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February 23, 2007

Division of Dockets Management (HFA-305)
Food and Drug Administration
U.S. Department of Health and Human Services
5630 Fishers Lane, Room 1061
Rockville, MD  20852

Dear Sir/Madam:

On behalf of the 210,000 members and 1,200 affiliates of the National Alliance on 
Mental Illness (NAMI), I am pleased to submit the following comments on the 
Prescription Drug User Fee Act IV agreement.  As the nation’s largest organization 
representing people with severe mental illness and their families, NAMI would like 
to express support for PDUFA IV.

NAMI has long placed the highest value on scientific advance and development of 
newer and more effective treatments for serious illnesses such as schizophrenia, 
bipolar disorder, major depression and severe anxiety disorders.  Over the past two 
decades, we have seen a revolution in the development of new treatments for these 
disorders.  While this advance has helped millions of individuals living with these 
illnesses move toward recovery, more is needed.  NAMI feels strongly that both 
publicly funded research and the commercial market must move toward a new generation
of medications that reach toward cures for severe mental illness.

NAMI is hopeful that the goals of PDUFA IV will help foster an environment in which 
this new generation of medications can be rapidly made available to millions of 
Americans living with these illnesses, and their families.  As a patient advocacy 
and family organization, NAMI has a strong interest in PDUFA IV bringing the FDA 
forward as a stronger agency that is well resourced, develops modern information 
technology systems and is able to recruit and retain talented scientists.  
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In NAMI’s view, PDUFA IV should help FDA progress toward being an agency that:
Engages in effective pre-market review of products,
Fosters expedited drug development,
Moves toward rapid progress for fully automated drug reviews, 

NATIONAL ALLIANCE ON MENTAL ILLNESS 
 2107 Wilson Blvd., #300 * Arlington, VA  22201 * 703-524-7600 * www.nami.org

�Invests in full funding and staffing of the Critical Path Initiative (this 
agreement is a first step toward that goal), and
Brings about a transformed post-market drug safety system at the agency.

It is on this final goal that NAMI believes PDUFA IV makes important progress.  It 
is clear that additional resources are needed to address the increasing volume of 
adverse event reports.  In NAMI’s view, the FDA simply cannot keep pace with this 
increase in volume by relying solely on an expectation that Congress increase 
appropriated funds over the short term.  Clearly, additional resources beyond 
appropriated funds are in order for the agency to engage in effective post-market 
safety beyond the current limited 3-year window.  PDUFA IV moves us toward making 
sure that the agency has the resources to engage in this important safety review 
activities.

As the FDA moves forward to enhance post-market safety review, NAMI urges that the 
agency, and members of Congress that fund and oversee the agency, not lose sight of 
what is the greatest risk for people living with severe mental illness and their 
families, not being able to access available treatments.  NAMI strongly supports 
individuals living with mental illness being able to access the full array of 
available treatment options.  They should be able to work with their physician to 
weigh efficacy, side effects, patient and family history and other factors to make 
an individualized treatment decision.  NAMI’s hope is that PDUFA IV will move toward
an environment in which those treatment options are broadened.

In commenting on this PDUFA IV agreement, NAMI would make the following 
observations:
There is widespread agreement that the FDA has been hampered by a lack of resources,
both in terms of financial resources and human capital.  PDUFA IV is a significant 
step forward in terms of drug development, drug safety and information technology.  
NAMI also feels strongly that Congress must also step forward with additional 
appropriations for the agency.
Since the early 1990s, PDUFA has succeeded in expanding the drug review process, 
what was once a 3-4 year process has been reduced to less than a year in many 
instances.
People living with mental illness and their families – like other patients who live 
with significant chronic illness – understand that there are risks associated with 
any prescription medication.  What patients and their families want most is to have 
a variety of treatment options and clear understanding of the risks and benefits of 
each treatment option and to make an informed decision in consultation with their 
doctor.  PDUFA can, and should, help expand and illuminate these important treatment
decisions.

Finally, NAMI would like to go on record with concerns about the process for 
enactment of legislation in Congress that is needed to make this agreement a 
reality.  NAMI recognizes that this process of passing legislation is beyond the 
control of the agency.  Nonetheless, it is important to go on the record with a 
clear statement that the Commissioner should work hard with Congress to ensure that 
the reauthorization process not be delayed.  Such delays have enormous potential to 
derail drug reviews, hurt agency morale and in the long run, limit access to new 
medications.  NAMI urges the FDA and Congress to move the reauthorization process 
forward expeditiously.

