
4:30 - 5:00 PM  AMDM Annual  Business Meeting 

(All AMDM Members Welcome) 

April 23, 2010 (Friday) 
AMDM 37th Annual Meeting 

 

8:00-9:00 AM   Registration/Breakfast Buffet 
 

9:00-9:45 AM   Legislative & Policy Landscape Under 
New Congress & New Administration 
• Rick Naples, VP Corp RA,  Becton Dickinson 
 

9:45-10:30 AM   Companion Diagnostics in Personal-
ized Medicine Worldwide     
• Eric Lawson, Project Dir, Voisin Consulting, Inc 

 

10:30-10:45 AM   Break  
 

10:45-11:30 AM   Integrating Risk Management into 
Quality System  
• Nathan Conover, Sr Partner, PathWise Inc 

 

11:30-12:00 PM   Medical Device Reporting: eMDR  
• Sharon Kapsch, Supervisor, CSO, RSMB 
 

12:00- 1:00 PM   Networking Lunch  
 

1:00-1:30 PM   Veterinary Diagnostics:  Concept to 
Market 
•  Gary A Anderson, DVM, PhD, Dir, Kansas 

State University Veterinary Diagnostic Lab 
 

1:30-2:00 PM   Risk-Based Regulation of Emerging 
Diagnostics: An Update on AdvaMed’s Tier Triage 
Proposal  
• Sam Rua, Global Reg, Clin, & Govt Aff, 

Beckman Coulter 
 

2:00-2:45 PM  Current Policy Topics in OIVD 
•  Elizabeth Mansfield, Dir, Personalized Med 

 

2:45-3:00 PM  Review and Wrap-up  
• Karin Hughes & Donna Link,  Co-Chairs 

April 19, 2010 (Monday) 
 

Regulatory Affairs 101 
5:00 PM Registration 

5:30 – 9:00 PM Meeting 
Dinner Included 

AMDM representatives help those new 
to Regulatory Affairs in understanding: 

•FDA Organizational Structure 
•Submission Pathways 
•Terminology & Acronyms 
•Helpful Resources 
(Space is limited.  Additional charges apply.) 

 

April 21, 2010 (Wednesday) 
 

Pre-IDE/Pre-Submission Workshop 
6:00 Registration 

6:30 – 9:00 PM Meeting 
Dinner Included 

 

OIVD staff outline the Pre-IDE process and 
Pre-Submission activities including: 

•Design & development process align-
ment with statistical considerations 

•Documentation content and format 
•Possible outcomes 
•Future guidance documents 

(Space is limited.  Additional charges apply.) 

AMDM Now Offers 2 Evening Sessions  

As AMDM is recognized as the educational resource 
to the IVD industry for regulatory information,  our 
conference offerings now include two evening sessions 
that allow meeting attendees the opportunity to learn 
even more about the regulatory processes unique to 
the IVD industry.  There is an additional charge to 
attend these evening sessions and space is limited.  
Please include these options in your on-line registra-
tion.  

Register On-Line at www.AMDM.org  

Hotel Information 


	Association of Medical Diagnostics Manufacturers

	37th Annual Meeting & 

	OIVD  Submissions Workshop

	Bethesda North Marriott   Hotel & Conference Center

	5701 Marinelli Road

	N. Bethesda, MD

	April 19-23, 2010

	Educating industry for over 30 years.  

	Food and Drug 

	Administration 

	Association of Medical Diagnostics Manufacturers

	April 20, 2010 (Tuesday)  

	OIVD Submissions Workshop

	April 21, 2010 (Wednesday)

	OIVD Submissions Workshop

	Association of Medical Diagnostics Manufacturers

	Registration Information

	April 22, 2010 (Thursday)

	AMDM 37th Annual Meeting

	April 23, 2010 (Friday)

	AMDM 37th Annual Meeting

	AMDM Now Offers 2 Evening Sessions 

	Hotel Information



<<

  /ASCII85EncodePages false

  /AllowTransparency false

  /AutoPositionEPSFiles true

  /AutoRotatePages /None

  /Binding /Left

  /CalGrayProfile (Dot Gain 20%)

  /CalRGBProfile (sRGB IEC61966-2.1)

  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)

  /sRGBProfile (sRGB IEC61966-2.1)

  /CannotEmbedFontPolicy /Error

  /CompatibilityLevel 1.4

  /CompressObjects /Tags

  /CompressPages true

  /ConvertImagesToIndexed true

  /PassThroughJPEGImages true

  /CreateJDFFile false

  /CreateJobTicket false

  /DefaultRenderingIntent /Default

  /DetectBlends true

  /DetectCurves 0.0000

  /ColorConversionStrategy /CMYK

  /DoThumbnails false

  /EmbedAllFonts true

  /EmbedOpenType false

  /ParseICCProfilesInComments true

  /EmbedJobOptions true

  /DSCReportingLevel 0

  /EmitDSCWarnings false

  /EndPage -1

  /ImageMemory 1048576

  /LockDistillerParams false

  /MaxSubsetPct 100

  /Optimize true

  /OPM 1

  /ParseDSCComments true

  /ParseDSCCommentsForDocInfo true

  /PreserveCopyPage true

  /PreserveDICMYKValues true

  /PreserveEPSInfo true

  /PreserveFlatness true

  /PreserveHalftoneInfo false

  /PreserveOPIComments true

  /PreserveOverprintSettings true

  /StartPage 1

  /SubsetFonts true

  /TransferFunctionInfo /Apply

  /UCRandBGInfo /Preserve

  /UsePrologue false

  /ColorSettingsFile ()

