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�EYU�B��uT��YR�=Õb¶�B��S89Vf�\]be�U89¶�

B9�VFG}qp]z{VH³}qp]~2010 ANPRMY¡}q��j¹u¢£�¤

YÃÄ¾U�ÅB��U^G_{fGghTU�)}qU3	ÏU±²�!i/V.}

qU��=>?�B89¶�B(^Y�pqU�}�]��Y !Y¡�}uFGg

ÀB��V��}qp]4B{%	]~�B�B��UFGgÀT��=>?�B8

9¶�B(^Y¡�}ug:B��i2D�¼B��YZ�q¼�¹]~89=>?@

AY*µuzBMNO=>?��ÊËMNOTU�¹�¹Û G_{fGghB�B±

² �{U��B[�P	-
�FG�¼V%	\]z{Y�pqMy\]UzBMN

B¡P{i]^G_{|O��ÊËMNB¡P{i]��mU��=>?�B89¶
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�B(^m%	[x��]��B�=Õb=>?�=Õb¶�BFG�>Y�pqr

siFGMnV��\]J��-��]{�yEY]�\]U�uiPw[xVyv]

z{Yi]~ 

 

II. �E�E�E�E�������� 

zBMNOTU2005 SFTAYÃÄ¾U�uUFSMAÔÕÖ×�111(a)B��Y>�U$

¼\]~ 

2005 SFTATUFD&C�B�uiÔÕÖ×�416R21 U.S.C. 350eSV�µ]z{Y>�U

,�89Í:;9Í�49�RFD&C�SV���#}u~FD&C�BÔÕÖ×�416(b)

TU^G_U`ab�uTcdbeY>]fGghUkl_=>?89BFGYZ[\

]�B�B_�mMy�¹uCDEFGMnVop]z{Y>�U89V��}�]

���FG\]z{m�}qip>½Y\]Pw[xVyv]z{VFDAY��}u~

FD&C�BÔÕÖ×�416(c)TUFDAmR1S�)��Ö×�UR2SR>U� =>?

�B�B3.¡�UR3SbeBGoYÈ\]°�UR4SfGgh=>?��ghY 

�\�¾±²Uij?YR5S�0ÊËYÈ}q !{��\]MnVMy}iµ¹Ï

ijip{b�}qp]~FD&C�BÔÕÖ×�416(c)4UMNYTU�=Õb�FG

�¹u��U�#be��B�FG�¹]89V��\]���m�]89¶�B�

9B3�¤{U`ab�uTcdbeR��Õb�uT�=Õb¶�S�FG�¹u�

�U�#be���YU�uT�B�FG�¹]89V��\]���m�]89¶

�B�9B3�¤V�\]z{Vb�}qp]~FSMABÔÕÖ×�111(a)TUz¹

jBCDEFGMNV$�\]z{VFDAY��}u~ 

�jYU2005 SFTATUFD&C�Y�}pÔÕÖ×�402(i)R21 U.S.C. 342(i)SV�µU

ÔÕÖ×�416YÃÄpq$��¹uMNY �}qpip��B·�^G_U`ab

4}ÅTcdbeY>]fGghUkl_�uT89BFGYZ[\]�B�B_�Y
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>�qFG�¹]U�uTFG\]uvY|��¹]89T��}qp]{}U

FD&C�B�ÔÕÖ×�301(hh)R21 U.S.C. 331(hh)STU^G_U`ab4}ÅTcd

beY>]fGghUkl_�uT89BFGYZ[\]�B�B_�mÔÕÖ×�

416YÃÄpq$��¹uMNÎB �V�]z{V�#]~�uU2005 SFTATUFD&C

�BÔÕÖ×�703R21 U.S.C. 373S4�#}qÔÕÖ×�703(b)V��}U^G_U`

ab4}ÅTcdbeY>]fGghUkl_�uTÔÕÖ×�416B¡P{i]�B

�B_�TUFDAm�y}u���uTZg�BPcm�¹ÏU�B���uTZg�

Y¡}U��i��YUÔÕÖ×�416YÃÄpq$��¹uMNY>�3Êm*À�

µj¹]\�qB�0V(�}U¢��\]z{V��}iµ¹Ïijip{My}q

p]~ 

zBMNOY¡\]FDAB��TUFD&C�B402(a)(1)U(a)(3)U(a)(4)U=>?701(a)

R21 U.S.C. 371(a)SB0ÔÕÖ×�ºj4�j¹]~FD&C�BÔÕÖ×�402(a)(1)TU

�B��{}qU89V4ZY¡}q!�i4B{\]���B�]!��uT!�i

��>4V89mf�U�uTWX��U�B89T��}qp]{My}qp]~

FD&C�BÔÕÖ×�402(a)(3)TU89Bs��uT�B��mU,�iU��Í-�

}u>4ºji]��U�uT�B�B%�8oY �ip��U�B89T��}

qp]{My}qp]~FD&C�BÔÕÖ×�402(a)(4)TU,�i4BY
��¹]�

��m�]>½iU�uT4ZY¡}q!�i4B{\]���B�]>½i8CDE

i��·���UR>�uT3Ê�¹qpu��U�B89T��}qp]{My}

qp]~FD&C�BÔÕÖ×�701(a)YÃÄ¾UFDATUFD&C�B)!Ei�¼Buv

YMNV$�\]��V(	j¹qp]~MNOYTUFGgÀ	B89BR/B>½

i
��ºj���q4U,�U��Í-�U�uT�B�B%�8oY �iÅi]U

�]pT4ZY¡}q!�{i]z{Y>]S��V�*\]uvY6PiPw[x

mW�¹]~z½}uPw[xY>�UFD&C�B�¼m)!E{i]~ 
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III. MNOMNOMNOMNOB�bB�bB�bB�b 

FDATÒ89=>?@ABCDEFGÓ{�\]�}p21 CFR2�¤1U��2�¤

OB�yV|O}qp]~MNO�TU89V��}�]���FG\]z{m�}

qip>½Y\]uvU89BFGYZ[\]^G_Ù ab�uTcdbeY>]f

Ggh=>?kl_mop]�¾CDEFGMnVb�\]~ 

A.  on(R|O§ 1.900S 

|O�¹]§ 1.900�TU��2�¤OBPw[xB¡PhV�½~|OB§ 1.900(a)

�TU|OB§ 1.904Yy*�¹]U¡P�B[gRÐÑ�ÔÕÖ×�III.C���]>½

YzBMNB¡P{ijiphSVY¾U��2�¤OBPw[xTU89m��.�

Y|��¹]�uT(]º/½ºYºº�j¸U89BFGgÀYZ[\]^G_Uk

l_=>?fGghY o�¹]{My\]~|OB§ 1.900(b)TU^G_Ukl_�

uTfGghmR1S��V>�}q´B�Î�G�¹]89U�uTR2S�¦F§\

]uvYF(�¹U����24�.4�¹ip89BFGgÀYZ[\]��YTU

��2�¤OBPw[xm o�¹ip{My\]~ 

1. 89BFGYZ[\]�B�B_� 

FD&C�BÔÕÖ×�416(b)TUz½}uMN�89BFGYZ[\]Ò�B�B

_�ÓV�½�¾��]{b�Y��qp]~FDA�TU^G_Ukl_�uTfGg

h¶��U�Y/B>½i��m89BFGYZ[\]Ò�B�B_�Ó{i��]ºU

�uU89BFGYZ[\]Ò�B�B_�ÓY*µuPw[xV|O\]z{mU8

9V��}�]���FG\]z{m�}qip>½Y\]J�6PºU%�}u~

�B%�B��{}qUzBMNOB0MyV�B>½i_�Y o\]z{Y>�q

�4EYCDE89FGMnBGom��¹]���m�]z{V�\>½i±²Y

�pqU2010 ANPRMY¡\]¢£�¤B��
�m¼�¹u~z¹jB¢£�¤=>
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?�B�BFGg:YÈ}q(���i±²B��
�V¼pÛ G_UfGgh=>

?kl_Y�pqFDAm|O}qp]y*V%�}u�U89FGY=µ]��m89

BCD''Y��\]{�(�¹U�BuvYÐMNBPw[xB¡P{\]�¾U8

9BFGYZ[\]Ò�B�B_�ÓTpip{U�yEY]��µu~Z�qU^G

_Ukl_=>?fGgh¶�B_�VMNOB¡P{\]z{V|O}qpip~

FDA TUFD&C�BÔÕÖ×�416(b)mMy\]��B·��B�B_�VzBMNO

B¡P{\�¾º/½ºY�pqU¢£�¤Vwvqp]~¢£�¤�TU89FGY

=µ]�BhB�E��V�y}U�B_m^G_UfGgh�uTkl_By*Y

0�}ip�V�b}U�BhB¼�m89BCD''Y/B>½Y��}�]ºY�

pq��U�BhY o\�¾M°JBMyB�¿Y�pq��]�¾��]~ 

2. �$�a 

FDATUMNOB0MyV�4J�$B�aY o��{\�¾��]{�yEY]

��µqp]~FD&C�BÔÕÖ×�416(a)(2)B��iÑ��TUÒFGÓV`ab�

uTcdbeY>].�Y=µ]�j�]a¾Vy*}qp]~FD&C�BÔÕÖ×�

416(b)TU^G_U`ab�uTcdbeY>]fGghUkl_=>?89BÒFGÓ

YZ[\]�B�B_�YU89V��}�]���FG\]z{m�}qip>½

Y\]uvYTHmMy\]CDEFGMnBGoV*À�µ]MNV�µ]z{VU

FDAY��}qp]~ÔÕÖ×�416YTU��.�Y�y\]�mW�¹qpip~

FDATU0MyV�4J�$B�aY o��{\�¾º/½ºU¢£�¤Vwv]~ 

3. ���B�a 

zBMNOTU����2�uT�.�¹]89VFG\]^G_UfGgh=>?

kl_Y*µuCDEFGMnVyvqp]~}º}U��YTU��Y(�}q��

$�FG�¹q4U�����2�uT�.�¹ip89m�]~3	ÏU��B8

9TU��ºj��V>�}q´B�Î�G�¹]R3J£8Ö¢ºj��V>�}q
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#�2ÎfÏ¹]89S~�jYU89m��ÎF(�¹U����B��ÎFG�¹U

��B.���2�uT�.�¹¸Y´B�ÎF§�¹]z{m�]~ 

FDA�TUFD&C�BÔÕÖ×�416T����24�.4�¹ip89BFGY 

o\]z{m�#�¹qpip{U�yEY]��µu~Z�qU|OB§ 1.900(b)TU

^G_Ukl_=>?fGghmR1S��V>�}q´B�Î�G�¹]89U�u

TR2S�¦F§\]uvYF(�¹U����24�.4�¹ip89BFGgÀY

Z[\]��YTU��2�¤OBPw[xm o�¹ip{My\]~ 

u�}U|Om o�¹]BTÙ ab�uTcdbe���Î+�FG�¹]89

BFGgÀ{i]~�»UzB|OBPw[xTU21EYT���B.�*µ��]

º4}¹ipmÙ ab�uTcdbe���Î+�FG�¹ip89BFGYT o

�¹ip~3	ÏUzBMNOBPw[xTU`ab�uTcdbeY>]��ÎB+

�§^VWXFGgÀV���¼½^G_=>?fGghY o�¹]z{Yi]

R3J£8Ö¢ºj¤	¬Õ�§^�¹U�B¤	¬Õ���Y(�}U��$��j

YFG�¹]89S~}º}UzBMNOBPw[xTU`ab�uTcdbeY>�

��Î+�§^�¹]89VY¾U21EYT��*µB89Y�pqFGgÀV��

�¼½^G_=>?fGghYT o�¹ipR3J	�$�§^UfGUkµl�m

¼�¹]mU21EYT��Î/F�¹]89S~�jY3V��]{UzBMNOB

Pw[xTU89m����2�uT�.�¹]��U�8�Y>]���J¢���

�U�uT8/�>FGo¢����89V��Y§^}U���¢���V�B��

`ab�uTcdbeY�}q��B.��FG\]��V\]F§ghi/U���

Yp]hY4 o�¹]z{Yi]~FDA�TUzBhm��B.�Y(]`ab�u

Tcdbe�89B§^V �\]z{ºjU�B¼�m��Y=µ]4B���u{

}q4UzBhmzBMNOYÃÄÅ^G_{�i\~�B^G_mzBMNOBPw

[xY �}ip��UFDATU�B^G_Y>�q��Y§^�¹u89m]^{}
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q��}qp]���m�]z{ºjU�B(^89T��ÎB(��c�Y(��

�B¡P{i]{��\]~ 

4. 89FGY o�¹]�B�BPw[x 

|OB§ 1.900TU��2�¤OBPw[xmU89FGY o�¹]FDAB�B�B

Pw[xY�	q o�¹]z{4My\]~3	ÏUFDAm�µuMN�TU2�¤

225R21 CFR part 225SY=pq;o@AB1¼ #��MnRCGMPSY�pq��U

z¹YW�¹]ÔÕÖ×�225.65BMyÒ>L{���Y��ÓTU@Am;9Y
�

�¹][\V�µ]uvU;o@AB�.Yopj¹]>LBÕ3�)�+Y*µuP

w[xV��qp]~��YUFDATU2�¤589R21 CFR part 589SY=pq@A�

uT��Gom�*�¹qp]>�V�½MNV�µq=�Uz¹YT§ 589.2000Òa

,a>Y=pq�*�¹]a>���2Õ4Ó=>?§ 589.2001Ò"��'�#R�"

$SB��V��uv@A�uT���*�¹]�"�#�AÓBMymW�¹Ua,

a>B�{a>B@A�uT�B�¹�¹���V��uvU�yB@A
-B�.Y

Go�¹]>LYÈ\]��}u�YBPw[x{�o>LBPw[xm��¹qp

]~ 

B.  o�R|O§ 1.902) 

FD&C�BÔÕÖ×�402(i)R21 U.S.C. 342(i)SYÃÄ¾U89m2005 SFTABÔÕÖ

×�416YÃÄpq$��¹uMNY �}ip��·�U^G_U`ab4}ÅTc

dbeY>]fGghUkl_�uT89BFGYZ[\]�B�B_�YFG�¹]U

�uTFGY|��¹]��U�B89T��}qp]{�i�¹iµ¹Ïijip~ 

|OB§ 1.902(a)TU��2�¤OY �}ip��·�U89BFGYZ[\]^G

_U`ab4}ÅTcdbeY>]fGghU�uTkl_Y89mFG�¹uU�u

TFGY|��¹u{p½��UFD&C�BÔÕÖ×�402(i)B�	Bn($�89m

��}qp]º/½º��\]�YU��2�¤OBÃ#=>?y*m o�¹]z
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{VMy\]~ 

FD&C�BÔÕÖ×�301(hh)YÃÄ¾U¶·B¼�=>?�B�	T�#j¹]~\

i��U^G_U`ab�uTcdbeY>]fGghUkl_�uT89BFGYZ

[\]�B�B_�mÔÕÖ×�416YÃÄpqTHmyv]CDEFGMnY �}

ipz{��]~FD&C�BÔÕÖ×�416YÃÄpq�µj¹uMNY �}ipz

{T�*¼���]z{Vb�Y�	]uvU|O§ 1.902(b)�TU89FGgÀYZ

[\]^G_U`ab�uTcdbeY>]fGghU�uTkl_m��2�¤OB

Pw[xY �}ipz{TFD&C�BÔÕÖ×�301(hh)YÃÄÅT�*¼���]

{My\]~ 

C. y*R|O§ 1.904S 

|OB§ 1.904�TUÒ !ÓVU #_�CDMnY��qÐ#B�EV^\uvY

6P��]z{{y*\]~zBy*OTU�UBCGMPMNR21 CFR 110.3(b)ØÙS

Y=µ]zBo�By*{����]~FDA�TU89B��ÊËMNOBCGMPMy

B	�OYzBy*V3�}U�uU@AB��ÊËMNOBCGMPMyY=pq4U

�#y*V�}qp]~89BCDEil��pY,�8i�N=>?MnV�b\

]�YzB�m-Å o�¾]z{ºjUzB�VGo}qzBMNOYÈ,�B�]

Pw[xV��}U3	ÏUFG>LTÒ !ÓYÕ3�)�+}�\p>½Y��}

iµ¹ÏijipUi/{\¹ÏUg:�Ë��¹U89V��}�]���FG\

]z{m�}qip>½Y\]J�)^EYi]{U�yEY]��µu~zBMNO

BMyB	YTFDA BCGMPMNBMy{¿0R�1ØÙS}U	gm89��$�u

T89FGgÀBp¸¹����¹]4B��¹U89Yºº�]CD	gB���¹

u�NVa�}qp]4Bm�]~]^{}qU�ÅB�gT\�YzBMNBMyO

Y �}qp]���m5p~ 
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�1.-- FDABCGMPMNBMyY¿0\]ÐMNOB0My 

0� �0������� 8�	�CGMP 
§ 1.904 
4��4�����0������

�����	���� !"�#$$

�%	�& 

21 CFR 110.3(b) 

4�$'(4�����0���

��(������	���� 

!"�#$)*	�&� 
§ 1.906(b) 3+,-.�(/�125679:;!

