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Bethesda, Maryland 20892

Re: Termination ofNIHGrant 2R01 AI 110964-6

Dear Dr. Laver

“This firm represents Ecoealth Alliance, Inc. (“Ecoealth Alliance”) with regard to the
post-award decision by the National InstituteofAlleray and Infectious Diseases (“NIAID”), an
Institute within the National Institute of Health (NIH), under the Department of Health and
Human Services (“HHS”), to terminate the project Understanding the RiskofBat Coronavirus
Emergence, funded under grant ROI AT 110964, on April 24, 2020 (the “Termination”).

“This letter, pursuanttoNTH GrantsPolicy StatementSection 8.7and 42CFR 50, Subpart D,
constitutes EcoHealth Alliance’s first-level appeal of the Termination, which was “for
convenience.”Assetforthinmoredetailbelow, the Terminationisnot authorizedunderthe NIH
‘Grants Policy Statement, arbitrary and capricious and an indefensible attack on public health and
welfare given that it undermines a pivotal 10-year research project involving the origins, spread
and threat of emerging bat coronaviruses during the peak of an unprecedented worldwide
coronavirus pandemic. Accordingly, Ecoealth Alliance hereby demands that grant 2R01 AI
110964-6 be reinstated immediately.

BACKGROUND

A. EcoHealth Alliance

EcoHealth Alliance is a prominent New York-based nonprofit institution dedicated to
protecting the health of people, animals, and the environment from emerging zoonotic diseases.
For more than a decade, EcoHealth Alliance has been conducting cutting edge scientific research
to identify hundredsofnew coronaviruses (“CoV”) in bats and to study the capacity of these
viruses to infect human cell. The purposeof this research is to identify high risk populations so
intemational actors can leverage their resources to address potential pandemics. In cooperation
witha global network of over seventy partners,includingacademic institutions, intergovemmental
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DQG�JRYHUQPHQWDO�DJHQFLHV�� LQIHFWLRXV�GLVHDVH�VXUYHLOODQFH� ODERUDWRULHV��DQG�RWKHU� LQWHUQDWLRQDO�
DQG�QDWLRQDO�RUJDQL]DWLRQV�LQ�RYHU�WKLUW\�FRXQWULHV��(FR+HDOWK�$OOLDQFH¶V�ZRUN�KDV�OHG�WR�QXPHURXV�
VFLHQWLILF�SDSHUV�SXEOLVKHG�LQ�KLJK�LPSDFW�MRXUQDOV��7KHVH�SXEOLFDWLRQV�KDYH�EHHQ�FULWLFDO�LQ�UDLVLQJ�
DZDUHQHVV�RI�WKH�WKUHDW�WKDW�&R9V�SRVH�WR�JOREDO�KHDOWK��WKH�JOREDO�HFRQRP\��DQG�8�6��1DWLRQDO�6HFXULW\��

�
(FR+HDOWK� $OOLDQFH� KDV� D� ORQJ� KLVWRU\� RI� VXFFHVVIXO� FRRSHUDWLRQ� ZLWK� 1,+� LQFOXGLQJ�

PXOWLSOH�5HVHDUFK�3URMHFW�*UDQW�5���DZDUGV��,Q�SDUWLFXODU��3HWHU�'DV]DN��(FR+HDOWK�$OOLDQFH¶V�
3UHVLGHQW�DQG�&KLHI�6FLHQWLVW��KDV�EHHQ�WKH�3ULQFLSDO�,QYHVWLJDWRU�RQ�ILYH�PXOWLGLVFLSOLQDU\�5��V���
$OO�RI�WKHVH�SURMHFWV�XVHG�PRGHOLQJ��HSLGHPLRORJ\��ODERUDWRU\��DQG�ILHOG�VFLHQFH�WR�WHVW�K\SRWKHVHV�
RQ�WKH�HPHUJHQFH�RI�ZLOGOLIH�RULJLQ�YLUDO�]RRQRVHV��LQFOXGLQJ�6$56�&R9��WKH�1LSDK�DQG�+HQGUD�
YLUXVHV�� $YLDQ� LQIOXHQ]D�� DQG� RWKHU� EDW�RULJLQ� YLUXVHV�� (FR+HDOWK� $OOLDQFH�� D� ����F�����
RUJDQL]DWLRQ��LV�XQLTXH�LQ�WKDW�LW�JRHV�RQH�VWHS�IXUWKHU�E\�OHYHUDJLQJ�LWV�UHVHDUFK�JRDOV�WR�FUHDWH�DQ�
DOOLDQFH�RI�LQWHUQDWLRQDO�FROODERUDWRUV�WKDW�FDQ�DGYRFDWH�IRU�UHDO�ZRUOG�FKDQJHV�WR�SURWHFW�KLJK�ULVN�
SRSXODWLRQV��

�
1RWDEO\�� LQ� FROODERUDWLRQ� ZLWK� YLURORJLVWV� LQ� &KLQD�� (FR+HDOWK� $OOLDQFH� LVRODWHG� DQG�

FKDUDFWHUL]HG� 6$56U�&R9V� IURP� EDWV� WKDW� XVH� WKH� VDPH� KXPDQ� KRVW� FHOO� UHFHSWRU� �$&(��� DV�
6$56�&R9�� 7KLV� ZRUN� SURYLGHG� FULWLFDO� UHDJHQWV� DQG� UHVRXUFHV� WKDW� KDYH� DGYDQFHG� VFLHQWLILF�
XQGHUVWDQGLQJ�RI�YLUXV�KRVW�ELQGLQJ�DQG�FRQWULEXWHG� WR�YDFFLQH�GHYHORSPHQW��)RU�H[DPSOH�� WKH�
JHQHWLF�VHTXHQFHV�RI�WKH�EDW�YLUXVHV�WKDW�(FR+HDOWK�$OOLDQFH�GLVFRYHUHG�XQGHU�LWV�1,+�UHVHDUFK�
IXQGLQJ�� ZKLFK� ZHUH� SXEOLVKHG� RQOLQH� �*HQEDQN� 	� *,6$,'��� KDYH� EHHQ� XVHG� WR� WHVW� WKH�
HIIHFWLYHQHVV� RI� WKH� GUXJ�5HPGHVLYLU� DJDLQVW� QRW� RQO\� 6$56�&R9�� EXW� DOVR�0(56�� DQG� RWKHU�
SRWHQWLDOO\�]RRQRWLF�RU�SUH�SDQGHPLF�EDW�&R9V��6LJQLILFDQWO\��WKLV�W\SH�RI�WHVWLQJ�FDQ�EH�SHUIRUPHG�
ZLWKRXW�WKH�QHHG�IRU�YLUDO�FXOWXUHV�RU�VKLSSLQJ�YLUXVHV�LQWHUQDWLRQDOO\��
�

B. NIH Awards And Extends EcoHealth Alliance Research Grant R01 AI 110964 

,Q� ������ 1,+� LVVXHG� (FR+HDOWK� $OOLDQFH� D� ILYH�\HDU� UHVHDUFK� DZDUG� IRU� WKH� SURMHFW�
Understanding the Risk of Bat Coronavirus Emergence��IXQGHG�XQGHU�JUDQW�5���$,���������WKH�
³3URMHFW´����(FR+HDOWK�$OOLDQFH�UHFHLYHG�DGGLWLRQDO�DZDUGV�IRU�WKH�3URMHFW�HDFK�\HDU�EHWZHHQ������
DQG�������%HWZHHQ������DQG�������WKH�3URMHFW�UHVXOWHG�LQ�WKH�SXEOLFDWLRQ�RI�PRUH�WKDQ�WZHQW\�SDSHUV��

�
,Q�������(FR+HDOWK�$OOLDQFH�VXEPLWWHG�D�UHQHZDO�DSSOLFDWLRQ�WR�1,+�WKURXJK�1,$,'�WR�

H[WHQG�WKH�3URMHFW�SHULRG�IRU�DQ�DGGLWLRQDO�ILYH�\HDUV��8SRQ�ILOLQJ�RI�LWV�UHQHZDO�DSSOLFDWLRQ��WKH�
3URMHFW�ZDV�UDQNHG�DV�DQ�³H[WUHPHO\�KLJK�SULRULW\´��LQ�WKH�WRS�����E\�1,$,'�GXULQJ�LWV�H[WHUQDO�
UHYLHZ�SURFHVV��,Q�OLJKW�RI�LWV�VXFFHVV�DQG�WKH�LPSRUWDQFH�RI�(FR+HDOWK�$OOLDQFH¶V�ZRUN��RQ�-XO\�
����������1,+�UHDXWKRUL]HG�JUDQW�5���$,��������DQG�LQFUHDVHG�(FR+HDOWK�$OOLDQFH¶V�IXQGLQJ��
(FR+HDOWK� $OOLDQFH� ZDV� LVVXHG� D� QRWLFH� RI� DZDUG� LQ� WKH� DPRXQW� RI� ������������ �WKH� ³�����
$ZDUG´���7KH�QRWLFH�RI�DZDUG�DOVR�H[WHQGHG�WKH�3URMHFW�SHULRG�IRU�DQ�DGGLWLRQDO�ILYH�\HDUV�WR�������
$�FRS\�RI�WKH�QRWLFH�RI�DZDUG�LV�DWWDFKHG�KHUHWR�DV�([KLELW�$��

�
C. EcoHealth Alliance Agrees Not To Fund The Wuhan Institute Of Virology  

'XULQJ�WKH�SHQGHQF\�RI�WKH�3URMHFW��LQ�'HFHPEHU�RI�������&KLQD�UHSRUWHG�D�FOXVWHU�RI�FDVHV�
RI�SQHXPRQLD�LQ�:XKDQ��+XEHL�3URYLQFH��,W�ZDV�ODWHU�GHWHUPLQHG�WKDW�WKH�FDXVH�RI�WKLV�SQHXPRQLD�
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ZDV� D� QRYHO� &R9�� VHYHUH� DFXWH� UHVSLUDWRU\� V\QGURPH� FRURQDYLUXV� �� �6$56�&R9����� FDXVLQJ�
FRURQDYLUXV� GLVHDVH� �&29,'������ 7KHUHDIWHU�� 6$56�&R9��� VSUHDG� WR� QHDUO\� HYHU\� FRXQWU\�
WKURXJKRXW� WKH�ZRUOG�� ,Q� UHVSRQVH��(FR+HDOWK�$OOLDQFH�KDV�SULRULWL]HG� LWV�HIIRUWV� LQ�FRQGXFWLQJ�
UHVHDUFK�WKDW�ZLOO�EH�LQWHJUDO�WR�GHYHORSLQJ�DQ�HIIHFWLYH�VWUDWHJ\�WR�FRPEDW�6$56�&R9����

