Document: Revision:
) L. LB-140 RO1
Samaritan Biologics - :
Effective Date: Change Notice:
August 31, 2023 122

MLG COMPLETE (TIDES MEDICAL) INSTRUCTIONS FOR USE

Page: 1o0f3

Description:

Material Specification:

Supplier Information:

MLG Complete Instructions for Use (TIDES MEDICAL)

8.5” x 11” Flat — Finished Size
Prints Two Sides

Print as needed

Catalog/Supplier #: None
Packaging Requirements: None
Storage Conditions: None Required
Transit Conditions: None Required
Use by Date: None Required
Retain Requirements: None Required

Dimensional Requirements:

8.5” x 117 Flat — Finished Size

Other Requirements: Digitally Printed
Graphics: See Page 3
Inspection Requirements: Form-042

DOCUMENT CHANGE HISTORY
Change

Revision Notice Effective Originator

No. No. Date Description of Change Name

ROO 120 8/14/2023 New Document Jerry Chang

Added sheet scaffold language and
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mlgcomplete™

tidesmedical

DONATED HUMAN TISSUE

RESTRICTED T'0 USE BY OR ON THE ORDER OF A LICENSED
HEALTHCARE PROFESSIONAL {physician, dentizt. podiatrist,
optometrist, nurse practitioner or physician azsistant).

[STERILE | R|

Sterilized by Irradiation

The MLG-COMPLETE™ membrane 13 a semi-transparent,
collagenous amnionichorion membrane allograft obtamed with
consent from healthy mothers during cesarean section delivery. The
MLG-COMPLETE™ membrane is derved from placental fissue.

The MLG-COMPLETE™ membrane 15 processed using asephe
techniques, freated with a buffered salt and detergent solution, and
dehydrated. The allograft 15 asephically packaged m a peel pouch
within a peel pouch configuration. The allograft has been stenlized
using Electron Beam radiation and secured in an outer container.

INTENDED.TUSE

The MLG-COMPLETE™ membrane is intended to serve as a
sheet scaffold and barrier that provides protective coverage from the
swroundmng exvironment for the management of acute and chrome
wounds.

CONTEAINDICATIONS

The MLG-COMPLETE™ membrane should not be used on (1)
areas with actrve or latent mfection and/or (2) a patient with a
disorder that would create an unacceptable risk to their health
while usmg this product. Thes allograft has not been tested in
combination with other products.

DONOR ELIGIBILITY

MLG-COMFLETE™ membrane 15 recovered from quahfied donors
and processed using asephic techniques in accordance with federal,
state, and'or international regulations. Each domor is sereened
and tested for commumeable disease risks and other exchisionary
medical conditions. The results of the donor screening and testing
have been reviewed by the Medical Duector (or kicensed physician
designee) of Surgenex, LLC. and the donors hawve been deemed
ahigible for transplantaheon

Communicakle disease testing is performed by an FDA-registerad
laboratory certified to perform such testing on human specimens
under the Clinical Laboratory Improvement Amendments of 1988 (42
USC. 263a) and 42 CFE part 493, or that has met equivalent
requirements as determimned by the Centers for Medicare and
Medicaid Services in accordance with those provisions. Results from
the following infectious disease tests have been found to be

nonreactve or negative:
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Human Immunodeficiency Virus: (HIV)
HIV-1/2 Antibodies (HIV-1/2-4b)
Mucleic Acid Test for HIV-1 ENA (HIV-1 NAT)
Hepatitiz B Viru: (HBV)
HBV Swface Antigen (HBsAg)
HBV Core Anthbody (I2G & IgM) (HBeAb)
Mucleic Acid Test for HBV DNA (HEV NAT)
Hepatitis C Virans (HCV)
HCV Antbody (HCVAD)
Mucleic Acid Test for HCV ENA (HCV NAT)
Human T Cell Lymphotrophic Virus LTI
HTILV-IT {Antbedy HTLV-ITI-Ab)
Syphiliz+*
Fapid Plazma Feagin (FFR) Screen
T. Pallidum Igl
West Nile Virus (WNV)
Mueleie Acid Test for WHNV ENA (WHV NAT)
*A donor with a reactive result for the HTLV-ITI Antibody fest is cleared for
transplantation wse only when the result from a confirmatory assay is nonreactive.
**4 domor whose blood specimen is unsuitable for the non-freponemal scresning
assay, swch as the BPR west, or with areactive result from the pon-treponemal screening
assay, &5 cleared for mansplantation use anly when the remlt fom the Teponemal-
specific (ponfirmatary) assay is nomreactive.
Screening tests for exposure to other viruses or parasites such as those
listed below may have been completed. A negative/nonreactive result
15 not required for these tests; however, all results are evaluated on 2
case-by-case basis by the Medical Duector (or Licensed physician
designes).