Thank you for your attention in this important matter.  
Page 2



2007N-0005-EC16-Attach-1.txt
Sincerely,
�
Michael J. Fitzpatrick, M.S.W.
Executive Director
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8BIM�ê    �«<?xml version="1.0" encoding="UTF-8"?>
<!DOCTYPE plist PUBLIC "-//Apple Computer//DTD PLIST 1.0//EN" 
"http://www.apple.com/DTDs/PropertyList-1.0.dtd">
<plist version="1.0">
<dict>

<key>com.apple.print.PageFormat.PMHorizontalRes</key>
<dict>

<key>com.apple.print.ticket.creator</key>
<string>com.apple.printingmanager</string>
<key>com.apple.print.ticket.itemArray</key>
<array>

<dict>

<key>com.apple.print.PageFormat.PMHorizontalRes</key>
<real>72</real>
<key>com.apple.print.ticket.client</key>
<string>com.apple.printingmanager</string>
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<key>com.apple.print.ticket.modDate</key>
<date>2004-04-01T21:39:37Z</date>
<key>com.apple.print.ticket.stateFlag</key>
<integer>0</integer>

</dict>
</array>

</dict>
<key>com.apple.print.PageFormat.PMOrientation</key>
<dict>

<key>com.apple.print.ticket.creator</key>
<string>com.apple.printingmanager</string>
<key>com.apple.print.ticket.itemArray</key>
<array>

<dict>
<key>com.apple.print.PageFormat.PMOrientation</key>
<integer>1</integer>
<key>com.apple.print.ticket.client</key>
<string>com.apple.printingmanager</string>
<key>com.apple.print.ticket.modDate</key>
<date>2004-04-01T21:39:37Z</date>
<key>com.apple.print.ticket.stateFlag</key>
<integer>0</integer>

</dict>
</array>

</dict>
<key>com.apple.print.PageFormat.PMScaling</key>
<dict>

<key>com.apple.print.ticket.creator</key>
<string>com.apple.printingmanager</string>
<key>com.apple.print.ticket.itemArray</key>
<array>

<dict>
<key>com.apple.print.PageFormat.PMScaling</key>
<real>1</real>
<key>com.apple.print.ticket.client</key>
<string>com.apple.printingmanager</string>
<key>com.apple.print.ticket.modDate</key>
<date>2004-04-01T21:39:37Z</date>
<key>com.apple.print.ticket.stateFlag</key>
<integer>0</integer>

</dict>
</array>

</dict>
<key>com.apple.print.PageFormat.PMVerticalRes</key>
<dict>

<key>com.apple.print.ticket.creator</key>
<string>com.apple.printingmanager</string>
<key>com.apple.print.ticket.itemArray</key>
<array>

<dict>
<key>com.apple.print.PageFormat.PMVerticalRes</key>
<real>72</real>
<key>com.apple.print.ticket.client</key>
<string>com.apple.printingmanager</string>
<key>com.apple.print.ticket.modDate</key>
<date>2004-04-01T21:39:37Z</date>
<key>com.apple.print.ticket.stateFlag</key>
<integer>0</integer>

</dict>
</array>

</dict>
<key>com.apple.print.PageFormat.PMVerticalScaling</key>
<dict>
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<key>com.apple.print.ticket.creator</key>
<string>com.apple.printingmanager</string>
<key>com.apple.print.ticket.itemArray</key>
<array>

<dict>

<key>com.apple.print.PageFormat.PMVerticalScaling</key>
<real>1</real>
<key>com.apple.print.ticket.client</key>
<string>com.apple.printingmanager</string>
<key>com.apple.print.ticket.modDate</key>
<date>2004-04-01T21:39:37Z</date>
<key>com.apple.print.ticket.stateFlag</key>
<integer>0</integer>

</dict>
</array>

</dict>
<key>com.apple.print.subTicket.paper_info_ticket</key>
<dict>

<key>com.apple.print.PageFormat.PMAdjustedPageRect</key>
<dict>

<key>com.apple.print.ticket.creator</key>
<string>com.apple.printingmanager</string>
<key>com.apple.print.ticket.itemArray</key>
<array>