�
2Q�$SULO�����������0LFKDHO�6��/DXHU��0'��1,+�'HSXW\�'LUHFWRU�IRU�([WUDPXUDO�5HVHDUFK��

VHQW�D�OHWWHU�WR�(FR+HDOWK�$OOLDQFH�RQ�EHKDOI�RI�1,+�UHJDUGLQJ�D�ODERUDWRU\�LQ�&KLQD��WKH�:XKDQ�
,QVWLWXWH�RI�9LURORJ\��³:,9´���:,9�ZDV�D�SULRU�VXE�UHFLSLHQW�RI�D�VPDOO�SRUWLRQ�RI�WKH�5���$,�
�������JUDQW�IXQGV��7KH�OHWWHU�VWDWHG�WKDW��JLYHQ�DOOHJDWLRQV�WKDW�&29,'����³ZDV�SUHFLSLWDWHG�E\�
WKH� UHOHDVH� IURP� :,9� RI� WKH� FRURQDYLUXV� UHVSRQVLEOH� IRU� &29,'���´�� 1,+� ZDV� SXUVXLQJ�
VXVSHQVLRQ� RI� :,9� IURP� SDUWLFLSDWLQJ� LQ� )HGHUDO� SURJUDPV�� +RZHYHU�� 0U�� /DXHU� DVVXUHG�
(FR+HDOWK�$OOLDQFH�WKDW�³>W@KLV�VXVSHQVLRQ�RI�WKH�VXE�UHFLSLHQW�GRHV�QRW�DIIHFW�WKH�UHPDLQGHU�RI�
>(FR+HDOWK�$OOLDQFH¶V@�JUDQW�DVVXPLQJ�WKDW�QR�JUDQW�IXQGV�DUH�SURYLGHG�WR�:,9�IROORZLQJ�UHFHLSW�
RI�WKLV�HPDLO�GXULQJ�WKH�SHULRG�RI�VXVSHQVLRQ�´�$�FRS\�RI�WKH�OHWWHU�LV�DWWDFKHG�KHUHWR�DV�([KLELW�%��

�
2Q�$SULO�����������'U��'DV]DN�RI�(FR+HDOWK�$OOLDQFH�UHVSRQGHG�E\�HPDLO�WR�'U��/DXHU�

VWDWLQJ�WKDW�KH�FRXOG�³FDWHJRULFDOO\�VWDWH�WKDW�QR�IXQGV�IURP�>VLF@��5���$,����������KDYH�EHHQ�
VHQW� WR� :XKDQ� ,QVWLWXWH� RI� 9LURORJ\�� QRU� KDV� DQ\� FRQWUDFW� EHHQ� VLJQHG�´� 'U�� 'DV]DN� IXUWKHU�
UHSUHVHQWHG� WKDW� (FR+HDOWK� $OOLDQFH� ZRXOG� FRPSO\� ZLWK� DOO� 1,$,'� UHTXLUHPHQWV�� 'U�� /DXHU�
DFNQRZOHGJHG�����WKDW�QR�PRQLHV�IURP�JUDQW��5���$,����������KDG�JRQH�WR�:,9�DQG�QR�FRQWUDFW�
EHWZHHQ�(FR+HDOWK�$OOLDQFH�DQG�:,9�KDG�EHHQ�VLJQHG�DQG�����(FR+HDOWK�$OOLDQFH¶V�DJUHHPHQW�
WKDW�LW�ZRXOG�QRW�SURYLGH�DQ\�IXQGV�WR�:,9�XQWLO�DQG�XQOHVV�GLUHFWHG�RWKHUZLVH�E\�1,+��$�FRS\�RI�
WKH�HPDLO�FRUUHVSRQGHQFH�EHWZHHQ�1,+�DQG�(FR+HDOWK�$OOLDQFH�LV�DWWDFKHG�KHUHWR�DV�([KLELW�&���

�
D. NIH Abruptly Terminates Research Grant 2R01 AI 110964-6 ³For ConYenience´ 

1RWZLWKVWDQGLQJ� 1,+¶V� UHSUHVHQWDWLRQ� WKDW� VXVSHQVLRQ� RI� :,9� ZRXOG� QRW� DIIHFW� WKH�
UHPDLQGHU� RI� � (FR+HDOWK�$OOLDQFH¶V� �����$ZDUG�� RQ�$SULO� ���� ������1,+� QRWLILHG�(FR+HDOWK�
$OOLDQFH�E\�OHWWHU�WKDW��HIIHFWLYH�LPPHGLDWHO\��WKH������$ZDUG�KDG�EHHQ�WHUPLQDWHG�E\�1,$,'��7KH�
VWDWHG�JURXQGV�IRU� WKH�7HUPLQDWLRQ�ZHUH�� ����FRQYHQLHQFH�� ����1,+¶V�GLVFUHWLRQ�QRW� WR�DZDUG�D�
JUDQW�� RU� WR� DZDUG� D� JUDQW� DW� D� SDUWLFXODU� IXQGLQJ� OHYHO�� DQG� ����1,+¶V� EHOLHI� WKDW� WKH� 3URMHFW�
RXWFRPHV�GLG�QRW�DOLJQ�ZLWK�WKH�SURJUDP�JRDOV�DQG�DJHQF\�SULRULWLHV��$�FRS\�RI�WKH�7HUPLQDWLRQ�
LV�DWWDFKHG�KHUHWR�DV�([KLELW�'���

�
ARGUMENT 

A. NIH Research Grants Are Not Subject To Termination For Convenience 

³7HUPLQDWLRQ�IRU�FRQYHQLHQFH´�UHIHUV�WR�WKH�H[HUFLVH�RI�WKH�JRYHUQPHQW¶V�ULJKW�WR�EULQJ�WR�
DQ� HQG� WKH� SHUIRUPDQFH� RI� DOO� RU� SDUW� RI� WKH� ZRUN� SURYLGHG� IRU� XQGHU� D� FRQWUDFW� SULRU� WR� WKH�
H[SLUDWLRQ�RI� WKH�FRQWUDFW� ³ZKHQ� LW� LV� LQ� WKH�*RYHUQPHQW¶V� LQWHUHVW´� WR�GR�VR��)HGHUDO�DJHQFLHV�
W\SLFDOO\�LQFRUSRUDWH�FODXVHV�LQ�WKHLU�SURFXUHPHQW�FRQWUDFWV�ZKLFK�JLYH�WKHP�WKH�ULJKW�WR�WHUPLQDWH�
IRU�FRQYHQLHQFH��+HUH��WKHUH�LV�QR�FODXVH�LQ�WKH�WHUPV�DQG�FRQGLWLRQV�DSSOLFDEOH�WR�WKH������$ZDUG��
RU�LQ�WKH�1,+�*UDQWV�3ROLF\�6WDWHPHQW��WKDW�SHUPLWV�1,$,'�RU�1,+�WR�LVVXH�D�SRVW�DZDUG�GHFLVLRQ�
WR�WHUPLQDWH�D�1,+�UHVHDUFK�JUDQW�DZDUG�³IRU�FRQYHQLHQFH�´��
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0RUHRYHU�� WKH� XQSUHFHGHQWHG� DVVHUWLRQ� E\� 1,+� WKDW� DFWLYH� UHVHDUFK� JUDQWV� FDQ� EH�
WHUPLQDWHG�³IRU�FRQYHQLHQFH´�GXULQJ�WKH�VXEMHFW�EXGJHW�SHULRG�UHQGHUV�6HFWLRQ�������RI�WKH�1,+�
*UDQWV�3ROLF\�6WDWHPHQW�PHDQLQJOHVV��See, e.g., Li v. Eddy������)��G��������������WK�&LU��������
�UHMHFWLQJ� VXJJHVWHG� VWDWXWRU\� LQWHUSUHWDWLRQ�RQ� WKH�JURXQGV� WKDW� WKH� LQWHUSUHWDWLRQ� UDQ� VTXDUHO\�
DJDLQVW� WKH� FDQRQ� RI� FRQVWUXFWLRQ� WKDW� FRXUWV� LQWHUSUHW� VWDWXWHV� VR� DV� QRW� WR� UHQGHU� DQ\� VHFWLRQ�
PHDQLQJOHVV���6HFWLRQ�������RI�WKH�1,+�*UDQWV�3ROLF\�6WDWHPHQW�JRYHUQV��inter alia��PRGLILFDWLRQ�
RU�WHUPLQDWLRQ�RI�DQ�DZDUG�IRU�PLVFRQGXFW��,I�1,+�JUDQWV�ZHUH�WHUPLQDEOH�IRU�FRQYHQLHQFH��1,+�
FRXOG�DOZD\V�FKRRVH�WR�WHUPLQDWH�IRU�FRQYHQLHQFH�WR�DYRLG�����WKH�³IRU�FDXVH´�UHVWULFWLRQ�RQ�JUDQW�
WHUPLQDWLRQV�DQG�����WKH�ODERU�LQWHQVLYH�WDVN�RI�HQIRUFLQJ�FRPSOLDQFH�WKURXJK�GLVDOORZLQJ�FRVWV��
ZLWKKROGLQJ�IXUWKHU�DZDUGV��RU�ZKROO\�VXVSHQGLQJ�WKH�JUDQW��SHQGLQJ�FRUUHFWLYH�DFWLRQ��

�
B. NIH¶V Discretion Not To Award A Grant, Or To Award a Grant At A Particular 

Funding Level, Does Not Authorize A Post-Award Decision To Terminate 

1,+¶V�GLVFUHWLRQ� UHJDUGLQJ� WKH�³GHFLVLRQ�QRW� WR�DZDUG�D�JUDQW��RU� WR�DZDUG�D�JUDQW�DW� D�
SDUWLFXODU� IXQGLQJ� OHYHO´� GRHV� QRW� JLYH� 1,+� WKH� DXWKRULW\� WR� LVVXH� D� SRVW�DZDUG� GHFLVLRQ�
WHUPLQDWLQJ�D�GXO\�DZDUGHG�JUDQW�GXULQJ�WKH�EXGJHW�SHULRG��7KLV�SXUSRUWHG�GLVFUHWLRQ��ZKLFK�LV�
EDVHG�RQ�ODQJXDJH�LQ�WKH�ODVW�SDUDJUDSK�RI�1,+�*UDQWV�3ROLF\�6WDWHPHQW�6HFWLRQ��������HQWLWOHG�
Disposition of Applications�� FRQFHUQV� 1,+¶V� DXWKRULW\� WR� UHMHFW� LQFRPSOHWH� RU� RWKHUZLVH�
XQGHVLUDEOH�JUDQW�DSSOLFDWLRQV�LQ�WKH�ILUVW�LQVWDQFH�RQO\��7KH�SURYLVLRQV�RI�6HFWLRQ����JHQHUDOO\��
KDYH�QR�EHDULQJ�RQ�SRVW�DZDUG�GHFLVLRQV�DIIHFWLQJ�GXO\�DSSURYHG�JUDQWV�IRU�ZKLFK�VSHFLILHG�IXQGV�
KDYH�DOUHDG\�EHHQ�DOORFDWHG��$V� WKH������*UDQW� LQ� WKH�DPRXQW�RI�������������ZDV�DZDUGHG� WR�
(FR+HDOWK�$OOLDQFH�RQ�-XO\�����������1,+¶V�DXWKRULW\�WR�GHQ\�LQLWLDO�JUDQW�DSSOLFDWLRQV�GRHV�QRW�
DOORZ�1,+�WR�WHUPLQDWH�WKH������*UDQW���

�
C. The Research Goals Of EcoHealth Alliance And NIAID Are Virtually Identical 

1,+¶V�FRQWHQWLRQ�WKDW�WKH�3URMHFW¶V�RXWFRPHV�GR�QRW�DOLJQ�ZLWK�WKH�DJHQF\¶V�SULRULWLHV�LV�
GHPRQVWUDEO\�IDOVH��)LUVW��WKH�3URMHFW�ZDV�UDQNHG�DV�³H[WUHPHO\�KLJK�SULRULW\´�RQ�H[WHUQDO�UHYLHZ�
E\�1,$,'�OHVV�WKDQ�QLQH�PRQWKV�DJR��EHIRUH�WKH�GLVFRYHU\�RI�6$56�&R9����6LQFH�WKLV�GLVFRYHU\��
1,+� KDV� SURPXOJDWHG� QHZ� JUDQWV� VHHNLQJ� DSSOLFDQWV� WR� FRQGXFW� UHVHDUFK� RQ� WKH� VDPH� LVVXHV�
FRYHUHG�E\�WKH�3URMHFW�DQG�WKH������$ZDUG��

�
,Q�DGGLWLRQ�� WKHUH�LV�VXEVWDQWLDO�RYHUODS�EHWZHHQ�WKH�IRXU�VWUDWHJLF�UHVHDUFK�SULRULWLHV�RQ�

SDJH���RI�1,$,'¶V�6WUDWHJLF�3ODQ�IRU�&29,'����5HVHDUFK��SXEOLVKHG�$SULO�����������DQG�WKH�WKUHH�
6SHFLILF� $LPV� RI� WKH� 3URMHFW�� %RWK� 1,$,'� DQG� (FR+HDOWK� $OOLDQFH� VHHN� WR�� ���� LPSURYH�
IXQGDPHQWDO�NQRZOHGJH�RI�6$56�&RY��������GHYHORS�PHWKRGV�WR�DVVHVV�WKH�UDWH�RI�LQIHFWLRQ�DQG�
GLVHDVH�LQFLGHQFH������FRQWULEXWH�WR�WKH�GHYHORSPHQW�RI�DQ�HIIHFWLYH�YDFFLQH��DQG�����LQFUHDVH�SXEOLF�
KHDOWK�SUHSDUHGQHVV��&RSLHV�RI�WKH�3URMHFW¶V�6SHFLILF�$LPV�DQG�WKH�1,$,'�6WUDWHJLF�3ODQ¶V�IRXU�
VWUDWHJLF�UHVHDUFK�SULRULWLHV�IRU�&29,'����UHVHDUFK�DUH�DWWDFKHG�KHUHWR�DV�([KLELW�(���

�
D. There Is No Rational Basis To Terminate The 2019 Award For Cause 

7KH�JURXQGV�DQG�SURFHGXUHV�IRU�VXVSHQVLRQ�DQG�WHUPLQDWLRQ�RI�DZDUGV�DUH�VSHFLILHG�LQ�1,+�
*UDQWV�3ROLF\�6WDWHPHQW�6HFWLRQ�������DQG����&)5�3DUWV��������WKURXJK���������1RWDEO\��6HFWLRQ�
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8.5.2 provides, inter alia, that NTH will generally suspend (rather than immediately terminate) a
‘grantandallowtherecipientan opportunitytotake appropriate correctiveactionbefore NIHmakes
a termination decision. Through this lens, 45 CFR 75.372 provides that NIH may terminate a
Federal award, in whole or in part, if: (1) the non-Federal entity fails to comply with the terms and
conditionsoftheaward: (2) for cause: (3) by the HHS awarding agencyorpass-throughentity
‘with the consentofthenon-Federal entity:or (4)by the non-Federal entity upon writtennoticeto

theHHSawardingagencysettingforththe reasons forsuchtemmination,andotherinformation.
‘Noneofthe foregoing predicate conditions exist here.

Asof the dateofthe Termination, EcoHealth Alliance had not received any notice from
NIH,NIAID,orHHS thatiteitherfailedto complywithanyof thetermsorconditionsofthe 2019
Award,or committedany misconductinconnectionwith the award. Tothe contrary,inemail
correspondence following EcoHealth Alliance's representation thatithad notandwouldnotgive
any funds from the 2019 Award to WIV, Aleksei Chmura, EcoHealth Alliance's ChiefofStaff,

‘memorializedthemutualagreementbetweenNIHandEcoHlealthAlliance thatEcotealthAlliance
was in compliance with all requests. (Ex. C, p. 1). To be clear, EcoHealth Alliance clearly and
‘unequivocallystatedthatithad notandwillnotdistributeany funds from the2019 Award to WIV.

In sum, there is no statutory, regulatory,orcontractual basisforNIAID's termination of
the Project, Understanding the Risk ofBat Coronavirus Emergence, funded under grant 2R01 AT
110964-6. However, pleasenotethatthisletterisnotintended toprovideanexhaustivelist ofall
possible grounds for reversalof the Termination and may not reflect all arguments and claims that
EcoHealth Alliance will assert in the event that a formal second-level appealofthe Termination
is required.

Shouldyouwishtopresentevidenceinaneffort torefuteanyofthefactualassertionsmade
in thisletter and/or to engage in good faith negotiationsregardingappropriate termsandconditions
fortheresumptionoffundingforgrant2RO1 AI 110964-6,wearepreparedtoreviewsuch
evidenceandto participateinsuch negotiations.

‘Weawaityourresponseto thisletter.

en ours

/ Krinsky/ dif X. Krinsky

/ (7
cc: (by email) {

Dr. Erik Stemmy AS
Ms. Emily Linde

5
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Notice of Award
RESEARCH Federal Award Date:    07/24/2019
Department of Health and Human Services
National Institutes of Health

NATIONAL INSTITUTE OF ALLERGY AND INFECTIOUS DISEASES

Grant Number:  2R01AI110964-06 
FAIN:   R01AI110964

Principal Investigator(s):  
PETER  DASZAK, PHD

Project Title: Understanding the Risk of Bat Coronavirus Emergence

Dr. Daszak, Peter
PD/PI
460 West 34th Street
Suite 1701
New York, NY 100012320

Award e-mailed to: 

Period Of Performance:
Budget Period:  07/24/2019 – 06/30/2020
Project Period:  06/01/2014 – 06/30/2024

Dear Business Official:

The National Institutes of Health hereby awards a grant in the amount of $733,750 (see “Award 
Calculation” in Section I and “Terms and Conditions” in Section III) to ECOHEALTH ALLIANCE, 
INC. in support of the above referenced project.  This award is pursuant to the authority of 42 
USC 241  42 CFR 52  and is subject to the requirements of this statute and regulation and of 
other referenced, incorporated or attached terms and conditions.

Acceptance of this award including the “Terms and Conditions” is acknowledged by the grantee 
when funds are drawn down or otherwise obtained from the grant payment system.

Each publication, press release, or other document about research supported by an NIH award  
must include an acknowledgment of NIH award support and a disclaimer such as “Research 
reported in this publication was supported by the National Institute Of Allergy And Infectious 
Diseases of the National Institutes of Health under Award Number R01AI110964. The content is 
solely the responsibility of the authors and does not necessarily represent the official views of   
the National Institutes of Health.” Prior to issuing a press release concerning the outcome of this 
research, please notify the NIH awarding IC in advance to allow for coordination.

Award recipients must promote objectivity in research by establishing standards that provide a 
reasonable expectation that the design, conduct and reporting of research funded under NIH 
awards will be free from bias resulting from an Investigator’s Financial Conflict of Interest (FCOI), 
in accordance with the 2011 revised regulation at 42 CFR Part 50 Subpart F.   The Institution 
shall submit all FCOI reports to the NIH through the eRA Commons FCOI Module. The regulation 
does not apply to Phase I Small Business Innovative Research (SBIR) and Small Business 
Technology Transfer (STTR) awards. Consult the NIH website 
http://grants.nih.gov/grants/policy/coi/ for a link to the regulation and additional important 
information.

If you have any questions about this award, please contact the individual(s) referenced in Section 
IV.

Sincerely yours,

(b) (6)
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Tseday G Girma
Grants Management Officer
NATIONAL INSTITUTE OF ALLERGY AND INFECTIOUS DISEASES

Additional information follows



__— -
‘Total Amount of Federal Funds Obligated (Federal Share) $733,750

E——ml Wh

TT rra
Eiscal Information;

PMS Account Type: P (Subaccount)

11100PEE ———Si

‘This award is based ontheapplication submitted to, andasapproved by, NIH on the above-titiedBA Ai
ans
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c.  45 CFR Part 75.
d. National Policy Requirements and all other requirements described in the NIH Grants 

Policy Statement, including addenda in effect as of the beginning date of the budget 
period.

e. Federal Award Performance Goals: As required by the periodic report in the RPPR or in 
the final progress report when applicable.

f. This award notice, INCLUDING THE TERMS AND CONDITIONS CITED BELOW.

(See NIH Home Page at http://grants.nih.gov/grants/policy/awardconditions.htm for certain
references cited above.)

Research and Development (R&D):  All awards issued by the National Institutes of Health (NIH) 
meet the definition of “Research and Development” at 45 CFR Part§ 75.2. As such, auditees 
should identify NIH awards as part of the R&D cluster on the Schedule of Expenditures of Federal 
Awards (SEFA). The auditor should test NIH awards for compliance as instructed in Part V, 
Clusters of Programs. NIH recognizes that some awards may have another classification for 
purposes of indirect costs. The auditor is not required to report the disconnect (i.e., the award is 
classified as R&D for Federal Audit Requirement purposes but non-research for indirect cost rate 
purposes), unless the auditee is charging indirect costs at a rate other than the rate(s) specified in 
the award document(s). 

 
An unobligated balance may be carried over into the next budget period without Grants 
Management Officer prior approval.

This grant is subject to Streamlined Noncompeting Award Procedures (SNAP).

This award is subject to the requirements of 2 CFR Part 25 for institutions to receive a Dun & 
Bradstreet Universal Numbering System (DUNS) number and maintain an active registration in 
the System for Award Management (SAM).  Should a consortium/subaward be issued under this 
award, a DUNS requirement must be included.   See 
http://grants.nih.gov/grants/policy/awardconditions.htm for the full NIH award term implementing 
this requirement and other additional information.

This award has been assigned the Federal Award Identification Number (FAIN) R01AI110964. 
Recipients must document the assigned FAIN on each consortium/subaward issued under this 
award.

Based on the project period start date of this project, this award is likely subject to the 
Transparency Act subaward and executive compensation reporting requirement of 2 CFR Part 
170. There are conditions that may exclude this award; see 
http://grants.nih.gov/grants/policy/awardconditions.htm for additional award applicability 
information.

In accordance with P.L. 110-161, compliance with the NIH Public Access Policy is now 
mandatory. For more information, see NOT-OD-08-033 and the Public Access website: 
http://publicaccess.nih.gov/.

 

In accordance with the regulatory requirements provided at 45 CFR 75.113 and Appendix XII to 
45 CFR Part 75, recipients that have currently active Federal grants, cooperative agreements, 
and procurement contracts with cumulative total value greater than $10,000,000 must report and 
maintain information in the System for Award Management (SAM) about civil, criminal, and 
administrative proceedings in connection with the award or performance of a Federal award that 
reached final disposition within the most recent five-year period.  The recipient must also make 
semiannual disclosures regarding such proceedings. Proceedings information will be made 
publicly available in the designated integrity and performance system (currently the Federal 
Awardee Performance and Integrity Information System (FAPIIS)). Full reporting requirements 
and procedures are found in Appendix XII to 45 CFR Part 75. This term does not apply to NIH 
fellowships.



