Activate™ Matrix
Placental-Derived Allograft

DONOR SCREENING AND TESTING

The enclcsed donated human basua allograft suppliad by Nvislon Is for use by, or
on order for, alicensed phvslclan for alngle patient use on a slnols sccaslon
only, The doncr and donor fissue have been subjecled io biological and medical
screening to guard against the possibility of reciplent exposurs o, or transmission

of, communicable diseases or exclusionary medice) conditions. These sciaening
proceduras are performed in accordance with siandards, regulations, statutes andfor
directives of lhe American Assoctetion of Tissue Banks {AAT8)!, tha U.S. Food and
Drug Administration (FDAY, applicable Stale Licensing Agencias.

Communicable dissase festing on a qualified donor blood sample was

performed by a laboratory reglsterad with FDA to petrform donor testing and

cerfified to perform such testing on human specimens In accordance with he

Clinlce! Laberatory Improvement Amendmenis of 1988 (CLIA) and 42 CFR

Part 493, or thet has mal equivalent requirements as detennined by the

Cenlars for Medicara and Medicakd Services (CMS), Al required

communicable diseese tests iisted baiow wers found (o be nonreactive or
negative:

-Human immunodeficiency Virus (HIV)

HIV-1/2 Antibodles {HIV-1/2-Ab)

Nuclelc Actd Test for HIV-1 RNA (HIV-1 NAT)
-Hepatills B Virus {HBV)

HBV Surface Antigen (HBsAg)

HBV Core Antibody fgG & IgM (HBoAD)

Nuclele Acld Test for HBY ONA (HBY NAT)
sHepatitls C Virus (HCV)

HCV Antibody (HCVAD)

Huclele Acid Tesl for HCV RNA (HCV NAT)
-Byphllis*

Rapld Plesrna Reagin Screen (RPR) Or-
Serologlc Test for Syphils (STS) -Or-
Fuorescent Treponemal Anfibody (FTA) Or-
7. palidum G

“Wast Nlle Virus (WNV NAT)

*Tissues from a donor whose blood epecimen s unsultabla for the ron-treponemal
sereaning assay, tuch as the RPR test, or with a reactive result from the non-
treponemal screening assay, are cleared for trensplanlation use only when the result
from the ireponamal-specific (confirmatory) assay is nionreactive.

Non-required screentng tests for exposure to other viruses or parasiles such as
those lisled below may have been perfcrmed on the donor by health care provider or
othar agenclas Involved In tha donation process. A negativeinonreactive rasult s
not required for these tests other then HTLY W1 -Ab; however, all donors are
aveluatad on a case-by-case basis by the Medical Director.

*Human T-Calt Lymphotroplc Virus Il Antibody (HTLV-I/I-Ab)
-Gytomegalovirus (CMV Ab lgG & IgM)

«Epstain Barr Virus (EBV Ab lgG & ighl)

-Toxoplasma gondii (Toxoplasma Ab lgG & Igh)
-Trypancsoma cruzi {T. cruzi Ab IgG & IpM)

All racords and test data hag been reviewed by the menufacturer's Medical Director
[Meensed physiclan) and the afiograft hes bean desmad suilable for ransplantafion.

Should the end-user require infomation? regarding medcal background screening of
production, & formal request should be madein writng bo:
Mvision Blomedical Technclogles, 4590 Lockhid Belma Rd, San Antonlo, TX 78249,

Allograft Package Insert
Read Before Using

PROCESSING AND STERILIZATION

Al tissua s recovered and processed ushg aseptic techniques. This aseptic handiing of
the Gssue continuas throughoul procassing. This allografl was prepared from DONATED
HUMAN TISSUE thal was procassed using asepiic technloues In a controlled, clean
envirenment. The manufacturer incorporatas ferminal starilzalion by axposure to
Gamma irradiation foliowing production. Final relaase s basad on microbiologleat
analysls of a valdaled sleriization process.

DO NOT RE-STERILIZE

PACKAGING AND LABELING

A serlalized inventory contrcl number for tracking and traceabifty uniquely |decfifies
dishibuted grafts. Tids geat 's packaged in sterfa, single patiant use pouches and the lot
number {donor ID), explration date, description, product code, elze, and additional
Information arefistsd on the patkaga label.

PRECAUTIONS AND POSSIELE ADVERSE EFFECTS

This affograft may contaln frace amounts of PBS, and IPA, procassing eokdions, andior
reogents, The allograft may hava coma in contact with lalex gloves during processing
which may cause an allergic reaction.

Individuals whih known sensitivitles to any of these agenta ghould nof receive
this allograft.