"��<(3+	�=>?@A(BCD

EF(G�'H�I�J!=K�4L5

M5�("�N'OP�QR�ST$5

�#$UV	���WX�YZ�1[

3+\]^_	�#$%-`��& 

21 CFR 110.40(a) 

	a��bc�\]�1[Kd

'(4��efghijRk	Nl

m$R(H�125no�1[pb

�<�!5�qr5;s(G�4�

�tuLq5�qr5;5N&� 
§ 1.906(c) 3+.�vwxiyzg{R5�qr

ST|�}�~�5��������

�"�=>�3+,-��KLq�YZ

�1[3+\]'(ST|�}�~�5

����	�vw���=>^_	

�12�lm(���1[\�	�#$

%-`��& 

21 CFR 110.80(b)(6) 

ST|�}�~�5�����

����"�=>(�������

� 5<�'(H�=>?���)

*����!���	�#$U�

��!t�R5�qr5;5N&� 

§ 1.906(d) 3+.�vwxiyzg{R5�qr

ST|�}�~�5��������

�"�=>�3+,-��KLq�YZ

G�'3+\]������1[� �

��¡Lq�¢v£¡¤�(¤�!�¥

�vw¦	12�l]Lq�§¦vw

m(vw¨�\]G�'vw©ª\]

���#$%-`��& 

21 CFR 110.40(e) 

|�}������#$?!«

�=>�£¡Dt���KLq��

����1[¢v£¡¤�'(¤�

!�¥�vw¦	12�l]Lq

�§¦vwm(vw¨�\]G�'

vw©ª\]��5�qr5;5

N¬� 

§ 1.906(e) YZ�1[3+\]'(H�YZG�'

3+\]?®y¯G°�("�N'

Hq;?�±q���!"�=>?(3

+,-.�/�125679:;!"�

�<(@A(BCDEF(G�'H�I

�J!=K�4L5M5�(G�'OP

�QR�ST$5�125H�I�J!

67Lq�²�$5�#$UV	�k

³�!t�	�#$%-`��& 

21 CFR 110.35(e) 

efghij$´µ¶��·¸

¹\]!=>º»¼�"�<��1

[Kd'(=>º»¼67:;t

½	�c¾�1[��!t�	a«

!"�&� 

§ 1.908(a)(2) 3+,-?¿ÀÁgyO� ÂÃÄ�	
a��4ÅR�ÆÇLq�#$tÈ	

�ÉÊS�5ËÌÍÎ�Ï³Ð��#

$%-`��& 

21 CFR 110.10(d) 

	a��ÍÎ?�Ágy� ÂÃ

Ä	a��4Å	�#$tÈ	�

ÉÊ'(S�5ËÌÍÎ�Ñ¥�Ï

³Ð�5�qr5;5N&� 
§ 1.908(c)(1) Ò+Ó�1[ÔÕÓ�(ÒÖ×�1[Ò

ØÙRÚ,.�ÛÜ!ÝÞ�ß±q�N

5N=>Õ³à2$áâLq�YZã

äå?æç!èéêë	�åìNÇl

çK!«�12�	�#$%-`�

�& 

21 CFR 110.10(b) 

=>(=>º»¼�1[=>í\

o$îºº»R�ïMð'ÞÎ?ñ

-.(=>�67U����� 

5��!��0��4ÅR5�qr

5;5N&� 
 

21 CFR 110.10(b)(3) 
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4�5åìNÇl!��R�å

ìN�:�(ST|�}�1�67

U����� 5cÅ'´µ	

��¬� 
 

21 CFR 110.37(e) 

åìNÇl'4�:�æç!(4

Ð5vw�èéêëR5�qr5

;5N&� 

 

|OB§ 1.904�TÒ@AÓV_�¶�Ba>oB8>{y*}Uz¹YT	¬¤��

ªU�Uij?Y��A=>?
-VWX~zBy*TU@AYÈ\]��ÊËMNO

Y=µ]Ò@AÓBy*{����]~ 

|OB§ 1.904�TÒ�=ÕbÓV��Õ+�3�U�¬2�¤	¬ÕU��Õ�bU

�¬2�bU�>��ÕU����=��ÕU�>FGo¢���U4}ÅT�¬2�

��U�uT89VÏj^�FG}U89m�Bbe{+���\]>½i�B�Bb

e{y*\]~zBy*OTFD&C�BÔÕÖ×�416(a)(1)R21 U.S.C. 350e(a)(1)Sºj

+�%o�¹qp]~zBy*�TUÐMNOB¡P{i]`ab{cdbeB��Ô

¬¤U\i��UÒ�=ÕbÓ{UÐMNOB¡P{i]�B�B�¿BbeU\i�

�U¤��	�i/B�=Õb¶�{V�´}qp]~ÔÕÖ×�III.E���u>½YU

FGgÀ	B��ºjB89B�-i3.V��{\]uvU�=Õbmºº�]F

GgÀY o�¹]pÅ�ºB�EiPw[xV��\]z{V|O}u~ 

|O�¹uzBy*YTU89FGYGo�¹]>L4W�¹]mU�BË�TU`

ab�uTcdbeU3	Ï�>��Õi/Yl��µj¹U��¹qp]ºj��

]~FDATU�=ÕbVJ�|OB>½Yy*\]z{�U�=ÕbYÈ,\]ÐMN

B0MymU��Õ+�3�ºj�>��Õ��U��B�=ÕFG�89mfG�¹

]U\�qB���B�]FGgÀY o�¹]z{m��{i]{U�yEY]��
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BMy�TU��
��U��	
U���U'¤=(��A*U	
89i/VWX



28 

��� ����� ��	
����	���������	 

 

S"T�3U��89B34pÅ�º�\~ 

|OB§ 1.904�TUÒ^G_ÓVU`ab�uTcdY>�89B§^V �\]h

V�	\]{y*\]~zBy*TU�jYU^G_m��2�¤O �^G_Y��

j¹]\�qB�-Y�pqU�¹V��\]BmU89V3Ê}U�¹V^G_m�

�}ubeY>ËEY�a\]�µBhi/B�h���u{}q4U�V�½{M

y\]~3	ÏUVW>�.ghR^G_SmU���$= ¹uVW>�.����

¤	¬Õ�FG\]uvY3Ê���D�VW>B^V(��XfGghV��\]

z{�89B$GV �\]z{m�]~�.ghY�o�¹qpip3Ê��BZg

�mUVW>V¤	¬ÕY(��Xº4}¹ip~zBMNO�TU�.ghmU3	

Ï�QJBl��vi/V.}qU3Ê��BZg�mbeB���V�9�%?}U

ÔÕÖ×�III.E���]|O§ 1.908(b)(2)Y*À�µj¹]U89BFGY !iCD

''Y�]>½Y0	UÐMNOB�B�BPw[xm\�qOu�¹qp]{��\

]z{V��{\]�V�½z{Yi]~�QJBÈ�By�E��
�{��TU

�+E��#Eig:Mn��]{%	]~ 

zBy*�TU��2�¤OYy*�¹]fGgh�uTkl_B�-4^G_m^
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RRef. 17SY=µ]Ò��E!�89ÓRÒrs��¯"%¢�¤+�=89ÓSBo
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¹]�a{UzB��E���Bip�B�B�a{V�´\]z{�UzBMNOB

�yBPw[xB on(V>�#�Yy*\]z{��]~zBMNOBPw[xTU
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zBMNOY��]CDEFGMnV.}q¡��¾]U3��yBD¾u8oa>

BFGYÈ,\]89Brs�B��Y�pqTUH³}qpip~2010 ANPRMY¡

\]¢£�¤�TU�B>½i��T|��¹qpiº�u~�jYUFSISB���B

¡P{i]���B3�	gTUD¾u8oa>B��� m
��¹]z{Y>�q

4uj�¹]��B3�ÕV2$�Y�	]z{V�E{\]Pw[xB¡P��

]~Z�qUFDA�TUD¾u8oa>BFG	B��V��CDEFGMnT6P

ip{�yEY]��µU�B>½i89Vz¹jBPw[xB on(ºjY�\]

z{V|O}qp]~ 

FDA�T�YU���QsY��¹uS"T�3U��89U89o8�1�U=>
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?D¾u8oa>VzBMNOB on(ºjY�\�¾��]{p½�yE]�Y

È}qU¢£�¤Vwvqp]~ 

�jYUFGgÀBy*O�TUV�m¼½RACBFG�aVY�\]~FDATDB

VW>{p½o�VFD&C�BÔÕÖ×�201(r)Yy*�¹]4B{}qGo\]~z

Bo�B�	Y�pqTU89B��ÊËMNOR78 FR 3646 at 3678SY=pq��q

p]~ÐÔÕÖ×�	U©YzBMNOB�E�UÒV�ÓBo�TÒ	>B"=>

?Æ�Ua>R*W>VWXSB@*U�uTe»BuvB�YGo�¹]Us�{}

q��B>ËEi��Y�]��ÓV�	\]z{U�Bo�YTÒ89VR>�uT

3Ê\]��VU�B�aYopj¹]\�qB89m�BV��uT�#�!hB´

BV��"U@*�uT�2�¹]º/½ºYºº�j¸UWXÓz{V|O}u~

zBMNOB�E�UV�T	>B"=>?Æ�ij?Ya>B@*¶�V�a4¼

½������]~}º}UDBVW>BFG�aB�mUFGgÀBy*OºjY�

�¹]~ 

ÐÔÕÖ×�	U©YzBMNOY=µ]ÒV�ÓBo�By*TzB�B§ 

1.227(b)(3)Y=µ]V�By*{8i]{��u~§ 1.227(b)(3)Y=µ]V�By*TU

R>�uT3ÊB�aYopj¹]89m�BV��uT�#�!hB´BV��"

U@*�uT�2�¹u��Y89VR>�uT3Ê\]��B�Y o�¹]~§ 

1.227(b)(3)Y=µ]y*TUFD&C�BÔÕÖ×�415B�0Pw[xV��\]�E�

�y�¹u~}º}U¶·B2	+	����].�UzBMNO�*À�µj¹]U

V�Y>]FG	BRACB��V��CDEFGMnTU�#V��uT8i]�!

hB´BV��"U@*�uT�2�¹uRACBFGgÀV�BV�m¼�qp]º

/½ºV��¸U6Pip{�yEY]��µUZ�qUzBMNOB�E�ÒV�Ó

Bo�B8i]y*m6P{]��µu~ 

zBMNOY��]CDEFGMnV.}q¡��¾]UV�Y>]RACBFGYÈ
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,\]89Brs�B��Y�pqTUH³}qpip~2010 ANPRMY¡\]¢£�

¤�TU�B>½i��T|��¹qpiº�u~�EYTURACBFGV�½UV

�m¼½FGgÀYÈ}U8CDEi''�uT�¼R3J, !i"%¢�¤+�=U

, !i>L�	U,�-i>LBÕ3�)�+Sm8	�B�	{i�u3VH³}

qpip~�#V��uT8i]�!hB´BV��"U@*�uT�2�¹uRAC

BFGgÀV�BV�m¼�qp]º/½ºV��¸Uz¹m�qT�]z{Y��\

]~FDA�TUgÀBM�UFG�¹]	>B�¿R3J¤��	�Y(��	
}u

	>�uT��i/B�¾i^UD�VW>�uT��¾�i/B$�i^SU�UB

FG>LB�¿R3J��¤	Õ��3¤��	�U$�BV�B¤	¬Õ�uT��

�bS=>?�>B�E�R3J��B&���UV�B��uT��¤	�U ¹

u��B�SVWXUV�=>?�BFGgÀB���{UzBÔÕ��s�Y��

�}p�,B6�Pw[xV�y\]�YzB���m�\]��Y�pq��}q

p]~Z�qUzBMNO�*À�µj¹]CDEFGMnTUV�Y>]FG	Y

RACm��\]z{V��uvY6P�Tip{�yEY]��µU�B>½i89

Vz½}uPw[xB on(ºjY�\]z{V|O}qp]~ 

|OBY�TUV�m^G_UfGgh�uTkl_B��V^}qp]º/½ºV

��¸UV�B�aY o�¹]�y��]~FDA�TUV�ºj���BFGTU

V��Tip^G_�uTkl_m��\]U��}ufGghm¼½z{m�p{�

�}qp]~��YUV�m�+BfGghY>]FGV��\]R\i��U^G_

B��V^\Sz{m�]~��}ufGghY>]FGTUV�Y>]��{��U

T6 Y�?UGo\]beT��Yi�UFG>LT�+YV�ÔÕ��¶��Go

�¹]>L{��\]z{m�Åi]���m5p~�jYUT6 FGgÀTU��

B(^VAB}u�U(�����\]uvY��B����V�½z{m�]~fG

ghU^G_Ukl_B�B.�{,�TU�B>½iFGV !Y�¼\]J�,�
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8iP���]~VW>BFGY2D�¼V�/\]uvUg:�TU�Y��}uf

GghY3��¹]MnV��u1$2��V�y}qp]RRef. 20S~g:B>>Y

ÃÄ¾UzBMNOBPw[xTUV�ºjFG�¹]RACYÈ}qU�B>½ifG

ghY o\�¾��]{�yEY]��µu~ 

FDA�T�YUV�Y>]FG	BRACB��V��uvYzBMNO�*À�µ

j¹]CDEFGMnT6P�Tip{p½�yE]�YÈ}qU¢£�¤Vwvqp

]~�jYUTCSBDBVW9R3J4�}U��a>�¿STU"%¢�¤+�=B

Pw[xYzBMNOB on({\]�&m�]z{ºjUz½}u�9VÒFGg

ÀÓBy*YWX�¾ºU�u�B��T/B>½iPw[xm !ºY�pqU¢£

�¤Vwvqp]~ 

|OB§ 1.904�TUÒbeÓVU3	Ï`abi/B ���V�	uU�uTcd

bei/B��=JV�a\]7JFG�È�UFGgÀYopj¹]4BV�	\]