Treatment of Program Income:
Additional Costs.

"SECTION IV — Al Special Terms and Conditions — ZROTAIT10964-06

Clinical Trial Indicator: No
“This award does not support any NIH-defined Clinical Trials. See the NIH Grants Policy Statement
Section 1.2 for NIH definition of Clinical Trial.

‘The Research Performance Progress Report (RPPR), Section G.9 (Foreign component) includes
reporting requirements for al research performed outside of the United States. Research
conducted at the following site(s) must be reported in your RPPR:

“This award reflects current Federal policies regarding Faciltes & Administrative (F&A) Costs for
foreign grantees including foreign sub-awardees, and domestic awards with foreign sub-
‘awardees. Please see: Chapter 16 Grants to Foreign Organizations, Intemational Organizations,
‘and Domestic Grants with Foreign Components, Section 16.6 “Allowable andUnaliowabieCost”
ofthe NIH Grants Policy.

“This award may include collaborations vith andlor between foreign organizations. Please be
advised that short term travel visa expenses are an allowable expense on this grant, if justified as.
critical and necessary for the conduct of the project,

‘The budget period anniversary start ate for future year(s) vill be July 1.

Dissemination of study data will be in accord with the Recipient's accepted genomic data sharing
plan as stated in the page(s) 203of the application. Failure to adhere to the sharing plan as
‘mutually agreed upon by the Recipient and the NIAID may result in Enforcement Actions as
described in the NIH Grants Policy Statement.

“This award is subject to the Clinical Terms of Award referenced in the NIH GuideforGrants and
‘Contracts, July 8, 2002, NOT AI-02-032. These terms and conditions are hereby incorporated by
reference, and can be accessed via the following World Wide Web address:
hitps/wwv niaid. ih, gou/grants-contracts/niaid-clinical-terms-award All submissions required by
the NIAID Clinical Terms of Award must be forwarded electronically or by mail to the responsible.
NIAID Program Offical identified on this Notice of Award

Pages
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Awardees who conduct research involving Select Agents (see 42 CFR 73 for the Select Agent 
list; and 7 CFR 331 and 9 CFR 121 for the relevant animal and plant pathogens 
at  http://www.selectagents.gov/Regulations.html) must complete registration with CDC (or 
APHIS, depending on the agent) before using NIH funds. No funds can be used for research 
involving Select Agents if the final registration certificate is denied.
 
Prior to conducting a restricted experiment with a Select Agent or Toxin, awardees must notify the 
NIAID and must request and receive approval from CDC or APHIS.
 
********************
Select Agents:
Awardee of a project that at any time involves a restricted experiment with a select agent, is 
responsible for notifying and receiving prior approval from the NIAID. Please be advised that 
changes in the use of a Select Agent will be considered a change in scope and require NIH 
awarding office prior approval.  The approval is necessary for new select agent experiments as 
well as changes in on-going experiments that would require change in the biosafety plan and/or 
biosafety containment level.  An approval to conduct a restricted experiment granted to an 
individual cannot be assumed an approval to other individuals who conduct the same restricted 
experiment as defined in the Select Agents Regulation 42 CFR Part 73, Section 13.b 
(http://www.selectagents.gov/Regulations.html).
 
Highly Pathogenic Agent:
NIAID defines a Highly Pathogenic Agent as an infectious Agent or Toxin that may warrant a 
biocontainment safety level of BSL3 or higher according to the current edition of the CDC/NIH 
Biosafety in Microbiological and Biomedical Laboratories (BMBL) 
(http://www.cdc.gov/OD/ohs/biosfty/bmbl5/bmbl5toc.htm).  Research funded under this grant 
must adhere to the BMBL, including using the BMBL-recommended biocontainment level at a 
minimum.   If your Institutional Biosafety Committee (or equivalent body) or designated 
institutional biosafety official recommend a higher biocontainment level, the highest 
recommended containment level must be used.
When submitting future Progress Reports indicate at the beginning of the report:
 
If no research with a Highly Pathogenic Agent or Select Agent has been performed or is planned 
to be performed under this grant.
 
If your IBC or equivalent body or official has determined, for example, by conducting a risk 
assessment, that the work being planned or performed under this grant may be conducted at a 
biocontainment safety level that is lower than BSL3.
 
If the work involves Select Agents and/or Highly Pathogenic Agents, also address the following 
points:
 

Any changes in the use of the Agent(s) or Toxin(s) including its restricted 
experiments that have resulted in a change in the required biocontainment level, 
and any resultant change in location, if applicable, as determined by your IBC or 
equivalent body or official.
 
If work with a new or additional Agent(s)/Toxin(s) is proposed in the upcoming 
project period, provide:

 
o    A list of  the new and/or additional Agent(s) that will be studied;
o    A description of the work that will be done with the Agent(s), and 
whether or not the work is a restricted experiment;
o    The title and location for each biocontainment resource/facility, 
including the name of the organization that operates the facility, and the 
biocontainment level at which the work will be conducted, with 
documentation of approval by your IBC or equivalent body or official. It 
is important to note if the work is being done in a new location.
 
 
 

STAFF CONTACTS



‘The Grants Management Specialist i responsible for the negotiation, award and administration of
this project and for interpretation of Grants Administration policies and provisions. The Program
Official is responsible for the scientific, programmatic and technical aspects of this project. These
individuals work together in overall project administration. Prior approval requests (signed by an
Authorized Organizational Representative) shoud be submitted i wring to the Granis.
Management Specialist. Requests may be made via e-mai.

‘Grants Management Specialist: Tseday G Gima
Email ®®© Phone: © Fax: 301-493-0507

Program Official: Erik J. Stemmy
Email © Phone: ©©

‘SPREADSHEET SUMMARY
‘GRANT NUMBER: 2RO1AI110964.06

INSTITUTION: ECOHEALTH ALLIANCE, INC.

f 1 |] | | | 1

| | - - - - |

(1 I
TOTAL COST $733,750| $700.750| $709,750 | $109,750| $109,750

Facilties and Administrative Costs |Year6 |Year7 | Years [Years |Year10
FA Cost Rate1 [32% [32% [32% 32% [32%
F8A CostBase 1 S438711 | $363711 | $363.71 | $363,711 | $363,711
FA Costs1 $140,368| 5116.38| 116.388| 5116388| $116,388

Page?
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Date: April 19,2020

ichael 09snty ue:
From: Michael $ Lauer, MD Lauer, Michael Zoster

NIH Deputy Director for Extramural Research (NIH/OD) [E] + 535"

To: Kevin Olival, PhD
Vice-President for Research
EcoHealth Alliance

LL a

Naomi Schrag, JD
Vice-President for Research Compliance, Training, and Policy
Columbia University

la

Subject: Project Number 2R01AI110964-06

Dear Dr. Olival and Ms. Schrag:

Ecotlcalth Alliance, Inc. is the recipient, as grantee, of an NIH grant entitled “Understanding the
Riskof Bat Coronavirus Emergence.” It is our understanding that one of the sub-recipients of
the grant funds isthe Wuhan InstituteofVirology (“WIV”). Iti our understanding that WIV
studies th interaction between corona viruses and bats. The scientific community believes that
the coronavirus causing COVID-19 jumped from bats to humans likely in Wuhan where the
COVID-19 pandemic began. There are now allegations that the current crisis was precipitated
by the release from WIVofthe coronavirus responsible for COVID-19. Given these concerns,
we are pursuing suspension of WIV from participation in Federal programs.

‘While we review these allegations during the periodofsuspension, you are instructed to cease
providing any funds from the above noted grant to the WIV. This temporary action is authorized
by 45 C.F.R. § 75.371(d) (“Initiate suspension or debarment proceedings as authorized under 2
CFR. part 180"). The incorporated OMB provision provides that the funding agency may,
through suspension, immediately and temporarily exclude from Federal programs persons who
are not presently responsible where “immediate action is necessary to protect the pubic interest.”
2 C.F.R. § 180.700(c). Itis in the public interest that NIH ensure that a sub-recipient has taken
all appropriate precautions to prevent the releaseofpathogens that it is studying. This
suspension of the sub-recipient does not affect the remainderofyour grant assuming that no
grant funds are provided to WIV following receipt of this email during the period of suspension.
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1 Michael Laver email 20 April 2020

From: Laver, Michael (NIH/OD)[E][NCS
Sent: Sunday, April 19, 2020 11:00 AM

To: | ; Naomi Schrag

Ce: Black, Jodi (NIH/OD) [E]
Subject: Please read and acknowledge receipt - Actions needed regarding
2R01AI110964-06

Importance: High

Dear Dr. Olival and Ms. Schrag

Ploase sce attached.

Many thanks, Mike
Wicnaet s Lauer, MD
NIH Deputy Director for Extramural ResearchContr Dive, Buin 1. Room 144
Bonosda. Wo 20852
orIenEma



2 Kevin Olival email on 20 April 2020

From: Kevin Olival NC
Subject: Re: Please read and acknowledge receipt —- Actions needed regarding ZROTAITI0964-06
Date: April 2, 2020 at 4:12.28 PM EDT
To: “Laver, Michael (NIH/OD)(¢]”INENEE
Ce: Naomi SchragINES,“slack, Jodi (NiH/0D) (¢)"NESS

Dear Mike,

I received the attached letter, however please note:

11am not the PI on this award. You should contact Dr Peter DaszakINEE®IO)vo is the Pl and
leading this project for EcoHealth Alliance.
2. Columbia University is not involved in this NIH project, and it is not clear to me why Naomi and Columbia University were
included.

Thank you,
Kevin

Kevin J. Olival, PhD
Vice President for Research

EcoHealth Alliance

460 West 34th Street, Suite 1701
New York, NY 10001

(direct)
(mobile)

1.212.380.4465 (fax)
www.ecohealthalliance.org



3 Michael Lauer email on 20 April 2020

Re: Please read and acknowledge receipt -- Actions needed regarding

2RO1AI110964-06

Lauer, Michael (NIH/0D) [£][INES
Mon 47202020 431 PM

TokevinOfve!EOEF-t= 0osz2:IE
ceNaomi Schrag(SI:5/ack, Jodi (N1H/0D) (€) IIE): Lauer, Michael (NIH/OD) [€]
Tee

Ioruree- High

© 2atachments
Screen Shot 2020-04-20 at 423.38 PM png; EcoHeath Alliance re A grant 419 20pct:

Thank you Kevin

+ We need to work with a senior responsible business official — usually PI's and senior business officials
are different people.

« When| looked you up on the web, |see the Columbia logo (see attached screenshot). Specifically, it
appears to be Columbia University > Ecology, Evolution, and Environmental Biology> EcoHealth
Alliance (labeled as an “Affiliation/Department”). Thus the web profile makes it look to me as if
EcoHealth Alliance is linked to Columbia University.

« In any case, I'm looping in Dr. Daszak.
+ We need to know all sites in China that have been in any way linked to this award (Type 1 and Type

2). We have data in NIH, but we want to make absolutely sure that we're of the same understanding.

We greatly appreciate your prompt attentior to this matter.

