EXHIBIT 2-2 INVESTIGATIONS OPERATIONS MANUAL 2015

Pursuant to (Check appicabie Section(s)) ] Section 304{h) of the Federal Food, Drug and Cosmetic Act (FDAC Act),

[] Section 304{g) of the FD&C Act, [[] Sections 402 and 4090 of the Faderal Meat Inspection Act,

[ Sections 1% and 24(b) of the Federal Poutry Inspection Act, andor [] Sections 19 and 23(d) of the Federal Egg Products Inspaction Act,
the artcie(s) isted In Diocks 10 - 12 Delow on this MM MUSE Not De USed, MOVad, altered o tamparad with In any Manner uNng the datention period
without The writen permission of an authonzed represantative of the Secretary of e U.S. Dapartment of Health and Human Sarvices, except that,
pursuant to Section 304(g)(2X(B) of the FD&C Act, 1) 3 device may be moved and processed under 21 CFR B00.55(h)(2), and 2) 3 drug may be moved
and processed under 21 CFR 1.380(n)(2). An article of food detained pursuant 1o Saction 304{h) of the FDAC Act shall not be consumed, moved,
aherad of tampered with In any manner uring the detention perod, unless Me detantion order is first moaMled under 21 CFR 1.381(c).

10. NAME OF DETAINED ARTICLE(S) 11. SiZE OF DETAINED LOT

1a. DISTRICT ADDRESS 1c. NAME OF DisTRiCT DiRector . |

DEPARTMENT OF HEALTH AND HUMAN SERVICES !
FOOD AND DRUG ADMINISTRATION [1d. ENMAIL ADDRESS ;
DETENTION ORDER 75 PRONE NUWSES T FAX NOWEER g

2 WAME OF CUSTODAN T DETENTION ORDENNOWEER | 2
TO: DO ;
|3 TiTLE OF CUSTODIAN aWWE
I M |

6. ADDRESS (Svest, Xy, Siate, 2P Coos) 9. MAXIMUM DETENTION *
DAYS ;

&

s

i

| TZ DETANED ARTICLE(S) LABELED [Inciuge Master canon Label]

[ 77- NAME AND TITLE OF PERSON WHO APPROVED THE DETENTION ORDER

[ Refrigerated at °F O Amolent reiated stomge conditions; Speciy):
| NANE OF FDA EMPLOYEE (Type or prng) TITLE (FDA Empioyee) SIGNATURE (FDA Empicyee)
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12 DISTRICT ADDRESS 1. NAME OF DISTRICT DIRECTOR |
DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION 9 ENMAIL ADDRESS
DETENTION ORDER 0. PHONE NUNBER 2. FAX NUNEER
= RANE CF CUSTODIAN 3. DETENTION OFDER NOMBER. |
TO: DO
4 TITLE OF CUSTODIAN S TELEPHONE NUWBER
& DATE AND HOUR DETAINED
1 7- FIRNNANE am
pm
& ADDRESS [Sves, Cfy, Siate, 2P Code) 5. MAXIMUM DETENTION

Pursuan: to (Check appiicabie Sectionys)) [] Secton 304{h) of the Federal Food, Drug and Cosmetic Act (FDAC Act),

[0 Section 304g) of the FDA&C Act, [] Sections 402 and 4090 of the Federal Meat Inspecton Act,

[] Sections 12 and 24(b) of the Fedearal Poulry Inspection Act, andor [T] Sectons 19 and 23(d) of the Federal Egg Products Inspaction Act,
the aricie(s) listed In blocks 10 - 12 Delow on this form must not De used, moved, altered or tamperad with In any manner during the detention period
without e writlen permission of an authoned representative of the Secretary of e U.S. Dapartment of Haalth and Human Senvices, except that,
pursuant to Section 304(g)(2XB) of the FD&C Act, 1) a device may be moved and processed under 21 CFR 800.55(h)(2). and 2) a drug may be moved
and processed under 21 CFR 1.580{n){2). An articie of food detained pursuant to Saction 304(h) of the FD&C Act shal not be consumed, moved,
aherad or tampered With In any manner during the detention period, uniess Te detention order is first modifled under 21 CFR 1.381(c).