{y*\]~FDA�TU89BFGYopj¹]���B�]U�j�]�¿B`ab

=>?cdBFG�ÈVRW}U�B>½iFG�Èm\�qzBMNOBMyB¡P

{i]z{V��{\]uvU��ºiy*V|O}qp]~¤��	�T ���V

�	qpipmU¤	Õ��Y,]�¹q89BFGYopj¹]��YTU�B¤�

�	�mFG�ÈB��{}q��\]uvU¤��	�Vbe{�i\~��YUc

dbeT�Èb{,]�¹qp]��Ybe{�i\~zBy*Y=µ]beB3TR

�Ei4B�TiÅU2010 ANPRMY¡\]¢£�¤��y�¹uU89FGYopj

¹]7JFG�ÈB�¿V��ºY��\]4B��]~ 

D. be=>?FG>LR|O§ 1.906S 

|OB§ 1.906(a)�TUFGgÀYopj¹]be=>?FG>LB��U�B��Y

opj¹]�A=>?�B��m !i4B��]z{{UFG\]89mUFGgÀ

	YU/B>½i
��ºj���q4U,�U��Í-�U�uT�B�B%�8o
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Y �iÅi]U�]pT4ZY¡}q!�{i]z{V��uvU�BGo�EY�

#qÕ3�)�+m}�\pz{VPw\]~ 

2010 ANPRMY¡}q��j¹u¢£�¤�TUbe=>?FG>Lm�+YUCD

Ei�	U��=>?3�Bg:=>?�$hBÃ#VOu\>½Y	j¹qp]{�

¹qpu~3	ÏU�]¢£�¤TU¢����+BÃ#�TUGo�EB��·��

�8�V��\]z{{U� + U�¬���+U���8�+U�¬��+U�Å

¹=>?�m�mipz{mPw�¹]{��u~}º}U��m��ibe=>?F

G>LTUFG	B89
�B�	{i��]~3	ÏUbe�uTFG>LB89�

� B¢����+m�8�ipU�]pT3	Ï���8�+�uT�¬��+mD

#qp]>½i��U��E
�Y>�U�uT89V8oY �ip4B{\]z{

Y>�U�=ÕFG�¹qp]89V
�\]���m��U�Bbe�uTFG>L

V�BGo�EY �ip4B{\]z{Yi]~ 

��YU�-YÕ3�)�+�¾ipbe=>?FG>LTUFG	B89
�B�

	{i��]~3	ÏUFGB�YDB8��uT8��V(¹]uvYopj¹]�

���TU��m�B��3�B	Y!��D>i/B
�>4V3�\]���Y>

�U�}qFGB�Y�B���2�¾]VW>V(¹j¹]CD''Y\]z{m�

¾ipRRef. 21S~Z�qUDB8��uT8��V(¹qopu�Y�B���2�

¾]VW>V(¹]uvYop]����TU�BVW>B
��{i]���m��U

FDATU�B>½i��VUDB8��uT8��BFG�YVW>BFG\]uvY

�-YÕ3�)�+�¾]{�i�ip~ 

|OB§ 1.906(a)TU��B�%{2010 ANPRMY¡\]¢£�¤YÃÄ¾Ube=>

?FG>LB��YÈ}q89FGg:$����¹qp]2D�¼{��}qp]

{U�yEY]��µu~ 

|OB§ 1.906(b)�TUbe=>?FG>LY�pqUFG\]89mUFGgÀ	
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YU/B>½i
��ºj���q4U,�U��Í-�U�uT�B�B%�8oY

 �iÅi]U�]pT4ZY¡}q!�{i]z{V��>½iCD''Y��\]

z{VPw\]~CD''m���¹ipbe=>?FG>LT89B
�B�	U�

uTFG	B���Y>�q��=��m89Yl���¹]�	{i��]RRef. 

1S~3	ÏUFDA�TU>LmD/Bl��pBGo�YÕ3�)�+�¹iº�u

��UzB��m���Y>�q/RdP89��=��Sm�B>L�%Y��¹

]89Yl���¹]z{Y�im]���m�]uvU�=Õ89FGgÀYGo�

¹]>LU3	Ï��*����mU !iCD''Y���¹qp]{�i�ip~

|OB§ 1.906(b)TU���Y>�q��=��m^�Yl���¹]z{V�µ]

uvY^�g:�0Å�.Y���¹qp]»�{��\]z{Y��\]RRef. 22S~ 

��YUFDA�TU2�¬¤mU3	ÏU��B�m�<�<Yi�qp]i/U�

ËB¼¾#pqpip''Y��U89BR>V+�}q��BQs�m,�¹]�	

{i�U89m+�
��¹]���V5v]z{Yi��]��U !iCD''Y

���¹qp]{�i�ip~|OB§ 1.906(b)TU89�.Ô���$�Go�¹]

2�¬¤Ty�EYÕ3�)�+�¹q�YGo�¹]U�uT�-�¹]{��u

2010 ANPRMY¡\]¢£�¤B�bB.�U89FGg:$����¹qp]2�¬

¤B¢�¤+�=£���{4��\]z{Y��\]~ 

�jYU|OB§ 1.906(b)TU2�¤110Y=µ]FDABCGMPMNR21 CFR part 110S

R§ 110.40(a)=>?�1ØÙS�U89��B>L=>?oB #ÊËV*À�µ]U

89=>?@AB��ÊËMNOBCGMPMy{��}qp]~�BuvU|OB§ 

1.906(b)TU�#>½YCD��BPw[xV89FGbe=>?>LY o\]~�

B>½iPw[xT���89VDW\]uvYGo�¹]>L=>?oYz¹�

� o�¹q¾q=�U�uUz¹ºj4E¾F¾ o�¹]ºj��]~ 

|OB§ 1.906(c)�TUFG	Y"%¢�¤+�=V}iµ¹Ï!��D>B3�i#
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�V�	]���B�]89RrsV�3\]U�uT�D>Y>]��V��uvY

��¯"%¢�¤+�=V6P{\]�j�]89U3	ÏU8�U8��U*W9U

DB4�}U�"���Ë�¹qpip��¾�U�uT�"��^�SBFGgÀY

Go�¹]be=>?>LY�pqU�B>½i�D>B#�V�	ip"%��·Y

89V���¾]>½Y��UÊËU>�\]z{V*À�µ]~©Y��u>½YU

FDAT§ 1.904Y=pqUÒ!��D>ÓBo�YU_�CDJ7PiU89V����

]U89m,�i4B�
��¹qp]z{V�\U�uT�B�B%�89V��

\]���B�]�D>VWXz{V|O}qp]~ 

 !i"%��·Y89V���¾]>½Y��UÊËU�uT�B�B%�>��

¹qpipbe=>?FG>LBGoTUTCS89BFGYGo�¹]��U_�B�

�VE¾�z\z{m�¾]�D>B��=VJ���]]^{i�U�B>½i89

B��V4uj\���m�]~3	ÏU"%¢�¤+�=TU�"���Ë�¹q

pip��¾�	B+��RSES�U�B�BTCS89	B3��3�Í ��$¤�

"�U�= "	��U=>?�B�B$��i/UTCS89	B$��B#�V2$

�Y�	]uvYopj¹]RRef. 17SRRef.23SRRef. 24SRRef. 25SRRef. 26S~

zB�V%	}UFG	YTCS89m��\]z{V��uvU�yB"%¢�¤+

�=m6P��]{�yEY]��µ]~ 

�jYU !i"%��·Y89V���¾]>½Y��UÊËU�uT�B�B%

�>��¹qpipbe=>?FG>LBGoTU�D>Y>���}�\p89BF

GYGo�¹]��U89B��V3¾U�uU�B>½i89B��V4uj\�

��m�]~3	ÏUrs�V�3\]uvY�"���¹]89B	YTUS"�B

T�3Um���ip4Bm�]~z½}u�"��89TU$���ip���D>

B#�Y>]89B��V��uvYFG	T�T�&'\]6Pm�]~3	ÏU�

"���Ë}uÖ¤	�^�RzB|O�op]zBo�TUS"T�3U��^�V
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W�ipSTU���/���i/B�"��������¹ip���D>B#�

V¢�¤+�=\]uvU�.	B&'V6P{\]RRef. 27SRRef. 28S~zB�V

%	}U�D>Y>���}�\p89mFG	Y��\]z{V��uvU�yB

"%¢�¤+�=m6P��]{�yEY]��µ]~ 

FDA �TU8����B*W�9i/Urs�V�3\]uvY��¯"%¢�¤

+�=V6P{\]89Uij?Y"%ÊËm, !�{�D>Y>���}�\p8

9mU&'��Bipbe�U3	Ï��&��{�$�2¬Õi/U89V !i"

%��·Y��\]uvB�B�B%�B>�4iÅFG�¹qp]z{Y�pqU3

F}q²8Vkµ]U�uT�B�B%��j�¹qp]RRef. 5SRRef. 6SRRef. 7S

RRef. 8S~!��D>B#�V��uv"%¢�¤+�=V6P{\]89BFGY

Go�¹]&'��Bipbe�uT>Lm|OB§ 1.906(c)Y �\]{�i�¹]

BTU89V&�''Y��\]���i/B����Vl�(¹qp]ºU�]pTU

3	Ï��&��{�$�2¬Õi/U�B�B%�89V !i"%��·Y��\

]>�mi�¹qp]��Y�j¹]~ 

|OB§ 1.906(c)B�0TU2�¤110Y=µ]FDABCGMPMNR§ 110.80(b)(6)=>

?�1ØÙS�U�¹�¹BMNB¡P{i]U!��D>B3�i#�V�	]��

�B�]89VUMy�¹]gÀ	Y�B89B��V��"%Y3�z{V*À�

µ]U89=>?@AB��ÊËMNO{��}qp]~|OB§ 1.906(c)TU !i3

Ê"%BPw[xm89VDW\]��Y=pqz¹�� o�¹q¾q=�U�uU

z¹ºj4E¾F¾ o�¹]z{ºjUz½}uPw[xV89FGbe=>?>L

Y o\]~ 

|OB§ 1.906(d)�TUFG	Y"%¢�¤+�=V}iµ¹Ï!��D>B3�i

#�V�	]���B�]89BFGgÀYGo�¹]be�uTFG>LB0&�

�=>?��EY&'�¹]�"�'SYUS$�#�Y"%V�\>½Y�L�¹u
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��"%�U"%�y>L�uT"%�0>LV�	]z{V*À�µ]~zBPw[

xOTU^G_Ukl_�uTfGghmUgÀ	YS"V��¬Õ\]z{Y>�U

|OB§ 1.908(a)(3)(iii)RÔÕÖ×�III.E�%�SY*À�µj¹].�UFGgÀ	B

"%��VU�BgÀm|OB§ 1.908(a)(3)BPw[xVOu}UFG	Y89m�

�}ipz{V3t\]J� !��]>½Y\]z{V��{\]z{m�¾]�

�V|�\]~�jYUzBPw[xOTU^G_m89V(��X�YUfGghB

o�}u0&��=>?��EY&'�¹]�"�'S�uT��m|OB§ 

1.908(b)(4)RÔÕÖ×�III.E�%�SY*À�µj¹]>½Y^G_m|§}u±²Y

Z�q�&�¹qp]z{V�H�¾]��V|�\]~�uUzBPw[xOTUF

Grs%?V��\]��mU�B%?YÈ\]0�{�YUFGgÀm|OB§ 

1.908(a)(3)RÔÕÖ×�III.E�%�SV��	q���¹qp]º/½ºV��\]�

�4|�\]~ 

|OB§ 1.906(d)B�0TU2�¤110Y=µ]FDABCGMPMNR§ 110.40(e)=>?�

1ØÙS�U!��D>B#�V�	]z{m�¾]89B�'Í3ÊYopj¹]0

&��=>?��EY&'�¹]�"�'SYUS$�#�Y"%V�\>½Y�L�

¹u��"%�U"%�y>L�uT"%�0>LV�	]z{V*À�µ]U89=

>?@AB��ÊËMNO{��}qp]~�BuvU|OB§ 1.906(d)TU89FG

be=>?>LB89"%��>LY¡\]Pw[xV�µ]~�B>½iPw[xm

89VDW\]��Y=pqz¹�� o�¹q¾q=�U�uUz¹ºj4E¾F¾

 o�¹]ºj��]~ 

|OB§ 1.906(e)�TUbe=>?FG>Lm!�a>V���]U�uT�B�B%

�
��¹UFGgÀ	YU/B>½i
��ºj���q4U,�U��Í-�U�

uT�B�B%�8oY �iÅi]U�]pT4ZY¡}q!�{i]z{V��»

��be=>?FG>LV3Ê\]z{V*À�µ]~3Ê	Y!�a>V���]U
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�uT�B�B%�
��¹ube=>?FG>LTU89BFGYGo\]�Y�-

YÕ3�)�+�¾ip��UFG	Y89V
�\]���m�]~3	ÏUFDA�

TU893Ê�-Y�	¸"�%BÇ�V$D���]>½i»��3Ê�¹u¤	¬

ÕUcdbeU�uT¢���VU|OB§ 1.906(e)BPw[xVOu}qp]{�i�

ip~ 

|OB§ 1.906(e)BPw[xTUCDEFGMnVb�Y�}q=�UFDA�TUz¹

jBPw[xmU��}�]��·�89mFG�¹ipz{V3t\]uvY6P

��]U{�yEY]��µu~�jYUzBMyB�0TUÕ3�)�+Í����

B�a&>L�89�� B�]4B=>?oTU89�� V
�ºj3.\]�

�=>?»��3Ê\]z{V3�\]U2�¤110Y=µ]FDABCGMPMNR§ 

110.35(e)=>?�1ØÙS{��}qp]~ 

E. FGgÀR|O§ 1.908S 

1. �+EPw[x 

|OB§ 1.908(a)TUFGgÀY o�¹]�+EiMy=>?Pw[xV��\]~  

|OB§ 1.908(a)(1)�TU�Y´B�ymip��U|OB§ 1.908BPw[xmFG

gÀYZ[\]\�qB^G_UfGgh=>?kl_Y o�¹]{My\]~zB

MyV�	uBTU|OB§ 1.908BPw[xm�Y^G_Ukl_�uTfGghB�

Y o�¹]��VY¾UPw[xmz¹jB_\�qY o�¹]z{Vb�Y\]

uv��]~ 

|OB§ 1.908(a)(2)�TUFGgÀm��2�¤OBPw[xB\�qY �}q��

�¹]z{V3t\]�V!�i���Y���q]z{V*À�µ]~|OB§ 

1.908(a)(2)��#�¹]BTUFGgÀmz¹jBPw[xY �}UFG	B89B

��V��»�����¹]z{V3t\]uvU89FGgÀYZ[\]^G_U

kl_=>?fGghYU��YzBMNOYÃÄpqOu�iµ¹ÏijipPw[
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xV�y}U�_��=��b*ÀV����]z{��]~zBMyTU89B��U

��UR>�uT3ÊYÈ\]1�BCGMPMN�TÅFpq¾uMyR§ 110.10(d)=

>?�1ØÙS{U89=>?@Ae»B��ÊËOY=µ]Ð4EY�}pMyV�

1}q=�Uz¹TMNBPw[x{B �VÒ3t\]ÓR��BMNO�TÒ��

{\]ÓS�V!�i���Y���q]z{V*À�µqp]~ 

|OB§ 1.908(a)(3)�TU\�qBFGgÀVUFG}qp]89mFGgÀ	YU

/B>½i
��ºj���q4U,�U��Í-�U�uT�B�B%�8oY �

iÅi]U�]pT4ZY¡}q!�{i]z{V��uvY6Pi��=>?¢�¤

+�=B·�¼½z{V*À�µ]~ 

zBMyO�TUFGgÀ	Y$D}�]
��uT8CDEi��B]^{}q8
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42 

��� ����� ��	
����	���������	 

 