Best, Mike

Mnaols Laver, MD
NIH DeputyDrector or Extramural esearch
Conte Dive Bling1, Room 144

Bethesda, MD 20692
Phone: INGE
EnaEGE



ec Pa end an acknonos recest Actors ead. ee Omak sao. reco

Re: Please read and acknowledge receipt -- Actions needed regarding
2R0O1AI110964-06 4 MichaelLaveremail on 20 April 2020

Lauer, Michael (NIH/OD) [£] INEIINOS
Mon 4202020634 PM

eNom choIEEE oir OrvIO°cOssEE):
cetiac, Jo (9/00) 1)ONG):Loe, icc! (1400) 1]EOS)

@ attachment

Screen Shot 2020-04-20at 423.38 PMgng

“Thanks Naomi — not the impression an observer would get looking at the website (see screen shot), but we
understand about the grant.

If they “are entirely separate entities” then why does Columbia identify EcoHealth Alliance as an
“Affiliation/Department” on its website.

Maybe with the label “Affiliation/Department” you would have aclearly visible disclaimer that says,
“EcoHealth Alliance is not affiliated with nor a department of Columbia™ — although even that is internally
contradictory.

Best, Mike

From: NaomiSchrag[ime
Date: Monday, April 20, 2020 at 5:19 PM
To: "Lauer, Michael (NIH/OD) [E]"| , Kevin Olival

Ce: Naomi Schrag! : , "Black, Jodi (NIH/OD) [E]",
Subject: RE: Please read and acknowledge receipt -- Actions needed regarding 2R01AI110964-06

Dear Dr. Lauer,
Columbia and EcoHealth Alliance are entirely separate entities. Some individuals affiliated with EcoHealth
Alliance do have adjunct appointments in Columbia's Ecology, Evolution, and Environmental Biology (‘E38")
department, but we are not aware of any Columbia involvement with the referenced grant, and have found
no agreement or record in our grants system to the contrary.

We would be happy to answer any additional questions. Thank you.
Sincerely,
Naomi Schrag

Naomi J. Schrag

iom8aaron moses. QERCESOF GAP YAMADASOB iw deSOs Peat4



Re: lone read and acknowledge cea = Acton needed ..- et Omak on220 1409

Vice President for Research Compliance, Training and Policy
Office of Research Compliance and Training
475 Riverside Drive, Suite 840
New York, New York 10115
I ’ N



5/22/20  14 13RE  P ease read and ac now edge rece pt  Act ons needed re   Peter Dasza

Page 1 of 5https //mex06 ema srvr com/owa/#v ewmode =ReadMessage tem& t…Q59cgEgOF2gAFWhCoVgAAAA%3D%3D& sPr ntV ew=1&w d=79& spopout=1

RE: Please read and acknowledge receipt -- Actions needed regarding

2R01AI110964-06

Dear Michael Lauer & Jodi Black  – I now have your email and will deal with it directly with you and your
staff.  Naomi is correct that there is no involvement of Columbia University in this grant. I’m sure NIH has
records to confirm that.
 
From this moment on, I will not cc any staff at Columbia as part of this discussion, and I hope you will also
honor that.  Respecfully, the discussion of whether or not EHA is an affiliate of CU is entirely irrelevant to the
request that you contacted us about, and should remain a private matter between EcoHealth Alliance and
Columbia University.
 
I’ll look over your email and respond tomorrow.
 
 
 
 
Cheers,
 
Peter
 
 
 
 
Peter Daszak
President
 
EcoHealth Alliance
460 West 34th Street
New York, NY 10001
USA
 
Tel.: 
Website: www.ecohealthalliance.org
Twitter: @PeterDaszak 
 
EcoHealth Alliance develops science-based solutions to prevent pandemics and promote conservation

Peter Daszak

Tue 4/21/2020 1:32 AM

To:Lauer, Michael (NIH/OD) [E] ; Naomi Schrag ; Kevin Olival

;

Cc:Black, Jodi (NIH/OD) [E] ;

5 Peter Daszak email on 21 April 2020 

(b) (6)(b) (6)
(b) (6)

(b) (6)

(b) (6)



RE: avn rendane acknons rece Actors esd. ee usak snaro tase

RE: Please read and acknowledge receipt -- Actions needed regarding
2ROTAI110964-06

6 Peter Daszak email on 21 April 2020

Peter Daszak
Toe 42172020703 Pt

Teaver, Michael (NiF/0D) (¢) EEEGI®);

cBack. Joa (44/00) (1IE:ck! CrtEO)
Stemeny Erk (uH/NAD)(0)EONS)SOO)

fe —

@ tatschmont
Ecobieath Allance re Al grant 419 20p0f

Dear Michael — Confirming receipt of your email. I'm also cc'ing the following people so they're aware of this.
request:

1 Our AOR — Dr. Aleksei Chmura, who has access to all our records
2. My Program Officer for this award, Dr. Erik Stemmy th Division Director (DMID), Dr. Emily

Erberding, so they are informed and aware of the request and our response.

That said we need some time to go through the request for information and will provide this as quickly as
we can.

However, | can categorically state that no funds form 2R01AI110964-06 have been sent to Wuhan
Institute of Virology, nor has any contract been signed.Furthermore.wewillcomply.with NIAID
requirements.ofcourse.
Concerning the request for information on all of the sites inked to this award in China. you should be aware
that these are documented in our progress reports over the course of the grant. AS you can understand we
are under enormous pressure to generate data related to the current pandenic, and we do not want to divert
staff to this effort. We are hoping the previously filed reports will satisfy this request.

We are well aware of the political concerns over theoriginsof this outbreak. Our collaboration with Wuhan
Institute of Virology has been scientific and we have been consistently impressed with the scientiic
capabilities of that laboratory and its research staff. Our joint work has led to a series of critical papers
published n high impact journals that served to raise awareness of the future threat coronaviruses pose for
global health and therefore US national security. Scientific insights with epidemiological significance have
been jointly published and our relationship has always been open and transparent and with one concern
only, scientific validity. We are concered that current actions may jeopardize 15yearsof fruitful
collaboration with colleagues in Wuhan, wo are working at the leading edge fo design vaccines and drugs
that could help us fight this new threat in future years. Its quite remarkable thato the 5 vaccine candidates
listed by WHO that are already in human trials, 3 have been developed in China. That said, we of course will

iom8aaron moses QERCESOFGAPHCONMAAAAKIEASOB.agape Peat4



HE Plas rend adaskcmodedgerece Actions madre. Peter Batak eae vans

do all we can to make sure any further questions from NIH or any Federal agency are addressed to our
fullest knowledge.

Yours sincerely,

Peter Daszak
President

EcoHealth Alliance
460 West 34" Street
New York, NY 10001
USA

Tol:IGS
Website: www.ecohealthalliance.org
Twitter: @PeterDaszak

[EcoHealth Alliance develops science-based solutions to prevent pandemics and promote conservation



7 Michael Lauer email on 21 April 2020

From: Lauer, Michael(NIKOD)€]FEEN® &
Subject: Po: lous ada acknowidge 1ocopt -Actors needed aging 2ROIAI110964-00

Boe: Aoi 21 000181 198
To: re coca
Ce: Black,Jodi (NIH/OD) [E] er RO ee‘Stemmy,Erik (NIH/NIAID) (E]
prisErooang, Eni(NHAIAD) £] Laver Merael(NHOD)6

Many thanks Peter for your response.

We note that:
«No monies have gone to WIV on the Type 2 award and no contract has been

signed.
« You agree that you will not provide any funds to WIV until and unless directed

otherwise by NIH.
« All foreign sites for the Type 1 and Type 2 awards have been documented in the

progress reports submitied to NIH.

We appreciate your working with us

Best, Mike

Vichaal S Laver, MD
NIH Deputy Director for Extramural Research
1Cantor Drv, Bulking 1, Room 144
Seihosda, MD 20352
Phone: FREEEe



8 Aleksei Chmura email on 21 April 2020

From: Aleksei ChmuraIIIIIIEESubjoc: Rn. Plo roa and acknowlcg eco! - Atosodd gating ZROTAIO98408Sere A 232020 1350
To: Lauer, Michael (NIHOD) (E]|
Ce: PeterDaszak , Black. Jod! (NIH/OD) (€]IIE. Erik StemmyIIINEIE.Erving. Ey (MTA)1
Dearie,
1 ead hat we arin agroement and incompan wit all equess Please us tow f anying hrsrou. Wo wil ora
in our usuel close communication with our Program Officer Erik Stemmy.

Scary
Aotssi

Assi ChmuraCrtorSinssed Organizations Representative
r—50 etohSie, So 1701RNA an

_—cfiesTameceatvatinoos
SS ———



From: Laue, Michael (HOD) (€]ERIE)Subject:Fl:Peas fod and ScxpOW 6ca1 Ach add garg 1AITI0964.08oteAp 20 050st 10.60
Ce: Peter Daszak. , Black, unocE,Stemmy, Erk (NIHNIAD) (€]

|, Erbelding, Emily (NIHINIAD) [E] , Lauer, Michael (NIH/OD) [E]
06.Corina rovonERA m6

Many thanks Aleksei.
9 Michael Lauer email on 21 April 2020

Best, Mike



From: Laver, Michael (I/D) [€]IIIIIINB® &
‘Subject: PLEASE READ ~ He: Pease read and acknowiadge feceip  ACIors needed regarding ZROTAIT10964:06

Date: April29, 2020at 10:47
“Tor Alaksoi Crmura Pater Daszak
Ce: Black, Jodi (NIHICD) [E] Stemmy Erk (NIHNIAD) E]

Erbolcing, Emi (NIHINAID) Linda, Emily (NHNIAID) (€] .
Lauer, Michael (NOD) E] . Buls, Michele G. (NIHIOD) €]

Dear Dr. Chmura and Dr. Daszak

Please see attached. 10 Michael Laver emailon 24 April 2020

Sincerely,
Michael S Lauer, MD

Michael S Laver, MD
NIH Deputy Director for Extramural Research
1 Genter Drive, Bulding 1, Room 144
Bethesda, MD 20692
Phono:
Email:



From: Aleksei ChmuraIIISubject: Re: PLEASE READ Ao: Ploasa road and acknowl race! Actions needed ragarding 2RDIAITH0964.06
Date: April 27, 2020 at 2357To: Lauer Michao (WHO) €]
Co: oer Daszak Sac oo Arson)(Rall, sory A,

Emily Erbolding . Linde, Emily (NIH/NIAID) [E] , Bulls, MicholleG. (NIH/OD) [E]
EER SOE. Alcon Ande[SRO

Doar Mchaol,
Could ote an have quick chat wih you sometime omorow (Tuesday) about your emai, below?

Sincerely, 11 Aleksei Chmura email on 27 April 2020

Hosei

Aleksei Chmura, PADiorsar
EcotialthAllanceS50 West ath Sit, Su 1701NewYork, WY 10001

(otce)(mobit)
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« DEPAVTHENT OF HEALTH & HUNAN SERVICES Pb Hon swvin

STSasEETon?