| 10" NAME CF DETAINED ARTICLE(S) 11. SiZE OF DETAINED LOT

[T OETARED ARTICLES) LABELED (clugde Masier Canon Labell T3 APPROXNNATEVALDEGF LOT |

75, REASON FOR DETENTION 5. DETAINED ARTICLES) STORED AT (Name, Adaress, 2 coos) |
17. NAME AND TITLE OF PERSON WHO APPROVED THE DETENTION ORDER 18. APPROVAL OF DETENTION ORDER
[ wirmen [ veta
|13 NAME AND ADDRESS OF ARTICLE|S) OWNER 20. NAME AND ADDRESS OF INITIAL SHIPPER OR SELLER

. 22. NAME OF CARRIERS
OR SELLERS (Continue in Remarks, If necassary)

23. DATE LOT SHIPPED

26. PACKING PLANT USDA NUMEER

[ =7 OESTRIPTION OF SANPLE

[ 28 STORAGE OF DETAINED ARTICLES [Select apDvopviale — Per 21 R J03D) 7], e detaned arbcies must be Siored Dy only tese memods.)

[ wa [ Frozen [ other (For non-temperature
[] Refrigerated at “F [ Amoient relaiEd sirege conauions; Speci)):
NAME OF FDA EMPLOYEE (Type or pring) TITLE (FDA Empioyes) SIGNATURE [FDA Empioyes)
FORM FDA 2289 (9/14) PREVIOUS EDITION IS OBSOLETE DETENTION ORDER 2
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Secnon 304{h) of the Food. Drug and Cosmeuc Act i quored appeal all of the materials, data and Information that you would

Dbelow:

“(h) Administrative Detention of Foogs.

(1)Detention Authorty.

{A) In general. An officer or qualified empioyee of the Food and Drug
Agministration may order the oetention, In accordance with this
subsection, of any articie of food that Is found durng an Inspection,
examination, or investigation under this Act conducted by such
officer or qualifed employee, If the ofMcer or quaifed empioyee has
reason 10 belleve that such articke s adulterated or misbranged.

(B) Secretary’s approval. An articie of food may be orderad detaned
unger subparagraph (A) only If the Secretary or an official designated
by the secretary approves the order. An officlal may not be so
designated unless e officlal is the direcior of the district under this
Act In which the articie Invoived Is located, or Is an ofMcial senlor to
such director.

{2) Period of detention. An aricie of food may be detalned under
paragraph (1) for 3 reasonable period, not to exceed 20 03ys, Uniess
a greater period, not 1o exceed 30 aays, is necessary, to enabie the
Secretary o Institute an action under subsection (a) or section 302.

The Sscretary shall by reguiation provide for procadures %or Instituting
such action on an expedifed basis with respect to perishable foods.

(3) Security of detained artice. An order under paragraph (1) with
respect 10 an anicie of 1000 May require that such article de labeled
or marked as detained, and shall require that the articie be removed
1 a secure facilty, 3as appropriate. An articie subject 10 such an order
shal not be transfemed by any person from the piace at which the
articie Is ordered detained, or from the place to which the article is 50
removed, 3s the case may be, until raleased by the Secretary o untll
the expiration of the detention penod appiicabie under such order,
whichever occurs first. This subsection may not be construed as
3 hne of the articie pursuant to the execution of a
bond while the articie Is subject 10 the order, and section 801(0) does
not authorize the gelivery of the anicle pursuant o the execution of 3
bond while the articie Is subject to the order.

(4) Appeal of detention orger.
{A) In general. With respect 10 an article of food ordered detained under
paragraph (1), any person who would be eniitied 1o be a claimant for
such article ¥ the article were selzed under subsection (3) may appeal
e orger © the Secretary. Within five days after such an appeal s
filed, the Secretary, after providing for an Informal hearing,
shail confirm or terminate e order involved, and such confirmation by

mbwﬂummm you may ako request a
hearing as part of the appeal by flling a timely notice of Intent to
request a hearing and then noting your request for a hearing as
part of your appeal. Pursuant to 21 CFR 16.26, a request for a
hearing may be denled, In whole or In part, If the Presiding
detsrmines that no
has been ralssd by th

of

policy or law. If you requesat a hearing as

you should submit with your appeal and

tnom data. and Information that you

a genuine and substantial Issue of fact

of the detsention and any other information

m”wmubmmmnm'
a

il

for a hearing. If your appeal Is denied,
getermination of summary judgment will be
explaining the reasons for denlal. If you do not request
a hearing as part of your appeal, you should submit with your

ike the Presiding Office to consider when deciding your appeal.