�B9�Y>]
�ºj@]uvY� �uT- i/B)^Ei¡�Vl]z{V

*À�µ]~FGgÀ	Y89V�#(^	BDB89=>?89¶�B9�Y>]
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}u¢£�¤YT��\]~z½}uMnT2010 ANPRMY¡\]¢£�¤Y��j¹
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III.D�|OB§ 1.906(c)B�%Y=pq��u~��ÊËMNOBp¸¹ºB¡P{i]
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	�T�½¾�uT�Y���Y}u�YÛ (�Y|��¹]{��qpu~u�}U

be�uTFG>Lm�yB89BFGY !iCD''Y�]z{V��{\]u

vB#�Y6Pi�E��V^G_m�y\]'�m�]~3	ÏU���¹ip�

�Y(¹uD�VW>B^G_TU(^V
�\]���B�]U��B^Y>]'�

Vl�Y¾U�Ë\]uvY&'¤��	�B�#Ei2����¬Ö
��{���

�m6P{��\]º4}¹ip~@AB^G_TU��Y;o@AVf���=Õb

V@ABFGYop]�Y�´i�*&��m6P{��\]º4}¹ip~ 
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^G_mfGghYU�&��VWvuFGgÀ	Y6Pi"%�Y�pqb�\]
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TU�yB���89B"%m/B�%��J�\]º°�\]>½Y����Õm�
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B§ 1.908(b)(1)BPw[xYÃÄpqU�B>½ibeB6PVb�\]z{4U��
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{�Û G_m89Y¡\]z½}u"%Pw[xV%	}UfGghY�¹Vb�Y
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=>?(b)(3)B o¡P{i]8TCS89Y�pqU�Ei"%Pw[xB�yV|
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�%U89V(��Xbe=>?¢���B !i�&Y���¹]z{m�]~&'
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V��{\]uvY6Pi��=¶J{i]���m�]~Z�qU|OB§ 1.908(b)(4)
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2010 ANPRMY�	q��j¹u¢£�¤YÃÄ¾Ug:B2D�¼YZ�qU^G

_Y>]&'be=>?¢���B�&B%tTUFGgÀY=pq�+EY¼�¹q
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OB§ 1.908(c)(1)�TUfChB�m89B
��Yijipz{V��{\]uvU

fC�mFG�¹qp]89Vl��½{�(�¹]��YT !i��p��V|

�\]z{V^G_�uTkl_Y*À�µ]~ 
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]My�TU89Y+���}q�ÅhmCDMnR§ 110.10(b)U(b)(3)=>?110.37(e)
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��{ijipz{V��{\]>½Y���¹u��p��V|�\]z{V0
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ÅTa>B��VE¾�z\�D>V#���]���B�]��V�]z{m�]~
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[\>T�B�B%���\]�	{i��]ºj��]~ 
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V3t\]uvYfGghml]�¾�EiKLV24>Å��qp]uvUz½}

uPw[xV�y\]J�2 ��]{�yEY]��µu{��u~ 

89BFGY|��¹u{¾Y !iCD''YipbeTFG	Y
��{i�
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�	]���B�]89BFGY��&'>L�¾Bbe�uTFG>LV|�\]

�YUfGghT|OB§ 1.908(b)(3)YZ�q^G_m�y}u>½Y��EY&'�

¹]0&��=>?�"�'SV�&}iµ¹Ïijip{Pw\]~ 

ÐÔÕÖ×�Y=µ]|OB§ 1.908(b)(3)B©B�%�U�&��VWvuFGgÀ

	Y6Pi"%��VfGghY�y\]z{V^G_Y*À�µ]z{T�BgÀ

m89Y !i"%��B��YÈ}q|OB§ 1.908(a)(3)V��YOu\uvY6P

��u{\]�yE]�Y�pq��u~̂ G_TU!�i�D>B#�Y>�q89

m��}ipz{V3t\]uvYFG�yB89B"%¢�¤+�=Pw[xV

�]J�2 i��Y�]z{ºjUz½}uPw[xV�y�¾]~Z�qU|OB

§ 1.908(b)(3)�TUz½}u"%��V� �fGghY�y\]�V^G_Y��

�]~ 

be�uTFG>Lm !Y�&�¹qpip{U(����Y�D>B#�V¢�

¤+�=\]uvY6Pi"%V�	]�/89B"%mJ���]]^{i��]~

Z�qU|OB§ 1.908(d)(3)�TUfGghY¡}U"%¢�¤+�=V}iµ¹Ï!

��D>B3�i#�V�	]���B�]89BFGY��&'>L�¾Bbe�
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uTFG>LV|�\]�YU|OB§ 1.908(b)(3)YZ�q^G_m�y}u>½Y�

�EY&'�¹]0&��=>?�"�'SV�&\]z{V*À�µ]~zBMyO

TU��EY&'�¹]0&��=>?�"�'SY>�q89B"%¢�¤+�=V

��\]be�uTFG>LB�Y o�¹]mU�BË�TU��Ei&'¶�B�

��89B"%¢�¤+�=V��\]be�uTFG>LU3	ÏU���=Õ��

Õ+�3�i/B��U(����Y89B"%¢�¤+�=V��{\]uvY�&

V6P{}ipºj��]~ 

2010 ANPRMY�	q��j¹u¢£�¤YÃÄ¾Ug:BfGghTUg:B2D

�¼YZpU��U"%¢�¤+�=�¹]89BFGY|�\]�yBbeV�&\

]{3��¹]~Z�qU|OB§ 1.908(d)(3)Y>�qfGghY��¹]Pw[xmU

89FGg:$�\�Y�+E��]z{¶JB�¾i�)VP\]{T%	j¹i

p~ 

|OB§ 1.908(d)(4)�TU89FGY�=ÕbV|�\]fGghYU�Bbe�F

G}u�3�B�>V�y\]±²V^G_Y|�\]z{V*À�µ]~z¹TU^

G_{fGghmFGgÀY©��UfGghm�3�NOB�>V�y\]±²V|

�\]z{U�uTU|��¹]�=Õbm�y�¹]FGgÀY !��]{3t\

]��myvj¹qp]��U3	Ï�QY>�qfGghm1�¿B�9BFG�o

B�=ÕbB�V|�\]��YTUfGghm�B>½i±²V|�\]6PTip

z{Y� ����¾]z{VY¾UFDAmË�\]1¼Bg:�¼{��\]~zB

MyY�pqTU|OB§ 1.908(d)(5)B�bB�Y��]~|OB§ 1.908(d)(4)�TUÑ

��}u��m|OB§ 1.912(b)B�0Pw[xB o¡P��]z{4yv]~ 

|OB§ 1.908(d)(5)�TU89FGY�=ÕbV|�\]fGghY¡}U�=Õb

B+�BÕ3�)�+Y�pq��u±²V^G_Y|�\]z{V*À�µ]~u�

}U|��¹]�=Õbm�y�¹]FGgÀY !��]z{V3t\]��m��
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�¹qp]��U3	ÏU�y�¹u����y�¹uÕ3�)�+��Vop]z{

YfGghm�Q���}qp]��U�uTU89V�=ÕbY(��X�Y^G_

m`&���beBÕ3�)�+V¼½��YTÛ G_{fGghmFGgÀY©�

�UfGghm�B>½i±²V|�\]6PTipz{Y� ����¾]U{}q

p]~|OB§ 1.908(d)(5)�TUÑ��}u��m|OB§ 1.912(b)B�0Pw[xB 

o¡P��]z{4yv]~ 

2010 ANPRMY¡\]¢£�¤�TU89=>?@AB�=ÕFGV�½FGgÀY

=pqÛ G_{fGghT�+YU�=Õbm|��¹]{¾Y�BgÀY }qp

]z{V��{\]uvU±²�\]{�¹qpu~��Y>�qTU�>V��

\]�	{i]U�uT�B�gE��Y ��V��\>½i%�`&B�>Y��

V(	]���B�]�4B4Bº/½º��\]uvÛ G_T�=Õb�FG�¹

u��B�>Y�pq�]6Pm�]º4}¹ip~�uU^G_TUopj¹uÕ3

�)�+��m`&�9BFGoY�=ÕbV#�\]J� !���uº/½º�

�\]uvU�=ÕbBÕ3�)�+m/B>½Y¼�¹uºY�pq4�]6Pm�

]º4}¹ip~ÐÔÕÖ×��|OB§ 1.908(b)(1)B�%Y=pq��}u.�U@

AB�=ÕFG�TU��Y;o@AVFG}u�=ÕbYU�y�¹u���Y��

m���¹qp]3tV�]6Pm^G_YT�]º4}¹ip~ 

&�B/�9¶�B89B�=ÕFG�D#]���B�]^G_{fGgh{B

��¢%
)«�Ö×�VP\]'��TU��Y/VFG}ubem���V.}

q/�9¶�B89Y��=��Vl����ipz{V3t\]6Pm�]~ÐÔÕ

Ö×�Y=µ]|OB§ 1.908(a)(3)(ii)B�%���u>½YU�=ÕfGghm/VF

G\]uvYbeVG�qp]º/½ºY>�qÛ G_T�=Õbm`&�9BFG

Y }qp]º/½ºV�H\]uvY8i]��Vop]z{m�¾]~3	ÏUf

Gghm3��9U3	Ï^�BFG�oBbeB�V|�\]��Û �B^G_TU
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�B�9VbeY(��X�Y�=ÕbB��B�>m���uBºU�]6PTip~

}º}U�BfGghm2�U�#^G_Y|��¹]�=Õb�/VFG}u��U

�B�=ÕbY'�qp]º4}¹ip/B'�m�=ÕbB�B�B�>V
�\

]���m�]~^G_TUfGghºjU/mFG�¹uz{V�]6Pm�]º4

}¹ip}U�uU�B��Õ+�+�Y¼�u+�BÕ3�)�+��Y�pq±²

V6P{\]º4}¹ip~ 

��YTU�=ÕfGgh{^G_T�+YU��B�>{Õ3�)�+YÈ}U.

�T�QJBl��vV.}q0�Ykµ(¹j¹]��V��}U�=Õbm|��

¹]FGgÀY }qp]z{V3t}qp]~�B>½il��vTU�yB�9B

FGB2DMnVyvuU�=ÕFGY*µug:B��YÃÄpqp]z{m�]

RRef. 22SRRef. 29S~z½}u��TU�yB�9BFGY�obeBGomwv]U

�]pTU�obeBGom6P�ip��Y��B�>{}q����i4BV�y

\]z{m�]~z½}u���TUÃ#VOu\U�=ÕbBÕ3�)�+��V�

½z{4�]~ 

^G_{fGghm�+YU��BFGgÀY©��U0�Ykµ(¹j¹]�=Õ

FGB��V��}qp]�»�U�B>½i��m���¹¸UFG	Y89m�

�}ipz{V3t\]J��=ÕbB''m !��]{�t\]uvYU�=Õb

m|��¹]���^G_mfGghºj�=ÕbB��B�>{Õ3�)�+YÈ

\]±²V�iµ¹Ïijip[34�]º4}¹ip~ 

�B>½i'�Y¡�\]uvUCDE89FGMN�TÛ G_Y|�\]�=Õ

bY�pqU��B�>V�y}UÕ3�)�+��V�b\]±²V^G_Y|�\

]z{VfGghY*À�µ]�¾��]{�yEY]�\]~�uU�UB�¼{�

�}u���V4u�]uvUzBMNO�TU�=Õbm�y�¹]FGgÀY !

��]{3t\]6Pmip��TzB±²B���uT\�qB�Vi}�\�
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�]z{Y^G_{fGghm� �0�Y���¾]>½Y\]�¾��]{4U�

yEY]�\]~ 

3	ÏÛ �B^G_{fGghTUfGghm^�FG�oB�=ÕbB�V|�

\]z{Y��}qp]��T�=ÕbB��B�>Y�pq^G_Y±²V|�\

]6Pmipz{Y� �0�Y���¾]~��YÛ G_m !{�i\�=Õb

BÕ3�)�+��Vop]z{YfGghm�QY>�q��\]��Ue�[hTU

|OB§ 1.908(d)(5)YÃÄ¾UbeBÕ3�)�+Y�pq^G_Y±²V|�\]6

Pmipz{Y� ���\]z{m�¾]~ 

|OB§ 1.908(d)(4)YÃÄ¾UfGghm|�\]±²TU�=Õb�FG�¹u�3

�B�>V�y\]~FG	Y89m��}ipz{V3t\]J��=ÕbB''

m !��]z{V^G_Y�t\]YT�3�B�>Y�pqB±²��-{U�y

EY]�}u~zB�yE]�m�]�%�&{}u2�Bg:1$2��Ñ�TU^

�g:��{,-p89g:��B4B�U�zYT^G_mfGghºj�=ÕbB

�3�B�>V�y\]±²V(�\]|OmW�¹qp]RRef. 22SRRef. 29S~�

uUFDAmFSIS{��§0}u1996 ANPRMR61 FR 59372 at 59379SY=pqU�=Õ

�FG�¹]��EY[\i89R��TCS89Yopj¹qpu��SBfGghY

¡}U89BFGYGo\]uvY89B^G_Y|��¹]pºi]FG�ÈY�p

q4U��3�B�>V�y\]�0V^G_Y|�\]z{V*À�µ]º/½ºU

%�}qpu{��u�Y4��\]~}º}U2010 ANPRMY¡\]¢£�¤�TU

89FGg:B�BÔÕ��U3	ÏU@AFGÔÕ��i/Y=pqTU.�U|�

�¹]�=ÕbB+�B�>Y�pqB±²B�V�\]{�¹qpu~FDATU|

OB§ 1.908(d)(4)=>?(d)(5)mU89=>?@AB�=ÕFGWgB��BÔÕ��Y

=µ] oV��{}Ui=º�UFG	Y89m��}ipz{V3t\]J��

=ÕbB''m !��]{�t\]uvY6PY�#q¼½fGgh{^G_B�
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�B±² �Y�pqMy\]Ð#B�EV�
\]U���V4�q�º¹qp]º

/½ºY�pqU¢£�¤Vwv]~�uUPcm�¹Ïkl_Y4UFG	Y89m

��}ipz{V3t\]uvYU�=ÕbB''Y�pqU�=ÕfGghmzB

±²V|�\]6Pm�]'�m�]º/½ºY�pq4U¢£�¤Vwv]~ 

89=>?@AB�=ÕFGYÈ,\]��Pw[xTU89V��U��UR>U

�uT3Ê\]��B�!hU>�hU�uT���Ë_Y o�¹]z{m��U8

9=>?@AB��ÊËMNOB o¡P��]z{Y4��\]~3	ÏU89B�

�ÊËMNOYÃÄ¾U�B>½i��B�!hU>�hU�uT���Ë_TUFG

�¼m�	�D#]���B�]4BVWvU��BU�uT�ËEY����i89

	B;<�ªV��}iµ¹Ïijip~ 

|OB§ 1.908(d)(4)=>?(d)(5)Y=pqUz¹jBMyYÃÄpq�o��i´B�

�Vop]z{YfGgh{^G_m��}uz{V !YÑ��\]uvUz¹jB

ÔÕÖ×��Pw�¹]��VÑ�{\]z{V*À�µqp]~ 

|OB§ 1.908(d)(6)�TUfGghY¡}U|OB§ 1.912(b)B�0Pw[xB o¡

P{i]U�Ei��V	
}qÑ��}U��\]z{V*À�µ]~ 

|OB§ 1.908(d)(6)(i)�TUÑ���¹u��Y=pqU89BFGoYfGghm

|�\]be=>?FG>LV|OB§ 1.906(b)Y*À�µj¹] !iCD''Y�

�\]uvUbe=>?FG>LBÕ3�)�+U6PY�#q��U=>?%?BM

nVb�\]z{V*À�µ]~ 

be�uTFG>LBÕ3�)�+=>?%?TCDEi89FGBÃÐEP��

��U89V��}º�ip���89VFG}ipz{V��{\]uvY6P�

�]~ÐÔÕÖ×�Y=pqU|OB§ 1.908(b)(1)B�%���}u>½YU89FG

g:BfGghT�+YU89FGobe=>?FG>LV !Y#�\]uvY�#

E��Vopqp]~�B�%�TU^G_mU'�Y>�qTUbe=>?FG>L



66 

��� ����� ��	
����	���������	 

 