24 April 2020

Drs. Aleksei Chmura and Peter Daszak:Beofeath Aliases I.
460 W 34" St
Sue 1701New York NY 10001
Re: Terminationof NTH Grant ROI AT 110964
a——
am writin onity you tat the Nationa Insite of Allergy nd Infectious Diseases (MAID), anInsite wii the Nona Intute ofHeath (NI), undo th Deparment of Health and Human
Tore CR medotitisBok BsComo
Emergence, funded under grant ROI AT 10964, for convenicnce. This grant project was issued under the
‘authorizationof Sections 301 and 405ofthe Public Health Service Act as amended (42 USC 241 andA AETE leiy
which states that the decision not to award a grant, or to award a grant ata particular funding level, is ata

its time, NH dos no eettecurt pet tenes align with he program goss and
agony pois, NURID hae deteriml oe vel and amin Ae]Consens, ooa
Asa result tis termination,a otal of 369,819.56 will be emit o NIAIDa aoa

ET aa ars
Pas otme know iou any question onesaiog the formation is ter

—
Loe WhoIEL

Michael S Lauer, MDNo et Dect orErrRessEmail

wi Dns
Ne Emily Linde
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SPECIFIC AIMS 
Zoonotic coronaviruses are a significant threat to global health, as demonstrated with the emergence of 
Severe Acute Respiratory Syndrome coronavirus (SARS-CoV) in 2002, and the continuing spread of 
Middle East Respiratory Syndrome (MERS-CoV). The wildlife reservoirs of SARS-CoV were identified by 
our group as bat species, and since then we have sequenced dozens of novel SARS-related CoV 
(SARSr-CoV) strains. Our previous R01 work demonstrates that bats in southern China harbor an 
extraordinary diversity of SARSr-CoVs, some of which are able to use human ACE2 to enter into human cells, 
can infect humanized mouse models to cause SARS-like illness, and evade available therapies or vaccines. 
We found that the bat hosts of SARSr-CoVs appear to no longer be traded in wildlife markets, and that people 
living close to bat habitats are the primary risk groups for spillover. At one of these sites, we found diverse 
SARSr-CoVs containing every genetic element of the wild-type SARS-CoV genome, and serological evidence 
of human exposure among people living nearby. Thus, there is significant potential for future spillover of 
SARSr-CoVs, and of public health impacts. Yet salient questions remain: Are there specific bat communities 
and sites that harbor CoV strains with higher risk for bat-to-human spillover? Which human behaviors drive risk 
of bat SARSr-CoV exposure that could lead to infection? Does human exposure to these viruses cause SARS-
like or other illness? Can we characterize viral strain diversity, bat traits and human behaviors to assess risk of 
potential future CoV spillover? The proposed work in this renewal R01 builds on these findings to address 
these issues by conducting: 1) focused sampling of bats in southern China to identify viral strains with high 
predicted risk of spillover; 2) community-based, and clinic-based syndromic, sampling of people to identify 
spillover, and assess behavioral risk factors and evidence of illness; and 3) conduct in vitro and in vivo 
viral characterization and analyze epidemiological data to identify hotspots of future CoV spillover risk. 
This work will follow 3 specific aims: 

Aim 1: Characterize the diversity and distribution of high spillover-risk SARSr-CoVs in bats in southern 
China. We will conduct targeted bat sampling at sites where we predict that undiscovered high risk SARSr-
CoV strains exist. Bat sampling will be targeted geographically and by host species to test predictions about 
evolutionary diversity of SARSr-CoV. We will analyze RdRp and S protein sequences to test their capacity for 
spillover to people in Aim 3.  

Aim 2: Community- and clinic-based surveillance to capture SARSr-CoV spillover, routes of exposure 
and potential public health consequences. We will conduct focused, targeted human surveys and sampling 
to identify key risk factors for SARSr-CoV spillover and evidence of illness. To maximize our opportunity of 
capturing human exposure to bat CoVs, we will conduct community-based surveillance in regions with high 
SARSr-CoV prevalence and diversity, and individuals having contact with bats. We will assess bat-CoV 
seropositive status against a small number of questions about human-wildlife contact and exposure. We will 
conduct clinic-based syndromic surveillance close to these sites to identify patients presenting with influenza-
like illness and severe acute respiratory illness, assess their exposure to bats via a questionnaire, and test 
samples for PCR- and serological evidence of SARSr-CoV infection. We will conduct follow-up sampling to 
capture patients who had not yet seroconverted at the time of clinic visit.  

Aim 3: In vitro and in vivo characterization of SARSr-CoV spillover risk, coupled with spatial and 
phylogenetic analyses to identify the regions and viruses of public health concern. We will characterize 
the propensity of novel SARSr-CoVs to infect people in vitro using primary human airway epithelial cells and in 
vivo using the transgenic hACE2 mouse model. We will use mAb and vaccine treatments to test our hypothesis 
that SARSr-CoVs with 10-25% divergence in S protein sequences from SARS-CoV are likely able to infect 
human cells, and to evade mAb therapeutics and vaccines. We will then map the geographic distribution of 
their bat hosts and other ecological risk factors to identify the key ‘hotspots’ of risk for future spillover.  

Overall, our SARSr-CoV program serves as a model platform to integrate virologic, molecular and ecologic 
factors contributing to CoV emergence while informing high impact strategies to intervene and prevent future 
pandemics. This includes providing critical reagents, therapeutic interventions and recombinant viruses for 
future SARSr-CoV pandemic and public health preparedness. 

 



This scanning electron microscope image shows SARS-CoV-2 (yellow), 
the virus that causes COVID-19, isolated from a patient in the United 
States, emerging from the surface of cells (pink) cultured in the lab. 
Credit: NIAID-RML 
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Executive Summary
The National Institute of Allergy and Infectious Diseases (NIAID) at the United States (U.S.) National
Institutes of Health (NIH) is committed to safeguarding the health of Americans and people around the

work by scclertin research forts o prevent, diagnose, and rest COVID-19 and characterize the
causative agent of ths diease, severe acute respiratory syndromecoronavirs2(SARG-Cov-2). Ths
NIAIDStrategicPlanfor COVID-19 Research
buds on current ransNIAID efforts to
better understand SARS-CoV-2 pathogenesis,
transmission, and mechanisms of protective
immunity by expanding resources andnhs erroSass
biomedical toolsto moreeffectively combat jCouID:3910geveleivtethedevelopmentof fecad
tis diese andpandemic,Gan the effetive medialcountetmestucesthatdecvente
urgencyofthe public health response, RE nyAST ee eve
Studies that inform effortstocomo vrus mrt
spread and mitigate morbidity and mortality, including therapeutic and vaccine development, are the

priority. In addition, it is essential to develop rapid, accurate, point-of-care diagnostics—a critical asset

to mitigatingthe spreadof COVID15.
The NIAIDStrategicPlanforCOVID-19 Research aligns with the priorities set by U.S. Government-wide

taskforces fo the developmentofmedicalcountermeasures. NIAIDactivelyparticipatesin COVID-19
task forces to identify opportunities, ensure open communication, encourage resource sharing, and
‘avoid duplication of effort. The plan is structured around four strategic research priorities:

1. Improve fundamental knowledge of SARS-CoV-2 and COVID-19, including studies to characterize
‘the virus and how it is transmitted and understand the natural history, epidemiology, host
munity, disease immumopathogeness, and the genetic, mmuncioge, and clic associations
with more severe disease outcomes, This includes accelerating the developmentofsmall and large
animal models that replicate human disease

2. Support the development of diagnostics and assay, including point-of-care molecular and
antigen-based diagnosticsfor identifying and isolating COVID-19 cases and serologicassaysto
better understand disease prevalence inthe population. Diagnostics aso will be essential for
evaluating the effectivenessofcandidate countermeasures.

3. Characterize andtesttherapeutics, including identifying and evaluating repurposed drugs and
novel broad-spectrum antral,virus targeted antibody-basd therapies (ncludin plasma-derived
intravenous immunoglobulin (IVIG) and monoclonal antibodies), and host-directed strategiesto
combat COVID-19.

3. Develop safe andeffectivevaccines against SARS-CoV-2, including support of cinica trial esting.
To accelerate research, NIAID will leverage current resources and global collaborations, including.
existing research programs and clinical rials networks. NIAID research responstoCOVID-19 will uid
on experience with diseases caused by other zoonotic coronaviruses (Cov), mcuding severe acute
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respiratory syndrome (SARS) and Middle Eat respiratory syndrome (MERS). NIAID will pursue public-
private partnershipsto faciitate the translationof research outcomes into life-saving public health
interventions. Working with pharmaceutical companies, NIAID has already initiated Phase 1 clinical

trials for candidate COVID-19 vaccines and therapeutics. Aconcerted effort will be madi to include
minority populations, as well a at-risk and vulnerable populations, in al aspects of NIAID-sponsored
research to address health disparities between diverse groups. Characterization of the fundamental
virologyofSARS-CoV-2 and the immunological response to infection will inform future studies and
facilitate the development of effective medical countermeasures. With collaboration from a agencies
within the U.S. government and other key U.S. and global partners, NIAID will rapidly disseminate these
results 0that the information canbetranslated into clinical practice and public health interventions to
‘combat the pandemic. As such, NIAID has already implemented open sharingofscientific data through
publicly available websites and will continue to promote the prompt disclosure of SARS-CoV.-2 and
'COVID-19 research databythe scientific community.

Research Plan
Priority 1: Improve fundamental knowledge of SARS-CoV-2 and COVID-19
Developing effective medicalandpublic health countermeasures againstanewly emergent virus like
‘SARS-CoVwillrequire abetter understandingofthe complexmolecularand immune mechanisms
underlying infectionanddisease. Studiesthatdelineate thevial fecycleand host immune responses to
infection can lead totheidentificationofnoveltargetsfo interventionagainstSARS-CoV-2 infection and.
COVID-19. Earlystudiessuggestthat the clinical manifestationsofCOVID-19can vary significantly, and
diseaseseveritycanrangefrom mild to critical. Thus, adetailedunderstanding oftheclinicalcourse of
disease, os wella the cinica, virologic, immunological, andgeneticpredictorsofdisease severity, are
needed. Gapsalsoexis in our understanding of the dynamicsofdisease transmission in different
populations over time, including the roleofpediatricandelderly populations inviralspread,and the
potentialseasonalityofvial circulation.

