DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOQD AND DRUG ADMINISTRATION
ESTABLISHMENT REGISTRATION AND LISTING FOR HUMAN CELLS,
TISSUES, AND CELLULAR AND TISSUE-BASED PRODUCTS
DESCRIBED IN 21 CFR 1271,10

Legal Name and Location:

UR Medicine Labs Central Laboratory
211 Bailey Road

West Henriatta, New York 14586
usa

Phone:  585-275-5904

HCTIP(s) Donor Type(s)

Amniotic Membrane

Blood Vessal

Bone

Cardiac Tissue - non-valved
Cartilage

Comea

Dura Mater

Embryo

Fascia

Heart Valve

HFC Apheresis

HPC Cord Blood

Ligamert

Nerve Tissua

Oocyte

Ovarian Tissue

Pancreatic slet Cells - autologous
Parathyroid

Pericardium

Peripheral Blood Mononuclear Cells
Peritoneal Membrane
Sclera

Semen

Skin

Tendon

Testicular Tissue

Tooth Pulp

Umbilical Cord Tissue

FEL 3016712600

Qther FDA Registrations:

Blood:
FEI: 2016712600 Devices:
Drugs:
Reporting OMcial:
Dwight J Hardy, Medical Director-Donor Services Sesclogy
211 Bailey Road
West Herrietta, New York 14586
Usa

Phone: 585-275-1408 Ext.
Dwight_Hardy@umc. rochester.edu

Establishment Functions

Recover | Screen | Donor Testing Package | Process | Siore | Labal Distribute

D

Reason For Last Submission:  Annual Reqistration/Listing
Last Annual Registration Year 2022

Last Registration Receipt Date 11192021

Summary Report Print Date: 120172021

Satellite Recovery Establishment: No
Parent Manuf. ing Establish FEl No.:
Testing For Micro-Organisms Only:

Yes

Note: FDA acceptance of an establishmant registration and HCT/P listing does nat
canstitute a determination that an establishment is in compliance with applicable
rules and regulations or that the HCT/P is licensed or approved by FDA (21 CFR
1271.27(b)).

Date of __ Date of

: Proprietary Name(s)

Legal Name

FDA information collection OMB Control number: 0910-0543, expiration date: 07/31/2023

Page 1012

UR Medicine Labs Central Laboratory



707 ebeg
€Z0Z/1£/£0 'NEP UCHENXD ‘THSO-OLE0 JAGNU 0UNOT SN LUOTOR|ICS UCHBULOM YOJ

Aiojesoqen) [eRuad SQET BUDIPB HN awen |eban 009Z1L9L08 134

(slowey Avapdory

‘PepIAGX] LICNEULOJ [BUORIPRE ON TUORBULIOMI] [BUOHIPPY