B#�Y=pqfGghmop]�¾�yB��V�y\]z{m�]�Y4��}

u~z½}u�¿BÕ3�)�+��TUfGghm�yB'��opqUÑ���¹

u��Y|O�¹]Pw[xVOu\z{m�¾]~��VÑ��\]Pw[xOTU

z¹m��}q o�¹]z{V��Y}Uz½}u��YÈ\]¤��)�+V�/

}UFDA=>?�B�B�<Y>]%tV��Y\]J����T¸��]~ 

|OB§ 1.908(d)(6)(ii)�TUÑ���¹u��Y=pqUÐÔÕÖ×����}u|

OB§ 1.908(d)(2)B"%¢�¤+�=Y�pqBMyYfGghm/½\¹Ï �\]

ºU��]z{m*À�µj¹]~3	ÏUfGghBÑ���¹u���TUfGg

hm��¯"%�0>LB���V^G_�uTRPcm�¹ÏSkl_Y|�\]U

�]pTU��B��V�\Ukl_m��}uk�tV^G_Y|�\]{��]z

{m%	j¹]~��B��TU§^B§$��R^G_m��}qp]S=>?^G

_Y>]beB�&B%t{��Û G_B�y}u"%��YZ�q89mFG�¹

uz{V^G_m�]J��-iT¸��]~��YTUfGghTU���BFGY

�pq2�B��Vop]º4}¹ip~"%�0>LB����Û G_mfGgh

Y�y}u.�Y89B"%m���¹uz{m^G_�uTkl_Y�t�¹]º

j��]~�>m`&��V§$}u�Uf��¹]BT%��Y��ip{��}q

p]z{ºjU89B"%¢�¤+�=m�y.�Y���¹uz{V^G_�uTk

l_m���¾]U��E%6 BFGY�pqTUfGghT�hB��Vop]º

4}¹ip~ !i»�B�yT^G_m¼½~ 

"%¢�¤+�=B7P�Y�pqTUÐÔÕÖ×�Y=pqU|OB§ 1.908(d)(2)

B�%���}u~��VÑ��\]Pw[xOTUz¹m��}q o�¹]z{V

��Y}Uz½}u��YÈ\]¤��)�+V�/}UFDA=>?�B�B�<Y>

]%tV��Y\]J����T¸��]~ 

|OB§ 1.908(d)(6)(iii)�TUÑ���¹u��Y=pqUÐÔÕÖ×����}u|
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OB§ 1.908(d)(4)=>?(d)(5)B�=ÕbBGoY�pqBMyYfGghm/½\¹

Ï �\]ºU��]z{m*À�µj¹]~��B�>±²{�=ÕbBÕ3�)�

+B7P�Y�pqTUÐÔÕÖ×�Y=pqU|OB§ 1.908(d)(4)=>?(d)(5)B�%

���}u~��VÑ��\]Pw[xOTUz¹m��}q o�¹]z{V��Y

}Uz½}u��YÈ\]¤��)�+V�/}Uij?YFDA=>?�B�B�<Y

>]%tV��Y\]J����T¸��]~ 

F. ¤��)�+R|O§ 1.910S 

|OB§ 1.910�TUfGghY¡\]¤��)�+Pw[xVyv]~|OB§ 

1.910(a)�TUFGgÀYZ[\]��YU89BFG	YD#]���B�]��E

i89rs��Y�pqB�³V5vUz½}u��E��Y¡�\]ÃÐEiCDF

GMn=>?ÐMNOYÃÄÅfGghB�VH³��]¤��)�+V��\]

z{VfGghY*À�µ]~|OB§ 1.910�TUzB¤��)�+V�o�=>?�

B�T6PY�#q��\]z{4*À�µ]~ 

©Y��}u>½YUERG²8��UFG=>?�'	Y89m>ËEU��E�u

TD>�E
�B3�ÕY�j�¹qp]���B�]����{}qU89Brs=

>?¯�uTÔ8
3��YÈ\]fC�¯Zg�B¤��)�+=>?¯�uT�

¯ÊËh¯�!hB�³B,�m�y�¹uRRef. 9S~2007�Y%Ö1��Vg<

m_�}u�?]^RRef. 3S�TUrsi89"%Y�pqBfC�B�³B��{

fC�B89rs�¤��)�+B,�m89FGY=µ]��B��{}q�y�

¹u~�uUÔÕÖ×�III.D=>?III.EY=µ]|OB§ 1.906(c)=>?§ 1.908(a)(3)(i)

B�%���u.�U8�=>?*W�9m, !i"%��B·�FG�¹qp]z

{Y�pqU3F}q²8Vkµ]U�uT�B�B%��j�¹RRef. 5SRRef. 6S

RRef. 7SRRef. 8SU�uUbeB,CDi''Y>�qFG	Y@Am
��¹]z

{Y�pqUP�889�0B�(ºj3��U²8Vkµl�q¾uRRef. 2S~ 



68 

��� ����� ��	
����	���������	 

 

2010 ANPRMY¡\]¢£�¤YÃÄ¾U89FGhT�+YU89V¡P{}qC

DEi89Bl��pYl��X¤��)�+*++	�V��}qp]{UFDA�T

H³}qp]~}º}UJ�B�y�¹u�����2�B��mUÐMNOB·�f

GghB�{i]�¼YÈ\]4B��]�Y4��\]~z¹TU89FGg:B

fGghB��UCDEi89Bl��pMnY=µ]¤��)�+m��}q���

¹qpipz{V�\{��¹]~zBË�ºjUÐMNO�fGghY¡\]¤��

)�+Pw[xV|O}qp]~zB¤��)�+TUDOT HM 181 ÃÐE[\>4

Zg�¤��)�+{�Ï¹]¤��)�+{��B
¦B�	$�%&����

¾U��ÔÕ�����Y|��¾]{(y\]~|O�¹]¤��)�+My�TU

¤��)�+V�o�=>?�B�T6PY�#q��\]z{V*À�µ]~z¹TU

fGgh��mFGgÀYZ[\]�Y89rs��{`jB�Y�pq�³V8

v]z{V��{\]~�uU6PY�#qU3	ÏUfGghBgÀm�,Y��Y

i�u{¾U�uTUZg�B�[��m��¤��)�+B6P�V�\��i/YU

��¤��)�+m���¹]z{4��{\]~ 

^G_=>?kl_B¤��)�+)��TUFDABCGMPMNi/B�BMN�8

9=>?@AB��ÊËMNOYÛ G_=>?fGgh{}q[g�aV¼½��B

Zg�¤��)�+YÈ\]MymW�¹]z{ºjUz¹jBMN=>?MNOY>

�q24 !Y��¹]{U�yEY]��µu~ 

89Y*µuFDABCGMPMNBÔÕÖ×�110.10(c)TU�)��Ö×�B,��u

T89
�B�yY�V�½��TU���rsi89BDWY6Pi�)��=V

�	]YTU*4}ÅT>>U>T�Be»B��m�]�¾�{p½1$2��V

�}qp]~ÔÕÖ×�110.10(c)TU�jYU89Vl��½h=>?�hmU#}

p89l��p��=>?893.�NY�pq !i¤��)�+VkµU�_B,

CD=>?8CDEi�¼B[\Y�pq±²V�]�¾z{V|�}qp]~ 
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FDAB89=>?@AB��ÊËMNOYTU3	ÏU89rs�0B	
i/U�

yB��V^\U�uT�\]�_V¡P{\]¤��)�+Pw[xmW�¹]

R78 FR 3646 at 3761 and 78 FR 64736 at 64750S~ 

|OB§ 1.910(b)�TUfGghYU6�B��¤��)�+VÑ��\]�0B	


=>?��V*À�µ]~�B>½i�0YTU¤��)�+B¦�U¤��)�+

B�¿U=>?¤��)�+V½µuhRu�SV�\]z{mwvj¹]~J��

0TU|OB§ 1.912RÔÕÖ×�III.G�%�SB�0Pw[xB o¡P{i]~fG

ghmCDEiFGgÀV¼½J�B !i¤��)�+B7P�V%	}UzBMN

O�TUfGghY¡}Ù &B��Y6�B¤��)�+V��}uz{VÑ��\

]�0V�µUFDAm%?=>?�0�?V.}q¤��)�+Pw[x{B ��V

%t�¾]>½Y\]z{4*À�µ]�¾��]{U�yEY]��µ]~ 

G. �0R|O§ 1.912S 

|OB§ 1.912�TUFGgÀYZ[\]^G_=>?fGghY o�¹]U�0B

3U=>?�o���Y�pqBPw[xVyv]~̂ G_=>?fGghY*À�µ

]�0{U�B>½i�0V��\]6PY�pqB�%TUÔÕÖ×�III.EY=µ]

|OB§1.908(b)(1)U(b)(3)=>?(d)(6)B0�%Y�\~ 

|OB§ 1.912(a)�TÛ G_Y¡}U#MBFGgÀB��{}q|OB§1.908(b)(1)

=>?(b)(3)�*À�µj¹]>½Y±²V|�}qp]z{V�t\]�0VU^G

_m�B>½i±²V|�\]Pw[xB o¡P��]{¾V��qºj12º¥�U

3U\]z{V*À�µ]~ 

|OB§ 1.912(b)�TUfGghY¡}U|OB§ 1.908(d)(2)(ii)�*À�µj¹]Ñ�

��¹u��B�0{U|OB§ 1.908(d)(6)�*À�µj¹]Ube=>?FG>LB

Õ3�)�+U��U=>?%?B��Y�pq��uUÑ���¹u��B�0VU

�B>½i��=>?��mFGgÀ�opj¹qp]{¾V��qºj12º¥�U3
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U\]z{V*À�µ]~|OB§ 1.912(c)�TUfGghY¡}U|OB§1.910(b)�*

À�µj¹]¤��)�+�0VU�B>½i�0��y�¹uhm�B¤��)�+

V��}u�E��]�-V^u}Fµqp]{¾V��qºj12º¥�U3U\]z

{V*À�µ]~ 

|OB§ 1.912(a)ºj(c)��B0Pw[xY>�U�¼�EB%?	Y^G_=>?

fGghBFGgÀ�0V��
�}UÐMNOB0Pw[x{B �V��\]z{

m��Yi]~|OB§ 1.912(a)=>?(b)�*À�µj¹]�0Y�pqTU3	ÏU

2�B8	���¤���ÕB�?i/U6Pi��YÛ G_�uTfGghB2�

BgÀV���¾]>½U12º¥B3U��V*À�µ]z{V|O}qp]~ 

|OB§ 1.912(d)�TU^G_=>?fGghY¡}U��>T� �Pcm�¹Ï

+�YUÐMNO�*À�µj¹]\�qB�0V#&Y��V(	j¹u�_Y|�

\]z{V*À�µ]~ 

|OB§ 1.912(e)�TUÐMNO�Pw�¹]\�qB�0V�Ð�0U#�ÐR3	

ÏU¢��U��U�8��¢��U�$Õ+��=�U�$Õ+��¬Ö
U�uT

�B�B�Ð�0B#�i��SU�uT���0{}q3Ê\]z{V*À�µ]~

���0T21 CFR2�¤11YZ�q3Ê}iµ¹Ïijip~ 

|OB§ 1.912(f)�TU|OB§ 1.908(d)(6)�*À�µj¹]Ñ���¹u��VY¾U

_&��
�BPcºj24��¶$Y1���B�0V�ÆÍ|��¾]��TU�0

m	
�¹u¦�ºj6º¥�Y�0V1�ºj ¹q3Ê�¾]>½Yi]U{My

\]~|OB§ 1.912(f)�TU|OB§ 1.908(d)(6)�*À�µj¹]Ñ���¹u��m

FGgÀY=pqGo�¹qp]��U�B��V1�Y=ºiµ¹Ïijipz{4

yv]~ 

6º¥�Y��B�0V1�ºj ¹q3Ê\]z{Y�pqBMyY>�U��Y

TU�03UY¡\]Pw[xY �}��U�0m��Y|��¹]z{ºj�03
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UB�EV��]z{iÅ�0B1�3ÊY6Pi�	��VÂj\���m4uj

�¹]~ 

|OB§ 1.912(f)�TU1�Y�]��ºj�ÕÔ�����¹ÏU���0m1�Y

�]{�i�¹]z{4UMy\]~�&$B¢��
��Ö���T"¬¤��Õ�

�¾U�B�&B�:	B8i]��\�q{±²B��l�Vrsi»��¼½z{

m����]~zB�BÖ���VGo}qU��B���U��B���uT��º

jB�0Y�ÕÔ�V|��¾]~ 

|OB§ 1.912(f)TU*W9�?^�V¡P{\]FDAB;<�ª-
=>?6�ÊË

�RHACCPSMN{��}qp]~*W9V¡P{\]FDABHACCPMN�TU��

�J�U�uT+ÅB��1��U�03Ê�)m�j¹qp]��YUPcVkµq

_&��
�BuvY�0V+�Y�\z{m�¾]��B�0�aY�pqMy}

qp]R21 CFR 123.9(b)(3)S~^�V¡P{\]FDABHACCPMNTU_&��
�

BPcºj24��¶$Y1���B�0V�ÆÍ|��¾]��TU )�3�+m¼

�¹u¦�ºj6º¥�Y���0V1�ºj }q3Ê�¾]{}U���0m1�

Y�]��ºj�ÕÔ�����¹ÏUz¹V1�Y�]{�i\R21 CFR 

120.12(d)(2)S~ 

|OB§ 1.912(g)�TUÐMNO�Pw�¹]\�qB�0V2�¤20R21 CFR part 

20SYÃÄÅ �Pw[xB o¡P{My\]~2�¤20BFDABMNU±²_ �

RFOIASR5 U.S.C. 552SU,#>��*�R18 U.S.C. 1905S=>?FD&C�mU�g

&�±²RCCIS��g&�±²B�pVWXUFDAB±² �Y o�¹]~ 

H.  oXYR|O§§ 1.914 - 1.934S 

1. �E�� 

FD&C�BÔÕÖ×�416(d)TUTHYFD&C�BÔÕÖ×�416YÃÄÅPw[xB

 oVXY\]��V(	q=�Uz¹YTU oXYm_{a>B4ZY{�q[\
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i��B·�89mFG�¹]]^V4uj�¸U_`Ya}ip{THm��\]�

�U�j�]�¿B_UbeU89�uT89¶�B�9YÈ}qUÐMNOBPw[

xmW�¹]~FD&C�BÔÕÖ×�416(d)(2)TU�jYUTHT/B>½i oXY

Y�pq4U�B oXYBË�{�YFederal RegisterY_�}iµ¹Ïijip{M

y}qp]~ÔÕÖ×�416(d)(2)VY¾UÔÕÖ×�416TUÔÕÖ×�416(d)YÃÄp

q oXYVHv]��U�uTÔÕÖ×�416(d)YÃÄpq\�YHvj¹u oX

YVl��\U4}ÅT�#\]��VUb�YMy}qpip~ 

2. Pw[xO 

��B��BMy{��YUFDAm��2�¤OBPw[xB��¶JY�pqU`

$EYU�uT��È�B�]hBc1Y¡}qU oXYVHv]*+Ô�VU�B

>½ic1Y�	iµ¹Ïijip±²�UFDAm�B>½ic1V���uT��}U

\�YHvj¹u oXYV�#\]U�uTl��\���?'�VWvU|O}q

p]~FDAmHv] oXYTUFDAm oXYV_�\]Federal RegisterB.8Y=

pq�y}uU��2�¤OBPw[xY�j¹UFD&C��uTFDAMNB�BMy

B oY��V���ip~ 

|OB§ 1.914�TU�j�]�¿B_UbeU89�uT89¶�B�9YÈ}qU

 oXYY>�q_�uTa>B4ZY{�q[\i��B·�89mFG�¹]]

