SAMPLE NO.
AFFIDAVIT Not Applicable
STATE OF COUNTY OF
California Alameda
Before me, Aneel K. Sandhu _an emplovee of the Department of Health and Human

Services, Food and Drug Administration. designated by the Secretary. under authority of the Act of January 31. 1923, 43 Statutes
at Large 803: Reorganization Plan No. IV. Secs. 12-15. effective June 30, 1940: Reorganization Plan No. 1 of 1953, Secs. 1-9,

effective April 11, 1953; and P.L. 96-88, Scc. 509. 93 Statutes at Large 965 (20 U.S.C. 3308) effective May 4. 1980: 10 administer
or take oaths, affirmations. and affidavits. personally appeared Trent C. Arsenault . in
the county and state aforesaid. who, being duly sworn. deposes and says:

qoa V) ibdio
[ am Trent C. Arsenault, a irectgd semen donor and-ewnesof Ty bUSiNEss legally named Trent
thin my home located at 38068 Ca

Arsenault. | operate nyi})g I‘} /i%}}ts Drive, Fremont,
aéifomia 94536. My telephone number is (925) 484-4378. M ,busmis been in operation since
2006. I recover my semen fordistrib .i_;f_:.-,_--_-:-‘-»- o". ats-for artificial insemination
4 C1)14)10 ) ) RN oo ol AT, 7 T e — 7
purposés. As the owner and the sole emplo otthe-com :i ave direct knowledge of-and-anr
totalv-responsible-for-at-eperations of m_including but HotH d-toxproviding customers~aith-

information on directed semen donations via my web site (www.trentdonor.com), recovering semen, Teal e sz /&
TCA sereemimgmryset-for-donation, providing blood specimens for communicable disease testingstabeting
©Y1r/19 andpackagingmy recovered semen-for-distrihution to recipients. ATthe current time, Fem-theonly—
Wmmmess.mw NESTSTERED WIT 14

THEe FOoA4 A <9/ 7 C

On August 27, 2010 Aneel K. Sandhu, Andres S. Diaz and Daniel Velasquez, employees of the United
States Food and Drug Administration began an inspec ion of my business. I explained to Investigator
Sandhu, my belief that.ﬁe%igggc\ﬁe%re e/;((er‘x%xnpg? t?%r/n% (e%%lations based on ; 1 CFR Part 1271%1 5 ().
On August 31, 2010, I spoke with Luis A. Solorzano Director of Investigations Branch who explained
to me that my operations did not qualify for the exemption, that | am required to register, and subject to
the applicable regulations in 21 CFR 1271.

' “nti +rally bused “pon 21 CFE 1227.08(¢) cateprefatl e

{ Fhere were lm fed wett e )'7"°C€’2!~wa

\September 2, 2010, September 9, 2010, and

any-writtemrproceduresformy—

During the inspection conducted on August 27, 20
September 16, 2010, 1 told Investigator Sandhu tha

b‘:'; », i

U U) 'Qi .'-‘ '_ - e ars ] -' A G <
|dboratory s testing using thmmp;me_msumandiauewagﬁ&mmwfaﬁmﬁé#m&-

(}H%Sv‘%ﬁﬁs,107177‘2009~5na UB70T72010—Sinmce-October2006,-Hhavene : ‘ - N {—-had—a—ph—ys ‘ ical assessmcnt:

)
AFFIANT'S SIGNATURE AND TITLE

1"“""7" C A/WWM' D]/QECTC/‘) Dororm

FIRM'S NAME AND ADDRESS (Include ZIP Code)

38068 (AMoNV HeT6t 75 PR Fﬂ{fmo,.u7 A C/L/fgé

Subscribed and sworn to before me at F-rmr\'f' CA s
7 (Crty and Staie)
mis g day of SEPT’ 20 O.

L

1 (Employee s Signature)

Employee of the Department of Health and Human Services designated under Actof Junuary 31. 1925, Reorganization Plan IV cffective
June 30. 1940: Reorganization Plan No. 1 of 1933. effective April 11, 1933: and P.1.. 96-88. cfiective May 4. 1980
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SAMPLE NO.

AFFIDAVIT Not Applicable
STATE OF COUNTY OF
California Alameda
Before me, Aneel K. Sandhu _an employee of the Department of Health and Human