Objective 1.1: Characterize fundamental SARS-CoV-2 virology and immunological host response
toinfection
«Supportthe development and distribution of reagents and viral isolates to researchers. NIAID will

continue to support both intramural and extramural researchersbydeveloping reagents and assays
for virus characterization and immunological analyses. NIAID will continuetoaccelerate SARS-CoV-2
research by sourcing viral isolates and clinical specimens for the research community and placing
them in repositories to help advance research and countermeasure development. In addition, NIAID
will placeothercritical
reagents needed for assay
development (e.g.,
pseudovirons and antigens) in
publiclyavailable repositories ~Qpjective 1.1:Characterize fundamentalSARS-CoV-2 virology

fordistribution. ‘andimmunologicalhostresponsetoinfection
Objective 1.2: Evaluatediseasedynamicsthrough naturalhistory,+ Characterizevirusbiology transmission,andsurveillancestudies

and immunological responses Gbjectve 1.3: Develop animal modelsthat recapitulate human
to disease. A comprehensive _gisease.
understandingof the _—
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biological processes involved in SARS-CoV-2 infection and the pathogenesis of COVID-19 are 
paramount to developing new medical countermeasures to fight the spread of disease. Building on 
prior research related to MERS and SARS coronaviruses, early studies confirmed several critical 
features of SARS-CoV-2 infection, including the primary host receptor, angiotensin converting 
enzyme 2 (ACE-2), and the structure of the virus receptor-binding domain. Studies that delineate the 
viral lifecycle and host immune responses to infection can lead to the identification of novel targets 
for intervention against SARS-CoV-2 infection and COVID-19. Understanding the function of essential 
viral proteins will be necessary for improving diagnostic and immunological assays, in vitro and in 
vivo models, and other resources needed to advance safe and effective medical countermeasure 
development. In addition, evaluating the dynamics of host-pathogen interactions at the molecular 
and cellular levels will be critical to advancing our understanding of viral pathogenesis and immune 
responses that contribute to SARS-CoV-2 infection. 

x Determine viral evolution and molecular epidemiology. With a newly emergent virus like SARS-
CoV-2, studies to characterize genetic diversity, including those that assess the potential for the 
virus to evolve and escape host immunity, are pivotal for understanding disease progression and 
transmission dynamics and may have implications for countermeasure development. Viral genomic 
analysis matched with patient clinical data will be important to identify biomarkers of virulence and 
establish paradigms of sequence diversity. In addition, evaluating viral sequence associations with 
disease outcomes, immune status, and viral replication will provide crucial data to accelerate the 
development of effective medical countermeasures. 

x Develop low-containment assays to study virus neutralization. Studies using non-infectious 
pseudovirions can be conducted in labs without BSL-3 capacity, making them an important tool to 
enhance understanding of SARS-CoV-2 infection. This capability would enable researchers without 
high-containment infrastructure to study the dynamics of virus neutralization in vitro. 

x Research into optimal public health prevention and mitigation modalities.  Clinical trials including 
family members of a COVID-19 positive individual can be devised to evaluate transmission, 
prevention, and other mitigation measures within the household.  

Objective 1.2: Evaluate disease dynamics through natural history, transmission, and surveillance 
studies 
x Characterize disease incidence through surveillance studies. Clinical manifestations of COVID-19 

can vary greatly, ranging from asymptomatic or mildly symptomatic to the development of 
pneumonia, acute respiratory distress syndrome, and even death.1 The variation in clinical 
presentation of COVID-19, combined with the challenges in diagnostic capacity, have made accurate 
initial assessments of disease incidence a formidable challenge. However, rapid point-of-care and 
point-of-need molecular tests, which became available in March 2020, will enable hospitals and 
other healthcare facilities to make informed decisions regarding patient isolation and care. Studies 
that leverage existing high-throughput diagnostic capacity along with these rapid tests will advance 
our understanding of disease incidence across the nation and will be a critical component of 
strategies to implement effective medical countermeasures. Combining these studies with broad 
serosurveillance studies across existing surveillance networks, including blood bank studies, would 

1 Wu Z and McGoogan JM. JAMA 2020 Feb 24. Epub. PMID 32091533. 

3 



provide a more complete picture of the scope of disease and the dynamics of infection. Detailed 
knowledge of host genetics and the human responses to infection across the lifespan will not only 
provide insights into new approaches for diagnosis, treatment, and prevention, but also may 
elucidate why individuals respond to SARS-CoV-2 in different ways. Reports to date suggest that 
COVID-19 resolves in most cases,2 implying that the immune system can keep the infection from 
progressing to severe disease in many individuals. However, additional research is needed to better 
understand why some people progress to severe disease, which will lend critical insights to medical 
countermeasure development. 

x Assess the dynamics of disease transmission. Our current understanding of COVID-19 transmission 
is limited. While recent studies have suggested timeframes for virus survival in aerosols and on 
surfaces,3 the contributions of different routes of transmission and the dynamics of animal-to-
human and human-to-human transmission remain unclear. The diverse clinical presentations of 
COVID-19, including a high prevalence of asymptomatic cases, add further complexity to 
understanding transmission dynamics. Providing a clearer picture of the natural history of viral 
shedding is a priority, both in acute cases and in asymptomatic infection. Given the challenges of 
accurately diagnosing asymptomatic individuals because they do not present for treatment, 
determining the role they play in transmission would provide valuable insights. Elucidating the role 
of pediatric cases in the spread of SARS-CoV-2 is particularly important. Although pediatric COVID-19 
cases are generally asymptomatic or have less severe clinical manifestations than those of adults, 
the role that children play in spreading the virus is unknown. Additionally, studies to identify 
potential animal reservoirs and better understand transmission from animals to humans are a 
research priority, as these reservoirs may lead to future virus introductions and re-emergence of 
disease in humans. Virus transmission depends on a complex interplay of host, viral, and 
environmental factors that contribute to disease incidence and spread. Identifying the factors that 
maintain the disease transmission cycle is critical to developing effective medical countermeasures 
and public health interventions that will prevent future pandemics. 

x Determine disease progression through natural history studies. Delineating the natural history of 
COVID-19 will inform immunopathogenesis, viral tropisms and length of shedding, immune 
phenotypes, and both protective immunity and host susceptibility. Disease assessment using 
longitudinal cohort studies, including among high-risk populations such as healthcare workers and 
the elderly, are important to better understand disease pathogenesis and immune responses to 
infection. Biomarkers identified from these studies may provide valuable insights into predictors of 
disease severity. 

Objective 1.3: Develop animal models that recapitulate human disease 
x Develop small and large animal models that replicate SARS-CoV-2 pathogenesis. Developing 

animal models that recapitulate human disease is a vital early step toward understanding disease 
pathogenesis and testing the efficacy of medical countermeasures. Small animal models enable 
rapid, scalable analyses that are particularly valuable for screening countermeasure candidates for 
efficacy and addressing issues concerning vaccine-induced immune enhancement. Among the small 
animal models being tested, transgenic mice expressing the human ACE-2 receptor are a promising 
candidate. In parallel, development and characterization of large animal models, including non-
human primates (NHPs) that mimic human COVID-19, are a pivotal step to advance promising 

2 ibid. 
3 van Doremalen N et al. N Engl J Med 2020 Mar 17. Epub. PMID 32182409. 
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countermeasure candidates. Previous experience ith related coronavirus diseases such as MERS
and SARS suggests that replicating human disease, particulary its more severe manifestations, in an
animal model maybe challenging. Fundamental research assessing animal model: anging from
‘mice to NHPs is already underway. NIAID willcontinueto support the developmentof small and
large animal model candidates to better understand this emerging infection and investigate optimal
Wayso treat and prevent COVID-19. NIAID also will ensure that validated animal models are made
available tothe scientific community for evaluating priority countermeasures.

Priority 2: Support the development of diagnostics and assays

Availabilityofrapid, accurate FoodandDrugAdministration (FDA)-clearedor authorizeddiagnostics will
increasetesting copacity andar citclfo identifyingandrapily isolating cases, racking spreadofthe
virus, managing patient care,andsupporting clinical trials. Moleculartestsspecifically designed to
detectSARS-Cov-2 ANA incliical samples areabe to detect low evelofpathogen inclinical samples
‘andofferrobustspecificity in differentiatingSARS-CoV-2fromotherrelated viruses. Continuing to
improvethespeed andaccuracyofmolecular andantigen-based diagnostics and making them avaiable
at point-ofcare will beparamountto accelerating the ability tomitigatedisease spreadin the current
outbreakandany future outbreaks. The development of serologicassayswouldfurtherbolster
surveillance efforts, including the ability toidentifyindividuals who mayhaveresolvedprior infection

withSARS-CoV.

Objective 2.1: Accelerate the development and evaluation of diagnostic platforms
+ Supportthe development, characterization and availabilityof reagents fordiagnostic validation.

NIAID will upper this effort
through the development
and testing of reagents for
diagnostic validation that wil
be madeavaiablethrough Objective 2.1: Accelerate the developmentandevaluation of
NIAID-sponsored diagnostic platforms
repositories. Objective2.2:Developassaysto increaseunderstandingof

infection and disease incidence
ET —
new rapid diagnostics. NIAID will providefundingto support the development of new rapid
diagnostics, including molecular tests and novel antigen detection tests with improved sensitiv, if
deemed sible based on natural history studies.

+ Supportthe evaluationof promising diagnostic. I some cases, stakeholders that develop
potential diagnostic tests do not have the infrastructure needed torigorously validate those tests
against clinical amples. NIAID will supportthe testing of promising diagnostics an provida the
capacity for evaluatingthem ith lv virus samples usin our biocontainment laboratories.

Objective 2.2: Develop assays to increase understanding of infection and disease incidence
+ Develop and validate SARS-CoV-2 serological assays. Serological tests, which detect host antibodies

to infectious agents, do not detect the presence ofa pathogen directly butcan be used as a.
surrogate marker of infection. Developing more effective serologic tests would help provide
information on the extentof asymptomatic infections and cumulative disease incidence,for
‘example through serosurveillance studies. NIAID, with the Centers for Disease Control and
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Prevention and the FDA, isdevelopingtests that identify antibodies to SARS-CoV-2 proteins to
determine seroprevalence rates and potentially help distinguish antibody responses in individuals
receiving vaccines. NIAID will support the development and validation ofadditional serological
assays for serosurveillance studies and as tools fortestingthe efficacy of promising vaccine or
therapeutic candidates.

Priority 3: Characterize and test therapeutics
Currently, there are no FDA-approvedorlicensed therapeuticsspecific for coronaviruses. While
traditionaldevelopmentpathwaysfo therapeutics can take years, the urgencyofthe current outbreak
underscoresthe needfor rapiddevelopmentand testingofpromising therapeutics. Possible avenuesfor
developing therapeutics include the evaluation ofbroad-spectrum antiviral agents (antivirals) that have
shownpromiseforothercoronaviruses and theidentfication ofnovelmonoclonalantibodies (mAb). For
broad-spectrum antivirals, Phase 2/2b testingofthe RNA polymerase inhibitor developed by Gilead,
remdesivr, is already underway. Additionalstudies will be criticalto identify promising therapeutic
candidates and to advance them through clinicaltial testing. Tooptimize findings duringthepandemic,
multiple clinical trials will be conductedin parallel among various populations, including both inpatient
‘ondoutpatientstudies.