<dict>

<key>com.apple.print.PageFormat.PMAdjustedPageRect</key>
<array>

<real>0.0</real>
<real>0.0</real>
<real>950</real>
<real>576</real>

</array>
<key>com.apple.print.ticket.client</key>
<string>com.apple.printingmanager</string>
<key>com.apple.print.ticket.modDate</key>
<date>2004-04-01T21:39:37Z</date>
<key>com.apple.print.ticket.stateFlag</key>
<integer>0</integer>

</dict>
</array>

</dict>
<key>com.apple.print.PageFormat.PMAdjustedPaperRect</key>
<dict>

<key>com.apple.print.ticket.creator</key>
<string>com.apple.printingmanager</string>
<key>com.apple.print.ticket.itemArray</key>
<array>

<dict>

<key>com.apple.print.PageFormat.PMAdjustedPaperRect</key>
<array>

<real>-18</real>
<real>-18</real>
<real>990</real>
<real>594</real>

</array>
<key>com.apple.print.ticket.client</key>
<string>com.apple.printingmanager</string>
<key>com.apple.print.ticket.modDate</key>
<date>2004-04-01T21:39:37Z</date>
<key>com.apple.print.ticket.stateFlag</key>

Page 12



2007N-0005-EC16-Attach-1.txt
<integer>0</integer>

</dict>
</array>

</dict>
<key>com.apple.print.PaperInfo.PMPaperName</key>
<dict>

<key>com.apple.print.ticket.creator</key>
<string>com.apple.print.pm.PostScript</string>
<key>com.apple.print.ticket.itemArray</key>
<array>

<dict>

<key>com.apple.print.PaperInfo.PMPaperName</key>
<string>na-legal</string>
<key>com.apple.print.ticket.client</key>

<string>com.apple.print.pm.PostScript</string>
<key>com.apple.print.ticket.modDate</key>
<date>2000-07-28T22:57:04Z</date>
<key>com.apple.print.ticket.stateFlag</key>
<integer>1</integer>

</dict>
</array>

</dict>
<key>com.apple.print.PaperInfo.PMUnadjustedPageRect</key>
<dict>

<key>com.apple.print.ticket.creator</key>
<string>com.apple.print.pm.PostScript</string>
<key>com.apple.print.ticket.itemArray</key>
<array>

<dict>

<key>com.apple.print.PaperInfo.PMUnadjustedPageRect</key>
<array>

<real>0.0</real>
<real>0.0</real>
<real>950</real>
<real>576</real>

</array>
<key>com.apple.print.ticket.client</key>
<string>com.apple.printingmanager</string>
<key>com.apple.print.ticket.modDate</key>
<date>2004-04-01T21:39:37Z</date>
<key>com.apple.print.ticket.stateFlag</key>
<integer>0</integer>

</dict>
</array>

</dict>
<key>com.apple.print.PaperInfo.PMUnadjustedPaperRect</key>
<dict>

<key>com.apple.print.ticket.creator</key>
<string>com.apple.print.pm.PostScript</string>
<key>com.apple.print.ticket.itemArray</key>
<array>

<dict>

<key>com.apple.print.PaperInfo.PMUnadjustedPaperRect</key>
<array>

<real>-18</real>
<real>-18</real>
<real>990</real>
<real>594</real>

</array>
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<key>com.apple.print.ticket.client</key>
<string>com.apple.printingmanager</string>
<key>com.apple.print.ticket.modDate</key>
<date>2004-04-01T21:39:37Z</date>
<key>com.apple.print.ticket.stateFlag</key>
<integer>0</integer>

</dict>
</array>

</dict>
<key>com.apple.print.PaperInfo.ppd.PMPaperName</key>
<dict>

<key>com.apple.print.ticket.creator</key>
<string>com.apple.print.pm.PostScript</string>
<key>com.apple.print.ticket.itemArray</key>
<array>

<dict>

<key>com.apple.print.PaperInfo.ppd.PMPaperName</key>
<string>Legal</string>
<key>com.apple.print.ticket.client</key>