^{ij¸U oXYT_`Ya}ip{FDAm��\]��UFDAm��2�¤OB

Pw[xY�pq oVXY�¾]z{VMy\]~zBMyOTUFD&C�BÔÕÖ

×�416(d)(1)Y��]Mn{����]~zBMnYÃÄ¾U oXYT��2�¤O

B�EiPw[x�uTPw[xB��Ô¬¤YÈ}U�]pT��2�¤OY��

]\�qBPw[xYÈ}qU���¹]���m�]~��YUzBMnYÃÄ¾U

 oXYT�j�]�¿B_UbeU89=>?¯�uT89¶�B�9Uij?YZ

[\]FGgÀYÈ}qU���¹]���m�]~ 
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|OB§ 1.916�TUFDAm`$EYU�uT§ 10.30R21 CFR 10.30SYÃÄpqU�

j�]�¿B_UbeU89�uT89¶�B�9YÈ}q��2�¤OBPw[xB

 o¡P��]hm|§}uc1Y¡}U��2�¤OBPw[xB oVXY\]º

/½ºU%�\]{My\]~FDATU oXYm_�uTa>B4ZY{�q[\i

��B·�89mFG�¹]]^V4uj�¸U_`Ya}ipz{V�t\]uvY

6Pi����?±²VWvU��2�¤OBPw[xB���uT\�qY�pqU

 oXYVwv]c1B/$V�\uvU��È�h{B%����+VWXc1�B

0%BPcV��\]~ 

|OB§ 1.918�TU§ 10.30Y��]Pw[xY�	U oXYVwv]c1B���

R§ 10.30(b)���¹]SY=pqUPc\] oXYY�pqU�B oXYB¡P

��]_UbeU89�uT89¶�B�9Uij?Y�B oXYB¡P��]��

2�¤OBPw[xVWvU��{�Y�b}iµ¹Ïijip{My\]R|OB§ 

1.918(a)S~�jYU����TU oXYm_�uTa>B4ZY{�q[\i��

B·�89mFG�¹]]^V4uj�¸U_`Ya}ipz{V�t\]±²B|�

V*À�µj¹]R|OB§ 1.918(b)S~z½}u0MyYÃÄ¾U��È�hTU 

oXYm_�uTa>B4ZY{�q[\i��B·�89mFG�¹]]^V4u

j�¸U_`Ya}ipz{V�t\]uvUPc\] oXYY�!BUÈ,�m�

�U��EY�ºi±²�uT�AV|§\]z{m*À�µj¹]~z¹YTU89

B�4UFG�¹]»�U89rs��V�Â\]uvY���¹]¢�¤+�=UÉ

�=>?¯�uTÉ�¶�Y>]89BFGB�9Y�pqB±²mW�¹�]~ 

|OB§ 1.920TU oXYVPc\]c1Y=pq|§�¹]±²=>?�B>½i

c1Y�pq|§�¹]¢£�¤TUÐ�2�¤20YÃÄpq_ VXY�¹]±²V

W�¸UzBPcYÈ,\]ª«¬¤B��{}q_ �¹]{B3yV�H}qp]~

Ð�B2�¤20YÃÄpq_ VXY�¹]±²TU�B>½ic1Y=pqFDAm|
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§V*À�µ]U�]pT�B>½ic1Y�pq|§�¹]¢£�¤Y=pqÈ,�

m�]¿pB±²�ip{%	]~zB±²Y¡\]�+ºjB�ÕÔ�Vs EYH

v]z{TU�b�V�3\]J�U�uU�B��È�hmc1Y�pq¢£�¤V

��]��BuvYU7P��]{4%	]~Z�qUJ�B|§>V_ \]z{V

FDAT�'\]~ 

|OB§ 1.922�TUCFSANS�uTa>o:;9Ô���RCVMS B���Õ��

4}ÅT����Õ��UCFSAN¢�*	$���SB���Õ��U�uTCVM�

9Í¢�*	$���SB���Õ��VU��2�¤OB1x�¶JBPw[xY�

pqB oXYBPcY¡�\]�h{yv]~ 

|OB§ 1.924�TU��2�¤OB1x�¶JBPw[xY�pqB oXYVPc

\]c1Y o�¹]�+��Vyv]~|OB§ 1.924(a)�TU oXYVPc\]c

1YFDAm¡�\]�B*+Ô�YU§ 10.30Y��]��m o�¹]{My\]~Ô

ÕÖ×�10.30TU�]hR��B��ipc1hVWXSmFDAÎ|§}u�c

1BPw[xVb�}qp]~|OB§ 1.924(b)�TU§ 10.30(h)(3)YÃÄ¾UFDAm

Federal RegisterY.8V�}U|§�¹uc1YÈ\]±²=>?0�VUc1m�

��¹]z{Yi�u��Y oXYY>�q��Vkµ]���B�]��È�h

ºjB±²=>?0�R3	ÏU�B oXYmU�]hm��\]�y�uT\�q

BFGgÀY40�\]uvSVWvqUPc\]z{Vyv]~�B>½ihYTU

c1B¡P{¿0}u'�Y=pqU¿0}u��U*+Ô�U�uT�¼�FGgÀ

V¼½hmW�¹U�uU�Bc1B¡PB�E89{¿0�uT��B89BFG

gÀYZ[\]^G_UfGgh�uTkl_mW�¹]~ 

|OB§ 1.924(c)�TU§ 10.30(e)(3)YÃÄ¾UFDAm� �c1hY��\]{yv

]~|OB§ 1.924(c)(1)�TUFDAmc1V��}u��YUFederal RegisterY.8V�

}U oXY{�B>½i oXYBË�VsÑ�uT�B��V�\]{yv]~
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zBKLTUFD&C�BÔÕÖ×�416(d)(2)Y>�q*À�µj¹qp]~|OB§ 

1.924(c)(2)�TUFDAmc1V��}u��R����4WXSU FDATc1hY¡\

]� ��Y=pq��Ë�V�b\]{yv]~|OB§ 1.924(d)YÃÄ¾U oX

YVPc}q|§�¹uc1B3�¤VU0c1B''R3	ÏU�c	U��U�u

T��SVWvU�+_m��Y�o�¾]>½Y}Uy�EY��\]z{V|O\

]~|OB§ 1.924Y=µ]My�TUFDAB�a�?���yY=µ]�b�V�3\

]~z¹Y>�UFDAB�yY�pqB��BË�m8vj¹U���m5��U�b

�m�/�¹]~ 

|OB§ 1.926�TU|OB§ 1.918YÃÄpq*À�µj¹]±²R§ 10.30BPw[x

VWXSm|��¹qpip��U�uTU�B oXYY>�q_�uTa>B4Z

Y{�q[\i��B·�89mFG�¹]]^{i]U�]pT�B oXYT_`

Ya\]{FDAm��\]��UFDAT oXYVPc\]c1V���¾]{My\

]~3	ÏUPc�¹] oXYY>�q_�uTa>B4ZY{�q[\i��B·

�89mFG�¹]]^{ijipz{V�t\]���U±²>T�B�B�AVU

c1hm|§}iº�u��UFDATc1V��\]{�(\]~ 

|OB§ 1.928�TU oXYm !��]{FDAm`$EY��\]��UFDAT

Federal RegisterY.8V�}U oXY{�B>½i oXYBË�V��]{My

\]~�yB'�Y=pqUFDATU|O�¹] oXYY�pqU oXYV��\

]º/½ºYÈ}q21EY�y\]�YRÐÔÕÖ×����\].�UÐMNOY

=pq¼�u>½YSU2�3¬Õ¢£�¤Vwv]z{m�]~}º}U�B�B'

��TUFD&C�BÔÕÖ×�416(d)(1)=>?|OB§ 1.914Y��¹]Ã#YZ�q

 oXYm !��]{FDAm��}u��UFDAT©¸2�3¬Õ¢£�¤Vwv¸

Y oXYV��\]z{m�]~zB*+Ô�TUFD&C�BÔÕÖ×�416(d)(2) Y

��¹]*+Ô���]z{ºjUFDAm`$EY oXYV��\]J��-��
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]{U�yEY]�}u~ 

|OB§ 1.930�TUFDAm��}u oXYTUFederal RegisterY�B oXYB.

�m��¹]¦�Y!){i]z{Vyv]~ 

|OB§ 1.932YÃÄ¾U oXYY>�q_�uTa>B4ZY{�q[\i��B

·�89mFG�¹]]^{i]���m�]U�]pTU oXYm_`Ya\]�

��m�]{��\]��UFDAT oXYV�#\]U�uTl��\z{m�¾]

>½Yi]~3	ÏU oXYB¡Pn($BFGgÀ�op]��U*+Ô�U�u

T�¼YÈ\]2�B��E����uT[�±²B��
�YÃÄ¾U oXYB�

�V�#\]6Pm�]{�i\º4}¹ip~ 

|OB§ 1.934�TU oXYV�#\]U�uTl��\�¾��]{FDAm��\

]��Y o�¹]��Vyv]~|OB§ 1.934(a)YÃÄ¾UFDAT�B>½i��Y

�pqU%B>½Y.8V¼½~R1Sc1Y¡}q���¹u oXYV�#\]U

�uTl��\�¾��]{FDAm��\]��U2�Y oXYVPc}u��YU

c1Y=pq�y�¹u1�¨B� �.�\]~R2S oXYV�#\]U�uT

l��\�¾��]{B��Y�pqUFederal RegisterY.8V�\]~zB.8�

2�3¬Õª«¬¤m�µj¹U�¹Y>�U��È�hTFDA B��YÈ\]|O

V� �|§�¾]~FDATU2�3¬Õª«¬¤Y¡\]��i|§Y*µuPw[

xV�y\�¾ºU\�¾��]��T21MN�¼½�¾ºU�]pTzB�Y�p

qT1$2��Ñ���½�½m !ºY�pqU¢£�¤Vwv]~ 

|OB§ 1.934(b)YÃÄ¾UFDATU��È�hm2�3¬Õª«¬¤Y� �|§

}u|OV%�\]~ 

|OB§ 1.934(c)YÃÄ¾UFDATFederal RegisterY21�yB.8V�\]~zB

�yB$)¦T.8B_�¦{i]~ 

J�B0MyTUFDAB�a�?���yY=µ]�b�{�b�V��{\]�
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µ�iÅUÈ��[hY #�F¾B��V|�\]uvY4U6Pº� !��]{

�yEY]�\]~ 

3. ��E oXY 

ÔÕÖ×� 416(d)(1)=>?|OB§ 1.914Y��¹]Ã#YÃÄ¾U�uU�¹Y

FÅ02	+	���jY��u>½YU|O.�Y21�y�¹u��U¶·B�¿

B_�YÈ}q��2�¤OB o��iPw[xVXY\]z{T !��]{�

yEY]�}qp]~ 

• /B��FGYÈ\],���RNCIMSSB�>A/rs*++	�YÃÄ¾U!)

i��tV�!}U%?Vkµqp]^G_UfGgh=>?kl_Uu�}U�>

AB/=>?/�9Yºº�]FGgÀYZ[}qp]��B�~ 

• !)i��tV�!\]89��Uu�}U89m��ºjFG�Y�2hÎ3��

¹][gY=pqUkl_{}qU�uT^G_=>?fGgh{}qUFGgÀY

Z[}qp]��B�~ 

FDA�TUzB21MNB_��YUJ�B�¿B_�Y o�¹]��2�¤OB

Pw[xB oXY{�B oXYBË�VUFederal Register�´�_�\]�4��

�]~FDA TUz½}u oXYY>�q_�uTa>B4ZY{�q[\i��B

·�89mFG�¹]]^{i]���U�]pTU oXYm_`Ya\]���m

�]º/½ºYÈ}qU¢£�¤Vwv]~ 

a. NCIMSB�>A/rs*++	�YÃÄÅ!)i��tV�!\]^G_UfGg

h=>?kl_Uu�}U�>AB/=>?/�9Yºº�]FGgÀYZ[}qp]

��B�~NCIMSB�>A/rs*++	�TUs50�U¢+����´�=>?*�

=¤3¢mØ�}UÃÐEiM�{}qU�n{i]/MN��]Ò�>AB�"��

/Yºº�]MNÓR�>A PMOSRRef. 30SVopqp]~z¹YTU���%=Õ

=>?���%=Õ�9U/�=>?/��9Uij?Y0/=>?�/�9VWXU
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�>AB/=>?/�9B��U�'Ul��pU��UR>UFG=>?2IY o

�¹]Mym����¹qp]~�>A PMO=>?�>A/rs*++	�B0MyTU

��.�Y=pq�>AB/=>?/�9BFGYGo�¹]UV�B�=Õ/Ç^�

�Õ+�3��/FG��ÕVWX/��Õ¤	¬Õ{�¹V�½gÀV��qp]~ 

�>A PMO=>?PMOV�n{}u�BMNTU�j�]/DWhU/�IghU

�=Õ/FGgh¯0Ð%?_U/��Õ¤	¬ÕU/FG�&Uij?Y0�/��U

kl��U�G��U=>?/��Õ¤	¬ÕBÕ3�)�+��>�hTU��V!

\]M°HIU\i��U�É�HIm$¼\]!)i��tV�!}iµ¹Ïiji

p{yvqp]~�jYU�>A/rs*++	�BPw[xY�am��u��U�

�t�!hT�B��V�*�¹]~�>A PMO�TU/�uT/�9m�B���B

n($��2�¹]�yB90�V�U�/��Ukl��U�G��U=>?/��

Õ¤	¬ÕBÕ3�)�+��Uij?Y�"��U�D>Í��>4Í"%BÃ#Y

�pq0ÐVÆÇ}U�V�ºj�/��Ukl���uT�G��ÎFG\]0�=

Õ/FGgh¯0Ð%?_Uij?Y0/��Õ¤	¬Õ{�B��9mU��tB$

¼�U=>?��t$¼�T�yB���UM°HIY>]%?¯�?Vkµiµ¹Ï

ijipz{4yvqp]~ 

��2�¤OPw[xB oXYTU|O.�Y21�y�¹u��UNCIMSB�>

A/rs*++	�YÃÄ¾U!)i��tV�!}U%?Vkµqp]^G_UfG

gh=>?kl_YÈ}U�>AB/=>?/�9Yºº�]FGgÀYZ[}qp]

{¾Y��U_�uTa>B4ZY{�q[\i��B·�89mFG�¹]]^V4

uj�¸U�uU_`Ya}ip{U�yEY]�}u~�EY�½{UNCIMSB

�>A/rs*++	�YÃÄ¾U!)i��tV�!}U%?Vkµqp]^G_U

fGgh=>?kl_TU�>A PMOY��¹]4B{��BPw[xY �\]z

{Y>�U�>AB/=>?/�9m�B>½i�9B��V3¾º�ip��B·
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�FG�¹ipz{V��{\]CDEFGMnVopqp]{��}qp]~3	ÏU

�B>½iPw[xYÃÄ¾U�]�/��ºj´B�/��Î/VFG\]¤	¬Õ

T���¹iµ¹Ïij¸U�uU\�qB/=>?/�9B"%TUz¹jB���

kµl]/=>?/�9B��Õ¤	¬ÕB(^0{Y%t�¹iµ¹Ïijip~�

jYU�>AB��ºj§^�¹]\�qB/�uT/�9B��Õ¤	¬ÕB(^Y

TU�Y§^����}uÖ�=BÖ�=®{(����B�9B"%VWXU§^

b��V�	iµ¹Ïijip~J�=>?�B�B¿0\]Pw[xB-
Uij?