Objective 3.1: Identify promising candidates with activity against SARS-CoV-2
«Screen protease inhibitor and nucleotide analogue class agents and other small molecules with

documentedactivityagainst other coronaviruses SARS-CoV.-2. Screening drugsthat ae already
licensedbythe FDAfor other indications and might be efficacious against SARS-CoV-2 infection may
provide arouteto identifying a therapeutic for use in the current pandemic. Broad-spectrum
antivirals that are already FDA approved or in clinical developmentforother indications—including
those previously targeting SARS-CoV’ and MERS CoV—can be evaluated for their potential activity
against SARS-CoV-2 infections. Approved therapeuticsforother infectious diseases also are being.
evaluated as possible treatments for COVID-19. By leveraging theirexistingefficacy, safety, and
‘manufacturabilty data, he timetodevelopment and production can be reduced. NIAID also will
continue working with partners to screen compound libraries for potential activity against SARS-
CoV-2.For these studies,prioritywill be given to compounds based on in vitro screening data and
the existence of human

J [romsove btemns«Identifyviral targets for Objective 3.1: Identifypromisingcandidateswithactivityagainst.therapeuticdevelopment. gyn coy
Advances in structural biology Objctive3.2: Conducttreatmentstudies to advance high-prioritynology enable 7
researcherstomap keyvirsl
ea —_—
unprecedented level. The Structural Genomics Centers for Infectious Diseases (SGCID) apply state-
of-the-art, high-throughput technologies and methodologies, including computational modeling, x-
ray crystallography, nuclear magnetic resonance imaging, and cryogenic lectron microscopy, to
experimentally characterizethe three dimensional atomic structure of proteins that play an
important biological role in human pathogens and infectious diseases. NIAID will continue to
support use of this powerful technology to identify viral targetsofSARS-CoV-2 for therapeutics or
vaccines.
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x Identify novel mAbs for use as therapy or prophylaxis. Data from early studies indicate that well-
characterized convalescent plasma may provide a treatment benefit in COVID-19.4 Therefore, IVIG 
derived from convalescent plasma may also hold promise for treatment. Moreover, peripheral blood 
mononuclear cells and plasma are being used to identify novel neutralizing antibodies. Through 
collaborations with structural biologists, binding properties can be quickly assessed. Paired with 
assessment of neutralization activity, the most promising mAbs will be identified for further 
characterization in animal models and human trials. 

Objective 3.2: Conduct treatment studies to advance high-priority therapeutic candidates 
x Characterize and evaluate host-directed strategies for treatment of disease. Experience with other 

coronaviruses indicates that infection of the respiratory tract is rapid and damage is primarily 
mediated by the host inflammatory response.5 These conditions may make it difficult to modify 
COVID-19 with pathogen-directed therapeutics. Instead, host-directed strategies that target the 
immune response may exert a beneficial therapeutic effect. Host-directed strategies, including 
immune-modulating agents, will be investigated as potential therapeutic candidates. 

x Conduct clinical trials to demonstrate safety and efficacy of lead therapeutic candidates. Many 
potential therapeutic candidates have been identified and are being tested in clinical trials. 
o In March 2020, NIAID launched a multicenter, adaptive, randomized controlled clinical trial to 

evaluate the safety and efficacy of the investigational antiviral drug remdesivir (GS-5734) for the 
treatment of COVID-19 in hospitalized adults with laboratory-confirmed SARS-CoV-2 infection 
and evidence of lung involvement. The trial builds on recent studies by NIAID scientists showing 
that remdesivir can improve the disease course in rhesus macaques when administered 
promptly after viral challenge with the MERS CoV.6 The trial is also adaptive, allowing for 
additional arms should other therapeutics warrant assessment for efficacy. 

o NIAID is finalizing the protocol for the Big Effect Trial (BET), in which putative therapeutics that 
have existing human data and are readily available will be tested in patients hospitalized with 
lower respiratory tract disease. Each potential intervention will be given to approximately 75 
patients and evaluated for mitigating disease symptoms. Candidate therapeutics that meet the 
criteria in this initial study will be further evaluated in larger clinical trials for which the 
infrastructure is already in place. 

o As mentioned above, identification of novel mAbs for therapy or prophylaxis is another strategic 
priority. These mAbs should be safe, highly effective, amenable to fast manufacturing, and easy 
to administer. They will be tested in clinical trials to develop immunotherapies for the 
prevention and early treatment of COVID-19, potentially in high-risk populations including 
healthcare workers. 

x Conduct outpatient studies for mild COVID-19 cases. In cases of mild COVID-19 that do not require 
hospitalization, outpatient studies could be extremely valuable for testing promising, orally 
administered FDA-approved drugs that have existing safety data. The antiviral activity of 
hydroxychloroquine and azithromycin against SARS-CoV-2 has been the focus of many early 

4 Roback JD and Guarner J. JAMA 2020 Mar 27. Epub. 32219429. 
5 Newton AH et al. Semin Immunopathol. 2016;38(4):471-82. PMID 26965109. 
6 de Wit E et al. Proc Natl Acad Sci USA 2020;117(12):6771-6. PMID 32054787. 
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therapeutic studies.7,8,9 Testing of these and other candidates, including protease inhibitors and 
other molecules, in outpatient studies may provide critical efficacy data and could identify an 
existing drug or drug combination that is safe and effective against COVID-19. 

x Conduct outpatient studies in high-risk populations. High-risk populations, including health care 
workers, the elderly or individuals with chronic conditions, are a critical target for the development 
of therapeutics. Conducting studies in patients with mild cases of COVID-19 among these high-risk 
groups would be of interest for identifying the benefits of early treatment strategies to mitigate the 
impact of infection. Therapeutic candidates that have once a day dosing could also be considered for 
pre-exposure prophylaxis (PrEP) in some of these populations. 

Priority 4: Develop safe and effective vaccines against SARS-CoV-2 
Developing a safe and effective SARS-CoV-2 vaccine is a priority for preventing future outbreaks of the 
virus. As vaccine candidates for MERS-CoV, SARS-CoV-1 and other coronaviruses have previously been 
developed, NIAID investigators and the scientific community are well poised to use similar approaches in 
the current pandemic. NIAID will leverage its broad intramural and extramural infrastructure to advance 
vaccine candidates through Phase 1 safety and dosing clinical trials, with considerations for Phase 2/2b 
clinical trials for the most promising candidates. 

Objective 4.1: Advance promising vaccine candidates through clinical trial testing 
x Conduct a Phase 1 clinical trial of (mRNA) platform candidate mRNA-1273. Given the urgency of 

the response effort to develop a safe and effective vaccine, NIAID is prioritizing promising vaccine 
candidates that can be rapidly produced and tested. NIAID, in collaboration with the biotechnology 
company Moderna, is conducting a Phase 1 clinical trial of a vaccine candidate that uses a 
messenger RNA (mRNA) vaccine platform expressing a NIAID-designed recombinant spike protein of 
SARS-CoV-2. The trial is being conducted at NIAID-funded clinical research sites, with the first 
enrolled individual receiving the vaccine on March 16, 2020.  

x Prepare for a pivotal Phase 2/2b clinical trial of candidate mRNA-1273. Preparing for the 
likelihood of a seasonal recurrence of SARS-CoV-2 is imperative to the public health response. 
Given the theoretical risk of vaccine-enhanced respiratory disease, large Phase 2 trials are unlikely to 
launch until this possibility is evaluated in animal models. Planning for those animal studies is 
underway, and, assuming favorable results, a Phase 2/2b study could be launched later in 2020. This 
represents a historically fast timeline for the development and testing of a vaccine candidate. 
Additionally, these studies will provide information on correlates of immunity that will help 
accelerate the advancement of other vaccine candidates. If the mRNA-1273 vaccine candidate 
shows protection against SARS-CoV-2 infection in a Phase 2/2b trial, NIAID will work with 
government partners to ensure that the vaccine is manufactured in sufficient quantities to allow 
prompt distribution to those at highest risk of acquiring disease. 

7 Gautret P et al. Int J Antimicrob Agents. 2020 Mar 20:105949. Epub. PMID 32205204. 
8 Molina JM et al. 2020 Med Mal Infect. 2020 Mar 30. pii:S0399-077X(20)30085-8. Epub. PMID 32240719. 
9 Chen Z et al. medRxiv 2020:2020.03.22.20040758. 
https://www.medrxiv.org/content/10.1101/2020.03.22.20040758v2 
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«Investigate additional
candidatesthrough NIAID
vaccine programs. Although
promisingcandidatesmay op ising vaceine cand

showefficacyin preclinical Re ous
St Objective 4.2: Advance vaccinedevelopmentthroughassay andtranslate into effective
vaccines in clinical trials. rlon: br
support multiple promising racteritotionanddevelopment___
preciinical candidates in the research and development pipeline. To that end, NIAID i advancing
‘multiple additional SARS-CoV-2 vaceine candidates through its Rocky Mountain Laboratories (RML),
including approaches that have shown promise against coronaviruses that cause SARS and MERS.
Building on previous research to develop a MERS-CoV vaccine, scientists at RML are collsborating
with Oxford University investigators to develop a SARS-CoV-2 vaccine that uses a chimpanzee
adenovirus vector. RML investigators also are partnering with the biopharmaceutical company
CureVac on an mRNA vaccine candidate and collaboratingwith the UniversityofWashington on a
universal coronavirus vaccine development. By leveraging its extensive expertise and research
infrastructure, NIAID will continueworking with partners and collaborators to advance promising
SARS-CoV-2 vaccine candidates.

+ Leverage existing vaccine approaches to target SARS-CoV-2. NIAID is pursuing multiple strategies to
develop a COVID-19 vaccine. Building on past research on emerging pathogens, especially MERS-CoV
and SARS-CoV-1 (the virus that causes SARS), NIAID is using previously developed vaccine platforms
to rapidly assess the potential of SARS-CoV.-2 vaccine candidates. This approach has already resulted
in several promising strategies that may be leveraged forSARS-CoV-2, including vaccination using.
recombinant sike protein, chimpanzee adenovirus vaccine vector, virus-like partcies, and lve
attenuated virus. In addition, NIAID is funding the development of novel vaccine candidates that will
be efficacious across he lifespan, including in the elderly.

Objective 4.2: Advance vaccine development through assay and reagent development
«Develop critical reagents tosupportvaccine development. Appropriate tools are needed to identify

the most promising vaccine candidates and advance the development of ead candidates as rapidly
2s possible. To accelerate the vaccine pipeline, NIAID is generating masterand workingSARS-CoV-2
Virus stocks and other reagents critica for developing SARS-CoV-2 immune assays, developing
quantitative tests for characterizing SARS-CoV2 assay material, developing a quantitative SARS-CoV
2speciic ELISA, developing virus-specific neutralization assays, and developing quantitative assays
for assessing SARS-CoV-2 ira load.

Objective 4.3: Advance vaccine development through adjuvant characterization and
development
+ Provide adjuvants tosupportvaccine development. Adjuvants ae vacine components that

improve vaccine efficacy by inducing long-lived protective immunity. Selectionof appropriate.
adjuvants s crucial for developing safe and effective vaccines. NIAID is working with multiple
collaboratorsto provideadjuvantsto the research community for use in SARS-CoV-2 vaccine
candidates. These adjuvants areat various stagesofdevelopment and include compounds that

5



specifically improve vaccine efficacy in elderly individuals or modulate host immunity toward 
protective responses while limiting or preventing harmful inflammatory responses. 

Conclusion 
The sudden emergence and rapid global spread of the novel coronavirus SARS-CoV-2 has created a 
daunting public health challenge. To address this challenge, NIAID is focusing its considerable expertise 
and emerging infectious disease resources to facilitate the development of medical countermeasures 
including diagnostics, therapeutics, and vaccines. The resulting discoveries will not only help mitigate 
the current pandemic, but also inform prevention, diagnosis, and treatment of future emerging 
infectious diseases. 

A comprehensive strategy requires a coordinated effort among governmental, academic, private, and 
community-based organizations. The NIAID Strategic Plan for COVID-19 Research defines the areas of 
COVID-19 research within the NIAID mission and outlines the institute’s research priorities and goals. 
This strategic plan builds on many other national efforts and represents a commitment from multiple 
U.S. government agencies to improve coordination of COVID-19 research and discovery efforts and the 
development of medical countermeasures. 
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