<string>com.apple.print.pm.PostScript</string>
<key>com.apple.print.ticket.modDate</key>
<date>2000-07-28T22:57:04Z</date>
<key>com.apple.print.ticket.stateFlag</key>
<integer>1</integer>

</dict>
</array>

</dict>
<key>com.apple.print.ticket.APIVersion</key>
<string>00.20</string>
<key>com.apple.print.ticket.privateLock</key>
<false/>
<key>com.apple.print.ticket.type</key>
<string>com.apple.print.PaperInfoTicket</string>

</dict>
<key>com.apple.print.ticket.APIVersion</key>
<string>00.20</string>
<key>com.apple.print.ticket.privateLock</key>
<false/>
<key>com.apple.print.ticket.type</key>
<string>com.apple.print.PageFormatTicket</string>

</dict>
</plist>
 8BIM�é     x �   H H    �¶�@ÿîÿî�Þ�R�g���ü �   H H    �Ø�( �   d   � ���   ��ÿ � � 
          h� ���                                8BIM�í     ��,   � ��,   � �8BIM�&  
  �          ?€  8BIM�
     �   x8BIM��     �   �8BIM�ó             � 8BIM�
     �  8BIM'�     
 �       �8BIM�ô     � 5   � -   �     �8BIM�÷     �  ÿÿÿÿÿÿÿÿÿÿÿÿÿÿÿÿÿÿÿÿÿÿ�è  
8BIM��     �   �  �@  �@   �  
 � 8BIM��     �    8BIM��    �O   �           ®  �ä   
 M J F i t z p a t r i c k   �                   �          �ä   ®                � 
                 �   �      null   �   �boundsObjc   �      Rct1   �    Top long    
   Leftlong        Btomlong   ®    Rghtlong  �ä   �slicesVlLs   �Objc   �     �slice
  �   �sliceIDlong       �groupIDlong       �originenum   �ESliceOrigin   
autoGenerated    Typeenum   
ESliceType    Img    �boundsObjc   �      Rct1   �    Top long        Leftlong      
 Btomlong   ®    Rghtlong  �ä   �urlTEXT   �      nullTEXT   �      MsgeTEXT   �    
�altTagTEXT   �     �cellTextIsHTMLbool�   �cellTextTEXT   �     
horzAlignenum   �ESliceHorzAlign   �default   vertAlignenum   �ESliceVertAlign   
�default   �bgColorTypeenum   �ESliceBGColorType    None   topOutsetlong       