NCIMSB�>/rs*++	�Bn($�1����¹qp]%?=>?��*+Ô

�YÃÄ¾UFDATU|OB��2�¤OBPw[xTU|O.�Y21�y�¹u�

�U�>A/=>?/�9m�B>½i�9B��V3¾º�ip��B·�FG�

¹ipz{V��{\]uvY6P�Tip{U�yEY]�}u~Z�qU��2�

¤OPw[xm|O.�Y21�y�¹u��UNCIMSB�>A/rs*++	�YÃ

Ä¾U!)i��tV�!}U%?Vkµqp]^G_UfGgh=>?kl_YÈ}U

�>AB/=>?/�9Yºº�]FGgÀYZ[}qp]{¾Y��U�B oXY

V|O\]~ 

b. !)i��tV�!\]89��Uu�}U89m��ºjFG�Y�2hÎ3

��¹][gY=pqUkl_{}qU�uT^G_4}ÅTfGgh{}qUFGg

ÀYZ[}qp]��B�~zB��E oXYBn(Vyv]�E�UÒ89��Ó
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1.918  oXYVwv]c1B����TU�V�}iµ¹Ïijipº~ 
1.920  oXYVwv]c1�|§�¹]U�uT�B>½ic1YÈ\]¢£�¤�
|§�¹]U/B>½i±²m_ �¹]Bº~ 
1.922  oXYVwv]c1YTU�¹m¡�\]Bº~ 
1.924  oXYVwv]c1YT/B>½i*+Ô�m o�¹]Bº~ 
1.926 FDAT/B>½i'�� oXYVwv]c1V��}�]Bº~ 
1.928 FDAm`$EYÐ��2�¤BPw[xV oXY\]�UFDAT/B>½i*
+Ô�YZ½Bº~ 
1.930 FDAm��}u oXYTp�!){i]Bº~ 
1.932 FDAT/B>½i'�� oXYV�#U�uTl��}�]Bº~ 
1.934 FDAm oXYV�#\]U�uTl��\�¾��]{��}u��U/B>
½i��m o�¹]Bº~ 

 

��2�¤��2�¤��2�¤��2�¤O--89=>?@ABCDEFG89=>?@ABCDEFG89=>?@ABCDEFG89=>?@ABCDEFG 

�+My�+My�+My�+My 

§ 1.900 Ð��2�¤B¡P{i]BT�¹º~ 

(a) § 1.904Yy*�¹]¡P�B[gVY¾UÐ��2�¤BPw[xTFG

gÀYZ[\]^G_Ukl_=>?fGghY o�¹U89m��.�Y|��¹

]�uT(]º/½ºT��ip~�jYUÐ��2�¤BPw[xTU89BFGY

 o�¹]U3	ÏU21 CFR 2�¤1U110U118U225=>?589BUÐ�B�B�BP

w[xY o�¹]~ 
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(b) Ð��2�¤BPw[xTU^G_Ukl_�uTfGghm¶·BFG

gÀYZ[\]��U o�¹ip~ 

(1) ��$V.�q´B�Î*µU(�,	j¹]89U�uT 

(2) �#F§\]uvYF(�¹U����24�.4�¹ip89~ 

§ 1.902 Ð��2�¤BÃ#=>?y*T,�89Í:;9Í�49�B·�/B>½

Y o�¹]Bº~ 

(a) Ð��2�¤BÃ#=>?y*TUÐ��2�¤Y �}qpip��B·�F

GgÀYZ[}qp]^G_Ù ab4}ÅTcdbeY>]fGghU�uTkl_

Y>�q89mFG�¹uU�uTFG\]uvY|��¹u{p½��U,�89Í

:;9Í�49�BÔÕÖ×�402(i)R21 U.S.C. 342(i)SB�	Bn($�89m��

}qp]º/½º��\]�Y o�¹]~ 

(b) FGgÀYZ[}qp]^G_U`ab4}ÅTcdbeY>]fGghU�u

Tkl_mÐ��2�¤BPw[xY �}ipz{TU,�89Í:;9Í�49�

BÔÕÖ×�301(hh)R21 U.S.C. 331(hh)SYÃÄÅ�*¼���]~ 

§ 1.904 Ð��2�¤YT/B>½iy*m�qT�]Bº~ 

,�89Í:;9Í�49�BÔÕÖ×�201R21 U.S.C. 321SBy*�?�0TU

�B>½io�mÐ2�¤�opj¹]��Y o�¹]~¶·By*4 o�¹]~ 

 !{TU #_�CDMnY��qÐ#B�EV^\uvY6P��]z{V�	

\]~ 

@A{TU_�¶�Ba>oB8>V�	}Uz¹YT	¬¤��ªU�Uij?Y

��A=>?
-VWX~ 

�=Õb{TU��Õ+�3�U�¬2�¤	¬ÕU��Õ�bU�¬2�bU�>

��ÕU����=��ÕU�>FGo¢���U4}ÅT�¬2���U�uT89

VÏj^�FG}U89m�Bbe{+���\]>½i�B�BbeV�	\]~ 
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fGgh{TU�!U3��U�uT�B�B%�89VFG\]`ab�uTcd

beBGoY21Ei�V�½hV�	\]~fGghTUÐ��2�¤�fGgh

Y���qj¹]\�qB��Y�pqU¤	¬ÕfG�&m�o�uT�Q}qp]

fC�i/U�hm�¼\]�����q4U�V�½~ �uUfGghTU�B

hmÐ��2�¤Yy*�¹]�¹�¹BhB��4^\��YTUkl_�uT^G

_{i]z{4�]~ 

���{TU,�89Í:;9Í�49�BÔÕÖ×�201(qq)Yy*�¹]89

��=��m@AVYÅ89Y�#�¸Yl���¹]z{V�	\]~ 

V�{TU	>B"=>?Æ�Ua>R*W>VWXSB@*U�uTe»Buv

B�YGo�¹]Us�{}q��B>ËEi��Y�]��V�	\]~ÒV�ÓB

�YTU89VR>�uT3Ê\]��mW�¹U�B�aYopj¹]\�qB89

m�BV��uT�#�!hB´BV��"U@*�uT�2�¹]º/½ºT��

ip~ 

89{TU,�89Í:;9Í�49�BÔÕÖ×�201(f)Yy*�¹]89V�	

}Uz¹YT��A=>?
-mW�¹]~89YT@Aij?Y,�8�%?�U8

���9%?�=>?��9%?�B¡P{4i]89mW�¹]~ 

���QsY��¹qpip89{TU��m�(�#Y º¹u%���Y(¹j

¹u89V�	\]~�B>½i��B3{}qTU�B pu����«¬¤�uT

��U�B pu�'�=
U�u�¾�'B�pu�'�=
U�uT'B�pu�

)�=�i/m�]~zBo�YTUÐ��2�¤Yy*�¹]�=Õb�FG�¹]

89TW�¹ip~ 

�D>{TU�Uº?U�Õ�3�U�$=�U�Da>U=>?�$i�DD>

V�	}Uz¹YT_�CDJ7Pi�VWX~Ò!��D>ÓBo�YT_�CDJ

7PiU89V����]U89m,�i4B�
��¹qp]z{V�\U�uT�
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B�B%�89V��\]���B�]�D>mW�¹]~ 

¡P�B[g{TU��IJKL50Mª=NOBFGgÀYZ[\]^G_Ukl_

�uTfGghV�	\]~ 

!�a>{TU�U"�%U;�U�.VWX��}Åip�j�]a>�uT�.

V�	\]~ 

kl_{TUFG�Y89Vkµl]�j�]hV�	}U�Bhm89B21kl

�$�¤��]º�ºV��ip~kl_mÐ��2�¤Yy*�¹]fGgh�uT

^G_B�-4^\��YTU�BhmfGgh�uT^G_{4i]z{m�]~�

_�2h�uT�_�2hY���q89Vkµl]U�uT3Ê\]hU��YlE

B�[h�TiphU=>?89V�.\][gY���qpiphTUkl_YW�

¹ip~ 

S"T�3U��89{TU�("%=>?�%B��·��'�¾UR>BQs�

m���¹qp¹ÏU�B3U��	U��}ipU�uTrs�iÅijip89V

�	\]~S"T�3U��89B3{}qTU��
��U��	
U���U'¤

=(��A*B�ºU�U2��U$��U��U�	Ai/B	
89m�]~ 

^G_{TÙ ab�uTcdY>�89B§^V �\]hV�	\]~̂ G_T

Ð��2�¤�^G_Y��j¹]\�qB�-Y�pqU�¹V��\]BmU89

V3Ê}U�¹V^G_m��}ubeY>ËEY�a\]�µBhi/B�h���

u{}q4U�V�½~Ð��2�¤Yy*�¹]�-4^G_m^\��YTU^

G_mfGgh�uTkl_{4i��]~ 

$�g{TU§ 1.900(a)B¡P{i]U�o500_NOB[gV�	\]~u�}U^

G_�4kl_�4ipU`abY>]fGghY�pqTUzBo�TU§ 1.900(a)

B¡P{i]U��k�52,550Mª=NOB[gV�	\]~ 

rs��¯"%¢�¤+�=RTCSS89{TU$���D>B#��uT��%
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V°�\]Urs�BuvB��¯"%¢�¤+�=V6P{\]89V�	\]~ 

FG{TU�g�EB`ab�uTcdbeY>]89B�aV�	\]~ 

FG>L{TUbe¶�B89FGgÀYopj¹]>LU3	ÏU�=Õ=>?�

=Õ¶�B¢���U��U¤�¤U2�¬¤U��*U��9U���U1�«¬¤U

^(�=>?^AB}BÖ���i/V�	\]~�uUFG>LYT�ÈbY,]�

¹qpipcdbe�uT¤	Õ��Y,]�¹qpip¤��	�4W�¹]~ 

FGgÀ{TU89BCD''Y��}�]U89FGY�½\�qB�aV�	}U

z¹YTbe=>?FG>LBÕ3�)�+U%?U3@U^(�=>?^AB}Ui

j?YfCmW�¹]~���QsY��¹uS"T�3U��89U89o8�1�U

�uTD¾u8oa>B�BFGYºº�]�aTFGgÀYW�¹ip~�jYUV

�m¼½DBVW>BFG�aTFGgÀYW�¹ip~ 

be{TU3	Ï`abi/B ���V�	uU�uTcdbei/B��=JV

�a\]7JFG�È�UFGgÀYopj¹]4BV�	\]~ 

be=>?FG>Lbe=>?FG>Lbe=>?FG>Lbe=>?FG>L 

§ 1.906 be=>?FG>LYT/B>½iPw[xm o�¹]Bº~ 

(a) FGgÀYopj¹]be=>?FG>LB��U�B�A=>?��TU !�

�BGo�EY�#qÕ3�)�+m}�\ÅUFG\]89mUFGgÀ	YU/B

>½i
��ºj���q4U,�U��Í-�U�uT�B�B%�8oY �iÅ

i]U�]pT4ZY¡}q!�{i]z{V��4B{}iµ¹Ïijip~ 

(b) be=>?FG>LTUFGgÀ	Y/B>½i
��ºj���q4UFG\]

89m,�U��Í-�U�uT�B�B%�8oY �iÅi]U�]pT4ZY¡

}q!�{i]z{V�*\]CD''Y��}iµ¹Ïijip~ 

(c) FG	Y"%¢�¤+�=V}iµ¹Ï!��D>B3�i#�V�	]���B

�]89BFGgÀYGo�¹]be=>?FG>LTU!��D>B3�i#�V�
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°\]"%��Y89V��\]>½Y��UÊË=>?>�}iµ¹Ïijip~ 

(d) FG	Y"%¢�¤+�=V}iµ¹Ï!��D>B3�i#�V�	]���

B�]89BFGgÀYGo�¹]be�uTFG>LB0&��=>?��EY&

'�¹]�"�'SYTUS$�#�Y"%V�\>½Y�L�¹u��"%�U"%

�y>L�uT"%�0>LV�	iµ¹Ïijip~ 

(e) be=>?FG>LTU�Bbe�uTFG>Lm	�¤V���]U�]pT�

¹jmG�¹]�E��]89mUFGgÀ	Y/B>½i
��ºj���q4U,

�U��Í-�U�uT�B�B%�8oY �iÅi]U�uT4ZY¡}q!�{

i]>½i�B�B%�
��¹]]^{i]z{V�*\]��»�3Ê}iµ¹

Ïijip~ 

T 

FGgÀFGgÀFGgÀFGgÀ 

§ 1.908 FGgÀYT/B>½iPw[xm o�¹]Bº~ 

(a) �+Pw[x~(1) ÐÔÕÖ×���Y�yB$��UÐÔÕÖ×�BPw[xT

FGgÀYZ[\]\�qB^G_UfGgh=>?kl_Y o�¹]~ 

(2) FGgÀmÐ��2�¤BPw[xB\�qY �}q���¹]z{V3t\

]�TU!�i���Y���qiµ¹Ïijip~ 

(3) \�qBFGgÀTU89mUFGgÀ	Y/B>½i
��ºj���q4U,

�U��Í-�U�uT�B�B%�8oY �iÅi]U�uT4ZY¡}q!�{

i]z{V�*\]uvY6Pi��=>?¢�¤+�=·���}iµ¹Ïiji

p~z¹YTU¶·mW�¹]~ 

(i) � �uT- i/B)^Ei¡�Vl�U89V�#(^	BDB89=>?8

9¶�B9�Y>]
�ºj@]z{~ 

(ii) � U- U�uT��pi/B�B�B)^Ei¡�Vl�U�=Õb�FG�
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¹]89�uT���QsY��¹qpip89VFGgÀ	B
�=>?���

ºj3.\]z{~ 

(iii) FG	Y"%¢�¤+�=V}iµ¹Ï!��D>B3�i#�V�	]���

B�]89Y�pqU"%��VWvUFGgÀmÐÔÕÖ×�B2	+	�(a)(3)B

Pw[xVOu\»��89mFG�¹]z{V��{\]z{~ 

(b) FGgÀYZ[\]^G_Y o�¹]Pw[x~(1) ^G_TUfGghY¡}U

fGghBbe=>?FG>LY�pqU�Ei��Pw[x=>?Õ3�)�+�

�VWvU\�qB6PiCDPw[xV� �b�}Ube=>?FG>LmU3	

ÏU89mFG	Y/B>½i
��ºj���q4U,�U��Í-�U�uT�B

�B%�8oY �iÅi]U�]pT4ZY¡}q!�{i]z{V��>½iU8

9BFGY !iCD''Y�]z{V��{}iµ¹Ïijip~̂ G_mfGgh

Y|§\]±²TU§ 1.912(a)Y=µ]�0Pw[xB o¡P{i]~ 

(2) ���QsY��¹qpip89VUfGghm|�\]be�uTfGghm|

�\]FG>LY(��X�YÛ G_T�BfGghm|�}ube�uTFG>L

V���Y�pq�9%?}iµ¹Ïijip~̂ G_TU�Bbe�uTFG>Lm

89BFGY !iCD''Y�]ºU3	ÏU89V��\]�	{i��]U!