Services. Food and Drug Administration. designated by the Secretary. under authority of the Act of January 31. 1925, 43 Statutes
at Large 803: Reorganization Plan No. {V. Secs. 12-15. effective June 30, 1940: Reorganization Plan No. | of 1933, Secs. 1-9,
effective April 11, 1953; and P.L. 96-88. Sec. 509, 93 Statutes at Large 963 (20 U.S.C. 3508) effective May 4, 1980; to administer
or take oaths. affirmations. and aftidavits. personally appeared Trent C. Arsenault ! . in
the county and state aforesaid. who, being duly sworn. deposes and says:

a

o€ e elf-to-en § T free shrysical
A 09 lef [0
] Tﬁﬁ -1 entered into a-eentraetual agreement with Private MD
Labs located 1140 Hammond Drive NE, Building 1. Suite 9100, Atlanta, GA 30328-5338. When I need
testing for relevant communicable diseases, I log into my account on Private MD Labs website and

select the FDA panel. —The-phystera ployed with ate MD Labs evaluate-theroquestand 7 1
a it +rarely-have b ed by the physici ith questions. When the order is approved,

] am notified by the system. I proceed to LABCORP's Patient Service Center located at 2147 Mowry
Avenue, Suite C1, Fremont, CA 94538 where my blood specimen is drawn and sent by LABCORP’s
Patient Service Center-direetty -Corporationrof-Amertea'Vi d-Laboratoriestoecated-at
610T Blue Circle Drive-MimmetonkaMN-for testing. The-testinsresults-arc-reported-directly 1o Private
MPtabvs: 1 am of the belief thaztheeph §i3i2‘x,p; ?&P/}vgte MD Labs evaluate the test results and then
forward the results to me. Thede }%XYOCC(KII‘CS only cover the blood specimens collected on August 28,
2009 and July 28, ZOIWMMMM& [ provided

Investigator Sandhu with my written procedure entitled “STD Policy” dmplemented-en-May-1,-2009,
#hat-deseribes-theseoperations— 7cA 09//6/ 00

0 AN

on-of- Ameries o

Prior-to-Mayv-20069 daid not h v proceguresac ‘i} Y PIroce or COTIE Z-0r-te ing
sampies of btoot-for-eemmunicable diseases—Hewever, [ was seen by my primary care physician or

informed my physicians of the communicable diseases+hat-Lwanted my-blood-speeimes to be tested
T 9 "."‘.',.."- o n-the l: 6,
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A ane o Apomrallanta
d BecHEHS YW o1

rcA CY 6

7 s 0".\/{6/240 ) {V\Cj‘lde W’na et 7 CH o9 /g /O
My firmis-business operations are-as{follows. s contact me through my website.
Recipients must sign and notarize a "Directed Donor Agreement". -Once-verified-thata signed.

agreementtsTrplace; recipients schedule a pick up day,wlqicb—cgppesyaeﬂés-em:en_thmmﬂulaﬁng.

other physicians to obtain laboratory orders for communicable disease testing. | determinedand. ¢

o7/ ey
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AFFIANT'S SIGNATURE AND TITLE

—_ B DIRE(CTED Porcy
ot a.uw*/' Tren7 C ARSEA AT “
N AL 1 TREnon T <A 997 E

38069 CANYov HEFCHTS OK
Subscribed and sworn to before me at 7] AN mf" /.A’

this 17 day of SZ'D—(" ,20 j_D_.‘

( Lha b Santboee

T (Employee s Signature)

{Cinv and State)

Employee ot the Department of Health and Human Services designated under Act of January 31. 1925, Reorganization Plan 1V effective
June 30, 1940; Reorganization Plan No. 1 of 1933, eflective April 1. 1933: and P.L. 96-88. ettective May 4. 1980.
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A .
of when my semen donations were recovere
/)b /2014

i
7/7(;2/40/

SAMPLE NO.

AFFIDAVIT Not Applicable
STATE OF COUNTY OF
California Alameda
Before me, Aneel K. Sandhu . an emplovee of the Department of Health and Human

Services. Food and Drug Administration, designated by the Secretary. under authority of the Act of January 31. 1925, 43 Statutes
at Large 803: Reorganization Plan No. V. Secs. 12-15. effective June 30. 1940: Reorganization Plan No. 1 of 1933, Secs. 1-9.
effective April |1, 1953; and P.L. 96-88, Scc. 509, 93 Statutes at Large 965 (20 U.S.C. 3508) effective May 4. 1980: to administer
or take oaths. affirmations, and affidavits. personaily appeared Trent C. Arsenault ‘ in
{he county and state aforesaid. who, being duly sworn, deposes and says:

' © sy

; ; at they wart to pic
<danation, | the}'l ?ut their name on the calendar reflecting their scheduled pick up. In the event that a
L. v# { (ﬁ 7'% . . .
recipient prefers to have thelr semen donations shipped to them, they pay for the shipping charges and

the shipping kit. W the shipping kit' rom I:I)%rthwest Andrology located
’ @ o 3
at 508 W. 6th Avenue, Siite 6110, Spokane, WA 99204. Mlﬁ:%dgaﬁ%mrd&f:égs the recovered semen;
it is not washed or processed in any way. 1 do not store the recové’fed emén’ it re-praxided freshto—7 <4
.. . . . Jéa o9 ﬁ/,e//o .
—ecipients>The semen is recovered and placed directly into a 4-5-otneessterile specimen cup. I have
purchased sterile specimen cups from Lake Charles Manufacturing located at 4905 Common Street,
Lake Charles, LA 70607. The shipping kit from Northwest Andrology comes with 2-4.5 ounce sterile

specimen cups; 1

aman-a3eand

d to ship-se O 08 P T PU Ond
i - The sterile cup is labeled with "** NOT EVALUTED FOR