leftOutsetlong       �bottomOutsetlong       �rightOutsetlong     8BIM��     �� 
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8BIM��     �   �8BIM��    �    �   €   .  �€  E   
ä � �ÿØÿà �JFIF ��� H H  ÿí �Adobe_CM �ÿî �Adobe d€   �ÿÛ „ ���� ��
���
����������������������������������������������������
��
�
����������������������������������������������������������ÿÀ �� . €��" ������ÿÝ � 
�ÿÄ�?  ��������       � �������
�� ��������       � �������
�� ��������������3� 
����!�1�AQa�"q�2��‘¡±B#$�RÁb34r‚ÑC�%’Sðáñcs5�¢²ƒ&D“TdEÂ£t6�ÒUâeò³„ÃÓuãóF'”¤…´•ÄÔäô¥µ
ÅÕåõVfv†–¦¶ÆÖæö7GWgw‡—§·Ç×ç÷� ��������������5� 
���!1��AQaq"��2�‘�¡±B#ÁRÑð3$bár‚’CS�cs4ñ%��¢²ƒ�&5ÂÒD“T£�dEU6teâò³„ÃÓuãóF”¤…´•ÄÔäô¥µÅ
ÕåõVfv†–¦¶ÆÖæö'7GWgw‡—§·ÇÿÚ ��� ���� ? õ*iªŠ™M,mUTÐÊë`
kZÑµŒc�ík�Õ4Ä€ & 
Ô’£MÕ_S.¥í¶«Z�]Œ!Ís\71ì{}®cš’™¤¡mÕRÐû^ÚÚ\Ö�8†�Ïpª¦K¿>Ë^Êëý÷ªýS<tì�2¶�žÝ¬¦�`Ùu®n>-�þ�
~¾EµSê?ôuïõ,IM´–�ºïPÌ£�Ž™Muu,»/eã ›*¡˜Vý“©_ú#Có6äúxø•ïÆ²ÿ 
´Õ}ž�uÞ�FGSÀêT`u�›—‰˜�Ì<²Í—zìkï~.S)�g�«�]×Ñ‘MXµþ«e6×êú>²S°’ÍúÅé�‡›UÀš²*8ï
úD_ú´2??ô¾Å�ªîwì<j�«°�˜%Ó;Ž�–tïWþ½ö_U%+?#7/¨ž‘�s°ÍUW“•šÖ±ïk,{ê£��»÷Õêä}›'Ô¾Ún®Šêþaöd
z¸ñÃÊÍÂê�ôž¥wÚÎC,·�4µ•¹þ›‡©‡‘]{k~UUXË«·�ª™“OÚ?V£ì›ï—I‡õn·iúlÉ§��ä3��%ƒþÝÍ½G«8ÙÖú�5m.
{.¿2Ã 
¦¬k°žã¸ý/´õ<Flgýñ%:é(µìqsZàâÃµà�-0�µß»ì{\¤’”’I$¥$’I)ÿÐëþ»T]û�Æƒ±ÝNŒl¢#Ý��]NF%Óüæ�Uße
nM�ý�¿£ÿ F«åôËíúÁw@£&ì�Ÿ“�oT¥øÖ¾»�”ãö+ë©Ô½›pk}õu'âÿ 
‡êWz¾¥”úÔ-¿¬�öä`ÒÊXl{3plÚÞÍ¯/�ÛŸýZée–9Z=?�õ�ÔÍcí­¤ã�¤Ï¤ç6çW¶v�8Æ»è¤§?�«âæôÎˆî¢+9]bªo
ª€ÙoªÚ‡Ru•Öò÷5˜Ï«}v�‚·Ð÷ú›�~¶æQN>�­kkÆ«:‹³l'JëÇ�u0ëC7;ßf�L©¿án}LPÅú›V3q�WRÌªü�ºœ;ªum
�ã���Ù_M¸w³h¥×ddãÝ—}ôUw¯ú:½6Ìú‘�‘KÅyyuåÛevÙ˜ëì±ÆÆì®Ü¶cXÿ °×šüfz8Ù,Åÿ '¿Ð»
ª¾ÍJJhýVÅÉÅë8ÌÍŸµ[Òß•c��,³/.Üìº@%ßÍYutÜïðž•Kk©Æ_Yé˜UÉ~�Žê���6±]øT0½¿BìœŒŸÐ³ü6>&�ú/NÌ
ÌÎ…õÀåU~/TÅ{°©½¸™7Ðñ{ýn13[MÍÃ²¯ÑbÚüÊñ}__�¿Õ6zÌ·[êþ�^�#ßžÚÆnM†Ûß[�Žv�ŒûFKÛWÚ.ØßðXØ˜´�
EÄÅ«�ŠÒRN¿‰‘™ÑsqñFì§Rçb‰�ôÌ�¦/¹þßé�¯é*�Tí/ÄÎ­À±Õu�¢êÝ�˜n³íæ—ì.¯}_kØÿ 
IöUþŠÛký"¿ÔzÇMé›>Ýw¥ê�áís¡�Ú,¾ßM¯ô1ªu•ú¹7zxõz•ú–{Õ�ªÖ2úúžeNkèËê�YMµ�æ=�mXí¶§´¹¶5Þ‡Óo
ç¤§*ž¿e�}s7�þ��O}þ³n·!í#ÑÃÃ�WÒÜZs~ßMMgótý�õÛMÕ�Åh¿�¨ãƒ‘ÓsiÉë�ï¦ûÎY5¶ÌZ�=lL