Secmon 1.401 and 1.402 of Tivle 21, Code of federal Reguiavons,
are gquored below as nouce of opporunny for appeal and a
regularory hearing for adminsIrauve derennon of foods:

“Seclion 1.401 Who Is entitied to appeal?
Anypersonwnowoudneenmedmneaciamantmmemeor

food, If seized under section 304(3) of the FDAC Act, may appeal a
detention order as specifed In section 1.402. Procedures for
establishing entitiement to be a claimant for purposes of section
304(a) of the FD&C Act are governad by Supplemental Rule C to
the “Federal Rules of Civl Procegure.”

Sec. 1.402 What are the raquirements for submitting an appeal?
*(a) If you want ID appeal a Gelenbon Ofder, you MUS! SUDMIT your
appeal In wniing o the FDA District Director, In whose disirict the
detained articie of food Is located, at the malling agdress, e-mall
aodress, or fax number identifed In the detention order according
to the folowing applicable timeframes:

(1) Penshadle food: If the detained articie Is 3 pershable food, as
defined In saction 1.377, you must fie an appeal within 2 calendar
days of recelpt of the detention orger.

{2) Nonpenshadle food: If the detained article Is not a penshable
food, as defned In section 1.377, you must flie 3 notice of an Intent
to request a heanng within 4 calendar days of receipt of the detention
order. If the notice of Intent is not flied within £ calendar days, you
will not be granted a hearing. If you have not filed 3 timely notice of
Intent to request 3 heanng, you may fie an appeal without 3 hearing
request. Whether or not It Includes a request for hearing, your appeal
must be flied within 10 calendar days of receipt of the detention
order. () Your request for appeal must Include 3 verfied statement
identifying your ownership or proprietary interest In the detained
ariicie of food, In accordgance with Supplemental Rule C 10 the Fegeral
Ruies of CMil Procedure.

{c) The process for the appeal of a detention order under this
saction terminates ¥ FDA Institutes either a seizure action under
section 304(a) of the FD&C Act or an Injunction under section 302
of the FDAC Act (21 U.S.C. 276) regarding the article of food
Invoived in the detention order.

(d) As part of the appeals process, you may request an informal
hearng. Your request for a hearing must be In writing and must be
Included In your request for an appeal specified In paragraph (3) of
this section. If you request an informal heanng, and FDA grants
your request, the hearing will be held within 2 calendar days after
the date the appeal Is fled.”

Any Informal hearing of 3 detention order for food must be conducted
as a regulatory hearing under 21 CFR Part 16 as modified by section
1.403.

For more Information, please see 21 CFR Part 1, subpart K and 21
CFR Pan 156.

Secrion 304(g) of the Food, Drug and Cosmenic Act is quoted
below:

(g)(7) if gurng an inspection conducted under secton 704 of a faclity
or 3 vehicie, a device, drug, or obacco product which the officer or
empioyee making the inspection has reason 1o defleve Is adulerated
or misbranded Is found In such faciity or vehicie, such officer or
empioyee may order the dewvice, drug, or tobacco product getained (In
accordance with reguiations prescribed by the Secretary) for a
reasonable period which may not exceed twently days uniess the
Secrefary determines Mat a period of detention greater than twenty
days Is required o Institute an aclion under sudsection (3) or section
302, In which case he may authorize a detention period of not 1o
excead thirty days. Reguiations of the Secretary prescribed under this

paragraph shall require that bafore a device, drug, or tobacco product
may be ordered detained under this paragraph the Secretary or an
officer or empioyee designated by the Secretary approve such order. A
detention order under this paragraph may regquire the labeiing or
marking of a device, drug, or tobacco product during the period of its

{Confinued on the reverse of this page)
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detention for the purpose of ldentifying the device, drug, or tobacco
product as detained. Any person who would be emiftied to claim a
devics, drug, or 1obacco product If it were seized under subsection (3)
may appeal to the Secrefary a defenfion of such device, drug, or
tobacco product under this paragraph. Within five days of the date an
appeal of 3 detention Is fled with the Secretary, the Secretary shall

aner affording opportunity for an informal hearing by order confirn the
detention or revoke i

(2NA) mtammwm).am.mg.a
tobacco proguct subject to a detention order issued under paragraph
{1) shal not be moved by any person from the place at which It is
orgered gatained until -

*(I) released by the Secretary, or

“(ll) the expiration of the detention penod appilcabie to such order,
whichever occurs first.