�a>B�(�U��U��B(^U�uT�i/B�Y0	]t&mipz{VU�

H}iµ¹Ïijip~ 

(3) FG	Y"%¢�¤+�=V}iµ¹Ï!��D>B3�i#�V�	]���

B�]89B^G_TU�¹mTCS89��¹U8TCS89��¹U����Õ�89

VFG\]fGghVYÅfGghY¡}U�&��VWvuFGgÀ	Y6Pi"%

��V� �b�}U�BgÀ�"%��m���¹UÐÔÕÖ×�B2	+	�(a)(3)

BPw[xmOu�¹]z{V��{}iµ¹Ïijip~̂ G_mfGghÎ|§\

]±²TU§ 1.912(a)B�0Pw[xB o¡P��]~ 
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(4) FG	Y"%¢�¤+�=V}iµ¹Ï!��D>B3�i#�V�	]���

B�]89B^G_TU89V(��X�YU0&��=>?��EY&'�¹]�"

�'S�uT¢���mUÐÔÕÖ×�B2	+	�(b)(3)Y>�qwvj¹].�Y

^G_m|§}u±²YZ�q�&�¹qp]z{V%t}iµ¹Ïijip~ 

(5) ^G_TUFGgÀ	Y89m��Y��Y ½"%Y3u¹]z{Y�pq^G

_m�V�½z{Y§ 1.908(d)(2)(ii)YÃÄpq^G_{fGghm� ���}qp

]��Ukl_Y�tV¼½z{YÈ}qU§ 1.908(d)(2)(i)�fGghY o�¹]P

w[xV�½~^G_{fGghm�B>½i��V��}qp]��U^G_T§ 

1.908(d)(6)(ii)=>?§ 1.912(b)B¡�\]�0Pw[x4�½~ 

(c) FGgÀYZ[\]^G_=>?kl_Y o�¹]Pw[x~(1) ^G_=>?

kl_TÛ (�=>?^AB}	g	Y���QsY��¹qpip89Vl��½

{�(�¹]befC�m��p��V�o�¾]>½Y}iµ¹Ïijip~��p

��T����*V�)}UbefC�m�V��q89B
�V���¾]>½Y}

iµ¹Ïijip~ 

(2) FG	Y"%¢�¤+�=V}iµ¹Ï!��D>B3�i#�V�	]���

B�]89B^G_=>?kl_TU89m�B>½i�D>B#�V�	ip>½Y

\]��B·�^B(�AB}	gV¼�iµ¹Ïijip~ 

(d) FGgÀYZ[\]fGghY o�¹]Pw[x~(1) fGghTUÐÔÕÖ×

�B2	+	�(b)(1)YZ�q^G_m�y}uPw[xVOu}UFGgÀ	YU/

B>½i
��ºj���q4U89m,�U��Í-�U�uT�B�B%�8oY

 �iÅi]U�]pT4ZY¡}q!�{i]z{V��uvY�B�B�� !iU

be=>?FG>LV|�}iµ¹Ïijip~ 

(2) fGghTU 

(i) FGgÀmQ�}u�U^G_YU�uUPcm�¹Ïkl_Y¡}q4U§ 
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1.908(b)(3)YZ�q^G_m�y}u�{��}u"%��VFGgÀ	Y��}u{

�t}iµ¹Ïijip~�B>½i�tTU3	ÏUfGghm��¯"%�0>L

B*3�¤��¤�uTFG	B��i�����u"%�y�B�0V|�\]i

/UfGgh{^G_m���¾] !i��Y>�q�
�¾]~ 

(ii) FGgÀY©��UFGgÀ	B"%�� )�3�+�uT�B�B%�FGg

À	Y�B89mÃ#VOu\"%��B·Y���¹qpuz{V3t\]�V

^G_m�½z{YfGgh{^G_m� ���}qp]��UÐÔÕÖ×�B2	

+	�(d)(2)(i)BPw[xB o¡P{ijip~fGghTUPcm�¹Ïkl_Y

¡}qÑ���¹u��V|�}iµ¹Ïijip~Ñ���¹u��T§ 1.912(b)B

�0Pw[xB o¡P��]~ 

(3) "%¢�¤+�=V}iµ¹Ï!��D>B3�i#�V�	]���B�]8

9BFGYGo\]��&'>L�¾Bbe�uTFG>LV|�\]�YUfGgh

TÐÔÕÖ×�B2	+	�(b)(3)YZ�q^G_m�y}u>½Y��EY&'�¹

]0&��=>?�"�'SV�&}iµ¹Ïijip~ 

(4) 89FGY�=ÕbV|�\]fGghTU�Bbe�FG}u�3�B�>V�

y\]±²V^G_Y|�}iµ¹Ïijip~^G_{fGghTUfGghm�3

�NOB�>V�y\]±²V|�\]z{U�uTU|��¹]�=Õbm�y�¹

]FGgÀY !��]{3t\]��myvj¹qp]��U3	Ï�QY>�qf

Gghm1�¿B�9BFG�oBbeB�V|�\]��YTUfGghm�B>½

i±²V|�\]6PTipz{Y� ����¾]~Ñ���¹u��T§ 1.912(b) 

B�0Pw[xB o¡P��]~ 

(5) 89FGY�=ÕbV|�\]fGghTU�=ÕbB+�BÕ3�)�+Y�p

q��u±²V^G_Y|�}iµ¹Ïijip~u�}U|��¹]�=Õbm�y

�¹]FGgÀY !��]z{V3t\]��YfGghmZ½��U3	ÏU�y
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�¹u����y�¹uÕ3�)�+��Vop]z{YfGghm�Q���}q

p]��U�uTU^G_m`&���beBÕ3�)�+V¼½��YTUfGgh

m�B>½i±²V|�\]6PTipz{Y^G_{fGghm� ����¾]~

Ñ���¹u��T§ 1.912(b)B�0Pw[xB o¡P��]~ 

(6) fGghTU§ 1.912(b)B�0Pw[xB o¡P{i]U%B>½i��V	
}

qÑ��}U��}iµ¹Ïijip~ 

(i) 89BFGoYfGghm|�\]be=>?FG>LV§ 1.906(b)Y*À�µj¹

] !iCD''Y��\]uvUbe=>?FG>LBÕ3�)�+U6PY�#q

��U=>?%?BMnVb�\]~ 

(ii) ÐÔÕÖ×�B2	+	�(2)B"%¢�¤+�=Y�pqBMyY �\]»�

V��]~ 

(iii) ÐÔÕÖ×�B2	+	�(d)(4)=>?(d)(5)B�=ÕbBGoY�pqBMyY

 �\]»�V��]~ 

¤��)�+¤��)�+¤��)�+¤��)�+ 

§ 1.910 FGgÀYZ[\]fGghYT/B>½i¤��)�+Pw[xm o�¹

]Bº~ 

(a) fGghTUFGgÀYZ[\]��YU89BFG	YD#]���B�]��

Ei89rs��Y�pqB�³V5vUz½}u��E��Y¡�\]ÃÐEiCD

FGMn=>?Ð2�¤YÃÄÅfGghB�VH³��]¤��)�+V��}

iµ¹Ïijip~¤��)�+TU�o�=>?�B�T6PY�#q��}iµ¹

Ïijip~ 

(b) fGghTUÐÔÕÖ×�B2	+	�(a)Y��]¤��)�+VÑ��\]�0

V	
=>?��}iµ¹Ïijip~�B>½i�0YTU¤��)�+B¦�U¤

��)�+B�¿U=>?¤��)�+V½µuhRu�SV�}iµ¹Ïijip~
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z½}u�0TU§ 1.912(c)B�0Pw[xB o¡P��]~ 

�0�0�0�0 

§ 1.912 FGgÀYZ[\]^G_=>?fGghYT/B>½i�03Ê�?�B�

B�0Pw[xm o�¹]Bº~ 

(a) ^G_TU#MBFGgÀB��{}q§ 1.908(b)(1)=>?(3)�*À�µj¹]>½

YfGghÎ±²V|�}qp]z{V�t\]�0VÛ G_m�B>½i±²V|

�\]Pw[xB o¡P��]{¾V��qºj12º¥�U3U}iµ¹Ïijip~ 

(b) fGghTUÐ��2�¤B§ 1.908(d)(2)(ii)�*À�µj¹]Ñ���¹u��B

�0{U§ 1.908(d)(6)�*À�µj¹]Ñ���¹u��B�0VU��=>?��m

FGgÀ�opj¹qp]{¾V��qºj12º¥�U3U}iµ¹Ïijip~ 

(c) fGghTU§ 1.910(b)�*À�µj¹]¤��)�+�0VU�B>½i�0��

y�¹uhm�B¤��)�+V��}u�E��]�-V^u}Fµqp]{¾V

��qºj12º¥�U3U}iµ¹Ïijip~ 

(d) ^G_=>?fGghTU��>T� �Pcm�¹Ï+�YUÐ��2�¤�*

À�µj¹]\�qB�0V#&Y��V(	j¹u�_Y|�}iµ¹Ïijip~ 

(e) Ð��2�¤�Pw�¹]\�qB�0TU�Ð�0U#�ÐR3	ÏU¢��U

��U�8��¢��U�$Õ+��=�U�$Õ+��¬Ö
U�uT�B�B�Ð

�0B#�i��SU�uT���0{}q3Ê}U���0TÐ�2�¤11YZ�q

3Ê}iµ¹Ïijip~ 

(f) § 1.908(d)(6)�*À�µj¹]Ñ���¹u��VY¾U_&��
�BPcºj24

��¶$Y1���B�0V�ÆÍ|��¾]��TU�0m	
�¹u¦�ºj6º

¥�Y�0V1�ºj ¹q3Ê�¾]>½Yi]~§ 1.908(d)(6)�*À�µj¹]Ñ

���¹u��TU�B��mFGgÀY=pqGo�¹qp]��U1�Y=ºiµ

¹Ïijip~���0TU1�Y�]��ºj�ÕÔ�����¹ÏU1�Y�]{
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�i�¹]~ 

(g) Ð��2�¤�Pw�¹]\�qB�0TUÐ�B2�¤20YÃÄÅ �Pw[x

B o¡P��]~ 

 oXY oXY oXY oXY 

§ 1.914 FDAT/B>½i'��Ð��2�¤BPw[xV oXY\]Bº~ 

FDATUFDAm¶·B>½Y��\]��U�j�]�¿B_UbeU89�uT8

9¶�B�9YÈ}qUÐ��2�¤B/BPw[x�4U oVXY\]~ 

(a)  oXYY>�q_�uTa>B4ZY{�q[\i��B·�89mFG�¹]

]^{ijip~ 

(b)  oXYT_`Ya}ip~ 

§ 1.916 FDAT/B>½i��YÐ��2�¤BPw[xV oXY\]º/½ºU%

�\]Bº~ 

FDATU`$EYU�uTÐ�B§ 10.30YÃÄpqU�j�]�¿B_UbeU89

�uT89¶�B�9YÈ}qÐ��2�¤BPw[xB o¡P��]hm|§}

uc1Y¡}UÐ��2�¤BPw[xB oVXY\]º/½ºU%�\]~ 

§ 1.918  oXYVwv]c1B����TU�V�}iµ¹Ïijipº~ 

Ð�B§ 10.30Y��]Pw[xY�	U oXYVwv]c1B���TU%B.�

�iµ¹Ïijip~ 

(a) Pc\] oXYY�pqU�B oXYB¡P��]_UbeU89�uT89

¶�B�9Uij?Y�B oXYB¡P��]Ð��2�¤BPw[xVWvU��

{�Y�b\]~ 

(b)  oXYm_�uTa>B4ZY{�q[\i��B·�89mFG�¹]]^

V4uj�¸U_`Ya}ipz{V�t\]±²V|�\]~ 

§ 1.920  oXYVwv]c1�|§�¹]U�uT�B>½ic1YÈ\]¢£�¤
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�|§�¹]U/B>½i±²m_ �¹]Bº~ 

 oXYVPc\]c1Y=pq|§�¹]±²=>?�B>½ic1Y�pq|

§�¹]¢£�¤TUÐ�2�¤20YÃÄpq_ VXY�¹]±²VW�¸UzBP

cYÈ,\]ª«¬¤B��{}q_ �¹]{3y\]~ 

§ 1.922  oXYVwv]c1YTU�¹m¡�\]Bº~ 

89rsÍ�o88Ô���RCFSANS�uTa>o:;9Ô���RCVMSB�

��Õ��4}ÅT����Õ��UCFSAN¢�*	$���SB���Õ��U�

uTCVM�9Í¢�*	$���SB���Õ��mU oXYBPcY¡�\]~ 

§ 1.924  oXYVwv]c1YT/B>½i*+Ô�m o�¹]Bº~ 

(a) �+YUÐ�B§ 10.30Y��]��mU oXYVPc\]c1ÎB¡�Y o�

¹]~ 

(b) Ð�B§ 10.30(h)(3)YÃÄ¾UFDATFederal RegisterY.8V�}U|§�¹uc

1YÈ\]±²=>?0�VUc1m���¹]z{Yi�u��Y oXYY>�q

��Vkµ]���B�]hºjB±²=>?0�VWvqUPc\]~ 

(c) Ð�B§ 10.30(e)(3)YÃÄ¾UFDAT� �c1hY��\]~ 

(1) FDAmc1V��}u��TUFederal RegisterY.8V�}U oXY{�B>½

i oXYBË�BsÑ�uT�B��V�\]~ 

(2) FDAmc1V��}u��R����4WXSU FDATc1hY¡\]� ��Y

=pq��Ë�V�b\]~ 

(d)  oXYVPc}q|§�¹uc1B3�¤TU0c1B''R3	ÏU�c	U

��U�uT��SVWvU�+_m��Y�o�¾]>½Y}Uy�EY��\]~ 

§ 1.926 FDAT/B>½i'�� oXYVwv]c1V��}�]Bº~ 

§ 1.918YÃÄpq*À�µj¹]±²RÐ�B§ 10.30 BPw[xVWXSmc1�

|��¹qpip��U�uTU�B oXYY>�q_�uTa>B4ZY{�q[
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\i��B·�89mFG�¹]]^{i]U�]pT�B oXYT_`Ya\]{

FDAm��\]��UFDAT oXYVPc\]c1V���¾]~ 

§ 1.928 FDAm`$EYÐ��2�¤BPw[xV oXY\]�UFDAT/B>½i

*+Ô�YZ½Bº~ 

 oXYm !��]{FDAm`$EY��\]��UFDATFederal RegisterY.8

V�}U oXY{�B>½i oXYBË�V��]~ 

§ 1.930 FDAm��}u oXYTp�!){i]Bº~ 

FDAm��}u oXYTUFederal RegisterY�B oXYB.�m��¹]¦�

Y!){i]~ 

§ 1.932 FDAT/B>½i'�� oXYV�#U�uTl��}�]Bº~ 

 oXYY>�q_�uTa>B4ZY{�q[\i��B·�89mFG�¹]

]^{i]���m�]U�]pTU oXYm_`Ya\]���m�]{FDAm�

�\]��UFDAT oXYV�#\]U�uTl��\z{m�¾]~ 

§ 1.934 FDAm oXYV�#\]U�uTl��\�¾��]{��}u��U/B

>½i��m o�¹]Bº~ 

(a) FDA T%B>½Y.�V¼½~ 

(1) c1Y¡}q���¹u oXYV�#\]U�uTl��\�¾��]{FDAm

��\]��U2�Y oXYVPc}u��YUc1Y=pq�y�¹u1�¨B�

 �.�\]~ 

(2)  oXYV�#\]U�uTl��\�¾��]{B��Y�pqUFDATFederal 

RegisterY.8V�\]~zB.8�2�3¬Õª«¬¤m�µj¹U�¹Y>�U

��È�hTFDAB��YÈ\]|OV� �|§�¾]~ 

(b) FDATU��È�hm �Y2�3¬Õª«¬¤Î� �|§}u|OV%�\]~ 

(c) FDATUFederal RegisterY�yB.8V�\]~zB�yB$)¦T.8B_�¦
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{i]~ 

 

¦�J2014�1¥29¦ 

 

Leslie Kux, 

Assistant Commissioner for Policy 
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