COMMUNICABLE DISEASE RISK. TRENT " and the date and time stamp.
ipi { othe i semen-is-picked-up-lecatty: When the

semen is shipped We shipping kit includes "Instructions for Home Semen Collection,
Shipping, and Use." It i$ % dt /egt created by Northwest Andrology .and-adepted-by-my business.

On September 9, 2010, 1 provided to Investigator Sandhu copies of 41 directed donor agreements. [
provided the Inyesti\gatorgangihu wi{? a copy of my calendar which is populated with names of the
recipients who M speglrrﬁere r{(tgé ays that their names are denot&d on the calendar. The -
. >lieved +o ?e Jc

calendar spans the date period of December 22, %99\6 g‘o(}ar ;cnt.mT(Y:xe cdleridar isan accurate reflection
‘ mmdzi Bécember 22,2006 was when | recovered
D and-distributed-my first semen donation to-a-recipient—tatso-denotes-when-speeimens-were locally. 7¢4

i i inients. 1 also provided Investigator Sandhu with a list of the recipient's first
name, last name, and the dates that the directed donor agreements were signed. | have kept this list
current since December 22, 2006. The list contains the names of 60 recipients, including #& names of
recipients who signed a directed donor agreement who did not receive a semen donation. Italso™ %+ o

contains #names of recipients whose directed donor agreements are missing.

7 (A aq//e/[()

om 7¢ 4

INFECTIOUS SUBSTANCES ** US FDA WARNING: ADVISE RECIPIENM
EASUN Ie
me

Th o '///f//c

~*

AFFIANT'S SIGNATURE AND TITLE

Tk € Cooeooiid DIRECTED Dornvore

FIRW'S NAME AND ADDRESS (Include ZIP Code)
38068 (ANMTONMN  HEIGHTS DK FrEmonT CA
TRENT ApSenvAu 7 “795(26

Subscribed and sworn to before me at m‘f 2 m s
(Citdand State)
wis s ayor_SEDRE
1

Employee ot the Department of Health and Human Services designated under Act of January 31. 1925. Reorganization Plan 1V effective
June 30, 1940: Reorganization Plan No. | of 1953, effective April 11. 19533 and P.L.. 96-88, eticctive May 4. 1980.
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SAMPLE NO.
AFFIDAVIT Not Applicable
STATE OF COUNTY OF
California Alameda
Before me. Aneel K. Sandhu . an employee of the Department of Health and Human

Services, Food and Drug Adminisuration, designated by the Sceretary. under authority of the Act of January 31. 1925, 43 Statutes
at Large 803: Reorganization Plan No. IV. Secs. 12-15, effective June 30, 1940: Reorganization Plan No. 1 of 1933, Secs. 1-9,
effective April 11, 1953; and P.L. 96-88, Sec. 509, 93 Statutes at Large 963 (20 U.S.C. 3308 effective May 4, 1980: to administer

or take oaths. affirmations. and affidavits. personally appeared Trent C. Arsenault : . in

the county and state aforesaid. who, being duly sworn, deposes and says:

I provided Investigator Sandhu with communicable disease testing results dated 10/04/2006,
12/18/2006, 01/21/2008, 12/29/2008, 05/05/2009, 08/28/2009, and 07/28/2010. On September 2, 2009,
I stated to Investigator Sandhu that I was-not tested for communicable disease agents in 2007.

¢ owld not Find copits v
7 A O C?//e//()

L have I’fféto( FfAs s tatfenernF aﬁfzc/ aqgree +he £

+ « A
| S +fm€ QV\(;{ aclal a 7(_€I

Teq i) 1b)zero

AFFIANT'S SIGNATURE AND TITLE

W D]REC TE D DO/VO/L

FIRM'S NAME AND ADDRESS (Include ZIP Code)
TRENT ARSENAUCT R | o
28068 CAWYoN HEIEHTS LI FREMONMT c4 943G

Subscribed and sworn to before me at Fﬁ £ erv T / < A

. s Cinvand State) ‘ ’
this /f) day of 5 Ep 4 ,20 /O /M,W

Tt s
oo AKE

Simporee s Signaire) e7/[ ly/Q ‘

ez,

AV}

Employee of the Department of Health and Human Services designated under Act of January 31, 1925, Reorganization Plan IV effective

June 30. 1940: Reorganization Plan No. 1 of 1933. effective April 11, 1953: and P.L. 96-88, ettective May 4. 1980.
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