THANK YOU FOR ORDERING g 7
Please follow the instructions for proper handling, storage Apllg rdf;

prior to use, and for reporting to Organogenesis, if required.

1. OPEN BOX AND EVALUATE APLIGRAF®

* Remove the polybag from the shipping box.
* Turn over the polybag and check the pH of the agarose gel
using the affixed color-coded pH chart (see picture on the right). A E
DO NOT open or use the product if it is out of pH range. ; _’,’M
* Examine for evidence of damage. ; ____
DO NOT open or use Apligraf if there is any evidence of | A
damage to product or polybag.

DO NOT staple any paperwork to the polybag.

D
Apligraf

MEDIUM pH COLOR CHART
"

Note: Some condensation from the

 Prior to opening the polybag check the expiration date on the agarose gel medium inside the polybag is

normal and is not a cause for concern.

label.
DO NOT open or use the product if it is expired.
* Apligraf MUST BE USED within 15 MINUTES of opening the
polybag.
DO NOT open the polybag unless it is intended to be used
by the physician.

Call 1-888-HEAL-2-DAY to arrange for a return or replacement.

2. STORE UNTIL USE

e DO NOT REFRIGERATE.
o Keep the package insert with the polybag.

* Keep Apligraf in its shipping container (closed) under
controlled temperature 68°F to 73°F (20°C to 23°C) until
ready for application.

Note: The closed shipping container is the best place to
store Apligraf.

3. REPORT TO ORGANOGENESIS

To report an adverse event or complaint to Organogenesis, or for product orders, technical support, product questions,
reimbursement information please call 1-888-HEAL-2-DAY or 1-888-432-5232 and select the appropriate option.

To return records of Apligraf usage and/or recipient information to Organogenesis after product use:

* Send sealed Apligraf usage record(s) to the attention of Customer Service Dept. Organogenesis Inc., 85 Dan Road,
Canton, MA 02021 or by fax to 1-781-401-1287.
¢ Organogenesis can provide forms with pre-addressed envelopes that can be used to record and return product

usage information. To request forms please call 1-888-HEAL-2-DAY or contact your Tissue Regeneration Specialist
(TRS).

Note: In accordance with requirements for tracking in 21 CFR 1271.290, Organogenesis uses a unique number for each lot of
Apligraf for product tracking purposes.

Manufactured and distributed by: ~ Or§ANOZENESiSinc.
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