*(B) A device subject 10 3 detention order under paragraph (1) may
De moved -

(1) may be moved -

*{l) In accorgance with reguiations prescribed by the Secretary, and
(i) ¥ not In final form for shipment, 3t the discretion of the manufacturer
of e device for the purpose of compieting the work required toput it In
such form.”

Secuon 800.55(g)(1)-{2) of Tike 21, Code of Federal Regulanons, Is
quored below as nowce of opporiunay for appeal and a reguiatory
heanng:

“(g) Appeal of 3 detention order.

(1) A person who would be entitied to claim the devices, If selzed,
may appeal a detention order. Any appeal shall be submitted In
writing o FDA Disirict Direcior in whose district the devices are
located within S working days of receipt of 3 detention order. If the
appeal Includes a request for an Informal hearing, as defined In
Section 201(y) of the Act, the appellant shall request elther that a
hearing be heid within 5 working days after the appeal s fled or that
the hearing be held at a Iater date, which shall not be |ater than 20
calendar days afer recaipt of the catention order.

{2) The appellant of 3 getention orger shall state the ownership or
proprietary Interest the appefiant has In the detained devices. If the
detained gevices are located at a place other than an estabiishment
owned or operated by the appefiant, the appeliant shall Include
documents showing that the appellant would have legitmats
authortty to claim the devices I selzed

Any Iinformal hearing on an appeal of a detention order for devices
shall be conductad as a reguiatory hearing under 21 CFR Part 16,
with cenain exceptions Described in 21 CFR § 800.55(g)(3).

Secoons 402 and 408(D) of the federal Mear Inspecmion ACT IS
quoted beiow:
“Sec. 402. Whenever any carcass, part of a carcass, meat or meat food
product of cattle, sheep, swine, goats, horses, mules, or oMer equines
ummwnmmemaammm«
any dead, dying. disabled, or dseased caftie, sheep, swine, goat, or
mmmmw:mammmmnmemmmmm
any premises whes It Is held for purposas of, or during or after
distribution In, commerce or omeraise subject to Title | or Il of Mis Act,
and there is reason 10 believe that any such articie is agulerated or
misbranded and is capable of use as human food, or that it has not
been Inspected, In violaton of the provisions of Tiie | of this Act or of
any omer Federal law or e laws of any Siate or Temtory or e Disinct
of Columbia, or !at such articie or animal has been or Is Intended 10 be,
distributad In vioiation of any such provisions, & may be detained by
such representative for a pesiod not to exceed twenly days, pending
action under Section 403 of his Act or notiication of any Federal, State,
or other govemmental authorties having jurisdiction over such articie or
animal, and shall not be moved Dy any person, firm, or corporation from
e piace at which It is located when so detalned, untl reiease by such
repregeniafive. All officlal marks may be reguired Dy such
represeniative to be removed from such aricie or animal before It is
released uniess It appears 10 the salisfaction of the Secretary that the
articie or animal s elgibie 10 retain such marks. (21 U.S.C.672)

Sec. 408,

(b) The detainer authonty conferred by Section 402 of this Act shall
apply to any authorized represeniative of the Secretary of Health
and Human Services for of the enforcement of the
Federal, Food, Drug, and Cosmetic Act with respect to any carcass,
part thereof, meat, or meat food product of cattie, sheep, swins,
goats, or equines that is outside any premises at which inspection
Is being maintained under this Act, and for such purposes the first
reference to the Secretary In Section 402 shal be deemed to refer
to the Secretary of Health and Human Services. (21 U.S.C. 679)

Secrions 18 and 24{b) of the Poulry Products Inspecnion ACT s
guored below:

“Sec. 13. Whenever any poultry product, or any product exempted from
the defnfion of 3 poullry product, or any dead, dying, disabled, or
diseased poultry is found Dy an awthonzed representative of the
Secretary upon any premises whese i is held for purposes of, or during
or afier distribution In, commerce or otherwise subject to this Act, and
there Is reason f0 Delleve that any such aricle s aduferated or
misbranged and is capable of use as human food, or that it has not
been Inspected, in violaion of the provisions of Mis Act or of any other
Federal law or the Laws of any State or Temory, or the District of
Columbdia, or that It has been or is Intended 10 be, dsrbuled in viclason
of any such provisions, It may be detained by such representatve for a
period not to exceed twenty days, pending acion under Section 20 of
this Act or nofification of Any Federal, State, or other govermmental
authorties having over such arlicie or . and shall not
be moved Dy any person, from the place at which It Is located when s0
detained, until released by such representiative. All ofMcial marks may
be requirad by such representatve 10 be removed from such arice or
poulry before It s released uniess I appears 0 the satistaction of the
Secretary that the aricie or poullry Is eligibie o retaln such marks.”

Sec. 24,

“(b) The getainer authorty confermed by Section 19 of this Act shall
apply to any authorized representative of the Secretary of Health
and Human Services for of the enforcement of the
Federal Food, Drug and Cosmetic Act with respect to any poustry
carcass, Of part or product thereof, that Is outsice any ofmcial
establishment, and for such purposes for first reference to the
Secretary In Section 13 shall be deemed to refer 10 the Secretary of
Health and Human Services.”

Secrions 18 and 23(d) of the Egg Products Inspecmon AcT is
guored below:
“Sec. 19. Whenever any eggs or egg products subject o the Act, are
found by any authorized representative of the Secrefary upon any
premises and there Is reason 10 Delleve that they are or have been
processad, brought, soid, possessed, used, transported, or offerad or
recelved for sale or n vioiation of Mis Act or that they
are in any other way In vioiation of tis Act, or whenever any restricied
capable of use as human food are found Dy such a
reptesem in the possession of any person not authorized to
acquire such eggs under the reguiations of the Secretary, such aricies
may be detained by such representative for 3 reasonable period but
not 10 exceed twenty days, pending action under Section 20 of this Act
or notification of any Federal, State, or other governmental authorities
nmgpnmmammaasmmumnyam
person from the place at which they are located when 50 detained untll
released by such reprasentative. All oficial marks may be required by
such representative to be removed from such articies before they are
released unless It appears to Me satisfaction of the Secretary that e
articies are eligibie 1o retain such marks.”

*Sac. 23(d). The detainer aumonty confamad on representatives of
the Secretary of Agriculture by Section 13 of this Act shall apply ©
any authonzeg of the of Haa™h and Human
Services for the purposes of paragraph (d) of Section S of this Act,
with respect 0 any 2ggs or egg products that are outsige any plant
processing egg products.”

(Continued an next page)
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Secmon 1.980(g){1)-{2) of Tizle 21, Code of Federal Regulamons,
Is quored Delow as nouce of opportunny for appeal and a
reguiarory hearnng for admmnisiranve derenuon of drugs™

“(g) Appeal of a getention orger. (1) A person who would be entitied
to cialm the drugs, If selzed, may a detention order. Any
appeal must be submitted In writing to the FDA District Director In
whose disinct the drugs are located within 5 working days of receipt
of a getention orger. If the appeal Includes a request for an informal
nearing, 3as defined In section 201(x) of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 321(x}). the appeliant mus! request either
that a heanng be held within S working days after the appeal Is filed
or that the hearing be held at a later date, which must not be later
than 20 calendar days after receipt of a detention orger.

{2) The appellant of 3 detention order must state the ownership or
proprietary interest the appeliant has In the detained drugs. If the
detalned drugs are located at a place other than an establishment
owned Oor operated by the appeilant the appellant must include
documents showing that the appeilant would have legitimate authonty
10 ciaim the drugs If selzed "

Any Informal hearing on an appeal of a detention order for anugs shall
be conducted as 3 reguiaiory hearnng under 21 CFR Pant 16, with
certain exceptions Descrived In 21 CFR § 1.980{gN3)."
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