Cytomegalovirns

CMV Ab (IeG & I=M)
Epstein Barr Viras

EBV Ab (IgG & I=M)
Toxoplasma gondid
Toxoplasma Ab (IgG & IzM)
Trypancsema cruzi

T. cruzi Ab (IgG & Izh)

WARNINGS

The donors of MLG-COMPLETE™ are screened and tested for
relevant communicable diseases and disease agents in compliance
with the FDA regulations, relating to human cells, tissues, and
cellular and fissue-based products (21 CFR part 1271). MLG-
COMPLETE™ iz processed wusing asephe techmiques and
microbiologically tested. The allograft has been terminally sterihzed
by electron beam radiation technology in accordance with
AMSIFAAMITSO 11137, Although all efforts have been made fo
ensure the safety of the allograft, there is no assurance that this
allograft 1= free from all infechious diseases or microbial
confaminahion.

DO NOT FREEZE the allograft by any method.

FOE USE IN ONE PATIENT, ON A SINGLE OCCASION
ONLY

DO NOT RE-STERILIZE the allograft by any method. Exposure of
the allograft and packaging to nradiation, steam, ethylene cxide, or
other chemical sterilant may render the allograft unfit for use.
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PEECAUTIONS

MLG-COMPLETE™ is processed and packaged usmg asephc
techniques and sterilized. The allograft must be handled 10 an asephic
manner to prevent contamination.

ADVERSE EVENTS

Allogenetc cells or tissues can induce an mmmuneologic response in the
reciptent. The possibility that a patient may develop alloantbodies
should be considered for any patient who might be a future recipient
of allograft fissue or cells.

Possible adverse events may include: mmmunclogic response,
transmission of disease of unknown etiology and transmission of
infections agents including but not limited to: HIV, hepatitis, syphilis,
or microbial contaminants.

STORACGE

MLG-COMPLETE™ mmst be stored at ambient temperature (2°C to
30°C). It1s the responsibality of the Tissue Dispensing Service, Tissue
Distmbubon Intermediary, and/or End-User clmean to mamtam the
allograft in appropnate storage conditions prior to further dishibution
or use and to track expiration dates accordingly. Appropriate
inventory control should be maintained so that the allograft with the
earlier expirafion date 15 preferentially used and expiration is aveoided.
ALLOGEAFT PREPARATION

USE CAUTION WHEN OPENING. MLG-COMPLETE™ S A
SEMI-TRANSPARENT MEMBRAMNE.

ONCE THE ALLOGRAFT CONTAINER SEAT HAS BEEM
COMPROMISED, the allograft shall be transplanted within 24 hours,
if appropriate, or otherwise discarded.

DO NOT USE THE ALLOGEAFT if the pouch integrity has been
compromised.

THE QUTERMOST POUCH IS NOT STERILE AND SHOULD
NOT BE PLACED ON AN OFERATIVE FIELD.

It 15 not necessary to rehvdrate MLG-COMPLETE™ pror to use.
Step 1: Inspect the pouch packaging.

Step 2: Utilizmg asephic technique, peel open the outer Tyvek peel
pouch from the chevron end and present the mmner foul pouch to the
operative field when required.

Step 3: Wait to open the inner pouch until ready to place the allograft
Uthzing aseptic techmique, peel open the mner Foul peel pouch from
the chevron end.

Step 4: Grasp the allograft and place it directly on the surgical or
wound site.

Step 5: Anchor the gzraft uwsing preferred method of fixation
Abzorbabla/nonabsorbable suture matenal and/or fissue adhesmres
may be used to apply the graft to the sweical or wound =ite, if

DECESSAIY.
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RECTPIENT INFORALATION

Patient records must be mamtamed for the pupose of traceabality. It
15 the responsibility of the End-user or the Chnician to provide Tides
Medical with information pertaining to the traceability of the allograft
used. For this pwpose, the postagze paid Allograft Tracking Card
(ATC) card 1s provided with the allograft. Once the allograft is used,
peel off the small product labels provided on the product packaging
and affix on the ATC card and applicable patient records. Complete
the ATC card and retwn to Tides Medical by mail to 1819 W
Pinhook Foad, Suite 206, Lafayette, LA 70508,

ADVERSE OUTCOME AND COMPLAINT REFPORTING
Adverse cutcomes potentially attmbutable to MLG-COMPLETE™ or
other complaints must be promptly reported to Samantan Biclogics
at (901) 254-58393 or Tides Medical at (588) 494-4441.

RETUENED GOODS POLICY

Drae to the delicate biological nature of a processed allograft, it cannot
be returned for credat. If for any reason the allograft pmst be retumed,
a retwrn authorization is required from Samantan Biologics prior to
shippang. It 15 the responsibibity of the healtheare inshitution retuming
the allograft to adequately package and label 1t for retwn shipment.

tidesmedical

Diztributed By:
Tides Medical
1819 W. Pinhook Foad
Suite 206
Lafayette, LA 70508

Manufactured for Samaritan
Biologies By
Surgenex
15444 W 76% 5t C110
Scottsdale, AZ 85260
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