By receiving tissues, the facility or praclitioner accepts the responsibiiity for proper
storaga, bandfing, use, and lissue tracking. Nvision and the manufaclurer essumes
no responshility for the ¢linkcal use of this Ussue,

Although afl efforts have besn mede to ensure the safety of the allogralt, current
{achnologfes may not preclude the transmission of ai diseases. Extersive donor blood
senim lssting, medical and soclal history screening procedures, and tissua microblological
testing have baen used in the elighiity and suitabiity qualiicalon of ol Essue donors.
Desplte the extsnsive Ussue donor selection and qualification procasses used in providing
:lgt‘mua greft, ransmission of an infectious dissase through the use of this tissue praftis

Posshio adverss efiects indudey
1)  Complications associaled with surgery such as hemaloma, nfection, and
other complications;

2} Immune rejeciion of the inboduced Bssue; and
3)  Thekensmission of known pathogens Including Humen kmmunodefidency
Vinus 172, Hepatifis B and C, Human T-Lymphotropic Vius 1 and 2, Syphilis,
bacieda, and fingus.
The paisntis b be made awere of general risks essociatad with trealment and possible
adverse efiocts. Thera ane no guarantsss reganding biological or biomachanical properties
ofthe provided product.

Any adverse outcomes potentially attributable te this
graft must be reported immadiataly to Nvision
Biomedical Technologies at 210-545-3713, or at
Regulatory@Nvisionblomed.com.



CONTRAINDICATIONS
Confraindicalions for the usa of fils allogralt incude, but are not fimited foc
{}  Thepresence ofinfaction &l the surgical sits andfor distant faci of Infections

that may spread bo e surgica! site;

2)  Uncocperative palient or e paten! with reurcioic disorders who fs incapatie
of bollowing cirectons, Inclucliy welght control and actvity levels;

3)  Pregnancy

STORAGE

Activate™ Matrix packaged In a foll packaging system should be stored
tn a ¢lean, dry place at a controlled amblent temperature of 15-30°C {66-
86°F). DO NOT FREEZE or REFRIGERATE,

Soo package label for expirallon date. It is the respenslbliily of the
hesithcare facility and/or the end user to maintain ihla allograft in the
appropriate storage conditions prior to transplant.

PRECAUTIONS
The allograft was processad and packaged geeptically and must be
handled in an aseptic manner to prevent contaminalion.
Once the user braaks the seal, the allograft MUST be
transplanted (If appropriate) or discarded.
Bacause of polential viclations of steriliy, this product must not be
used under the following conditions:
» The explration date has been exceeded;
«  The product contalner is not labeled, or the label's
information is obliterated or defaced;
¢ The product has not been stored according to acceptable
storage condltions mentioned under “Slorage”; and/or
e |fany of the package or product elemenis appesr to be
missing, damaged, lllegible, or tamperad with,
If any of tha aforementionad conditions exist or are suspected, this
allograft should NOT, be usad and Nvision should be notified
Immediatsly.

INSTRUCTIONS FOR USE

Once the package seal has been compromised the issus shall be either
transplanted, If appropriate, or otherwise discarded, Used allogral
pouches should be disposed of in accordance with recognized
procedures for discarding medical waste malerial.

1. Thoroughly inspect the outer packaglng prior to opening to ensure
that the integrity has not been compromised.

2. Carefully open the outer non-stenle packaging. Paperwork and the
outer packaging are non-sterdle items and should be handled
appropiately.

3. Using appropriate aseplic technique, open the auter foll pouch
and daliver the inner most sterlle sealed pouch conlalning the
graft mataria! {o the sterile fisld.

4, Using sterile techniqus, open the Inner slerlle sealed pouch and
deliver the graft 1o the sterile fleld,

5. Graft may be placed within tha surgical site without any rehydration.
In the event rehydrallon is necessary, il Is recommended thal
normal saline or sterits water be utiized.

6. Altograft must be used within 8 hours of opening or Fydration. If not,
It must be discarded.

PATIENT RECORD

Complete the enclosed Allograft Tiasue Ullfizalion Record Card and
return it to Nvisfon, It Is the responsibility of the end-user la provide
this Information, which enables Nvision to malntaln records for
purpose of tracing the product from receipl fo transplant or any other
final dispositien (e.g., product nol used and discarded} as required by
govemment regulallons and Indusiry standards.

Use the peel-off stickers provided for ihe patient's records.

CONTACT INFORMATION

Donor Sultability Determlination Made By:
Sequence Life Sciencs, Inc.

4590 Lockhill Selma Rd

San Anlonlo, TX 78249

210-545-3713

Tissue Processed By:
Sequenca Life Sclence, inc.
4590 Lockhill Selma Rd
San Antonle, TX 78249
210-545-3713

. Btandads o Thesus flanking; Amasican Astodlafion of Tiaswe Bants, Cunent Edlon

2. Coda of Federal Reguistions, Tiie 21 Past 1271 - Donor Edghilty mid Good Tiesus Practos (OTP)
tegutatons for Human Cals, Tissus, end Celubr end Tiasve-Elasad Products (HCTIP), U8, Food end
g Administration, Curment

3. Inkormetion hal would nige upon the donar's conkdenkally rights s aackaded om inbrmalon providad per

HIFAA
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