  /AlwaysEmbed [ true

  ]

  /NeverEmbed [ true

  ]

  /AntiAliasColorImages false

  /CropColorImages true

  /ColorImageMinResolution 300

  /ColorImageMinResolutionPolicy /OK

  /DownsampleColorImages true

  /ColorImageDownsampleType /Bicubic

  /ColorImageResolution 300

  /ColorImageDepth -1

  /ColorImageMinDownsampleDepth 1

  /ColorImageDownsampleThreshold 1.50000

  /EncodeColorImages true

  /ColorImageFilter /DCTEncode

  /AutoFilterColorImages true

  /ColorImageAutoFilterStrategy /JPEG

  /ColorACSImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /ColorImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /JPEG2000ColorACSImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /JPEG2000ColorImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /AntiAliasGrayImages false

  /CropGrayImages true

  /GrayImageMinResolution 300

  /GrayImageMinResolutionPolicy /OK

  /DownsampleGrayImages true

  /GrayImageDownsampleType /Bicubic

  /GrayImageResolution 300

  /GrayImageDepth -1

  /GrayImageMinDownsampleDepth 2

  /GrayImageDownsampleThreshold 1.50000

  /EncodeGrayImages true

  /GrayImageFilter /DCTEncode

  /AutoFilterGrayImages true

  /GrayImageAutoFilterStrategy /JPEG

  /GrayACSImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /GrayImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /JPEG2000GrayACSImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /JPEG2000GrayImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /AntiAliasMonoImages false

  /CropMonoImages true

  /MonoImageMinResolution 1200

  /MonoImageMinResolutionPolicy /OK

  /DownsampleMonoImages true

  /MonoImageDownsampleType /Bicubic

  /MonoImageResolution 1200

  /MonoImageDepth -1

  /MonoImageDownsampleThreshold 1.50000

  /EncodeMonoImages true

  /MonoImageFilter /CCITTFaxEncode

  /MonoImageDict <<

    /K -1

  >>

  /AllowPSXObjects false

  /CheckCompliance [

    /None

  ]

  /PDFX1aCheck false

  /PDFX3Check false

  /PDFXCompliantPDFOnly false

  /PDFXNoTrimBoxError true

  /PDFXTrimBoxToMediaBoxOffset [

    0.00000

    0.00000

    0.00000

    0.00000

  ]

  /PDFXSetBleedBoxToMediaBox true

  /PDFXBleedBoxToTrimBoxOffset [

    0.00000

    0.00000

    0.00000

    0.00000

  ]

  /PDFXOutputIntentProfile ()

  /PDFXOutputConditionIdentifier ()

  /PDFXOutputCondition ()

  /PDFXRegistryName ()

  /PDFXTrapped /False



  /Description <<

    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>

    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>

    /DAN <>

    /DEU <>

    /ESP <>

    /FRA <>

    /ITA <>

    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>

    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>

    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)

    /NOR <>

    /PTB <>

    /SUO <>

    /SVE <>

    /ENU (Use these settings to create Adobe PDF documents best suited for high-quality prepress printing.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)

  >>

  /Namespace [

    (Adobe)

    (Common)

    (1.0)

  ]

  /OtherNamespaces [

    <<

      /AsReaderSpreads false

      /CropImagesToFrames true

      /ErrorControl /WarnAndContinue

      /FlattenerIgnoreSpreadOverrides false

      /IncludeGuidesGrids false

      /IncludeNonPrinting false

      /IncludeSlug false

      /Namespace [

        (Adobe)

        (InDesign)

        (4.0)

      ]

      /OmitPlacedBitmaps false

      /OmitPlacedEPS false

      /OmitPlacedPDF false

      /SimulateOverprint /Legacy

    >>

    <<

      /AddBleedMarks false

      /AddColorBars false

      /AddCropMarks false

      /AddPageInfo false

      /AddRegMarks false

      /ConvertColors /ConvertToCMYK

      /DestinationProfileName ()

      /DestinationProfileSelector /DocumentCMYK

      /Downsample16BitImages true

      /FlattenerPreset <<

        /PresetSelector /MediumResolution

      >>

      /FormElements false

      /GenerateStructure false

      /IncludeBookmarks false

      /IncludeHyperlinks false

      /IncludeInteractive false

      /IncludeLayers false

      /IncludeProfiles false

      /MultimediaHandling /UseObjectSettings

      /Namespace [

        (Adobe)

        (CreativeSuite)

        (2.0)

      ]

      /PDFXOutputIntentProfileSelector /DocumentCMYK

      /PreserveEditing true

      /UntaggedCMYKHandling /LeaveUntagged

      /UntaggedRGBHandling /UseDocumentProfile

      /UseDocumentBleed false

    >>

  ]

>> setdistillerparams

<<

  /HWResolution [2400 2400]

  /PageSize [612.000 792.000]

>> setpagedevice