ëmÎÂÅ¯í�£�£šú~Ùú{mÉ¿í*½]3£»ë‡RÅÊÃÆÈ~N>7P¬ÛU.{^
¸Wí6~�ìý_�ßc=:mºÍþ›ò+õmfýWéïêWuœœ«¢Æ–æ²×4ÒìV†¼`»s�¡‚ËªûEÕÖÿ 
Ö½\ªó¾ÓMÞÄ§�êŽWZ£¥eç×GO¯íîý«’ÜŒâÇT2�Û�““]8W¶šò½'åW¿#ôXÿ 
¢útÜ­3ë�ÖËêÅÍ¥˜�éyVcÖ3�E²NS›�K±qnËÄÉÈÇfM•z¹95ôïÑ[ëââåT±ó1:��gI«¢tëŸƒkß‹•k[K�uo~>gôž£
~=¹´[™N�?¯e�³rèê�bÅÊý=4®‹«bun»e=C�!­éØNe¸ØÔ�Ì›¬—cu:ò-½´»§äS„üÜ�\zí¢êsíõ²²ðìÇý
SS¯u.±€Ì†[Õ²�h�f30ºcÆ8¶÷6ŒW_‘}=]¶SëYúVcßö‡ÿ 
3�êdþ�CêÏ]Ãé½>Í”u<Ê²²�˜ûq2®w æ²Šú…×¾Š«·ö‹±ßÕnô�ÃgYú/SÕFÉé�s/£ŽƒÓ:e����õÙCî½ÏÜ*pÍÆ©Ÿ³
ÞÜŠr�—]lê9?ißGénÂ»¨[úÊžOÕ.±]¥½3:¬z³ª¦ž£c›cK�ŒëlÇ§¥ãbÝOÙ±leÿ 
aô�•OÙðÙêzÙ�¶[’’žƒ��±u½E·dØìÀ×¶»ÝcY[6³mU`¼TÌ�£½þ¥�kõ�g­gæ,ßª}Jþ©^fu�.eö×mu’b¦ÛE�8øõµ
ÅÛvàÝ‡nFßgÛíÌôý‰™G×�êÊÅÈ=?©²÷¿ÑÉ´Ù@mv4~‚Þ›^>Soª‡úŸK¨ú™4�;s,ý"n‡Ñº—ÕûêÁÆ�dô›Æü‡�ÑYNId
ä]F/ôzºvM´ïû&?ôl¬¿Ñ~©üÒSÿÑõT’I%)$’IJI$’S“š}�¬�2÷H¯"Œ¬9�î?gÎ¡��ø_�=Ûÿ 
ôª�Õœ<a^V~ÏÖmÍÏcžI 5¹™�í¦¢},�Q´Sö�A•ýªÚý|ŸVïÒ+]z¬kpêe×�kŽE'
í»ÈÉ�5ØñS}öV÷
™Lc«ýKí?¦¢¯RæGêÓ�_HcE�ºÏ[!Ù/`sYö‡_{óë¥·~—Ñ«5×ÕO©þ
‰)ÓÚÝÁÐ7 @=àóÿ R²>²×êcâ6ê�“Ó¾ÒÓÔ©®·\]HeÎ¨�z[fEÕþÐ�>µTVýôïõÿ TûBØI%8#
½{9ù™t9½6¼wââ×s,¦ë�ké¿+%õZ*ÉÅôlÂÄn�öÑ“ëW‘“üßØîW:'J¿¥Õ“UÙ�Í�äY‘[žÆVX,
/¯n;k¡ÎuÞ®E–WM>¥·Ùú5¤’JRI$’”’I$§ÿÙ8BIM�!     U   ��   � A d o b e   P h o t o s h o 
p   � A d o b e   P h o t o s h o p   7 . 0   � 8BIM��     � �   �� 
ÿá�Hhttp://ns.adobe.com/xap/1.0/ <?xpacket begin='ï»¿' 
id='W5M0MpCehiHzreSzNTczkc9d'?>
<?adobe-xap-filters esc="CR"?>
<x:xapmeta xmlns:x='adobe:ns:meta/' x:xaptk='XMP toolkit 2.8.2-33, framework 1.5'>
<rdf:RDF xmlns:rdf='http://www.w3.org/1999/02/22-rdf-syntax-ns#' 
xmlns:iX='http://ns.adobe.com/iX/1.0/'>

 <rdf:Description about='uuid:084bf252-858d-11d8-9510-acd658b584e7'
  xmlns:xapMM='http://ns.adobe.com/xap/1.0/mm/'>
  
<xapMM:DocumentID>adobe:docid:photoshop:084bf24d-858d-11d8-9510-acd658b584e7</xapMM:
DocumentID>
 </rdf:Description>
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</rdf:RDF>
</x:xapmeta>
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