ENTITY OR ORANGIZATION LETTERHEAD
Entity or Organization Name

Site Address

City; State; Zip

Telephone

DATE

California Department of Public Health

Laboratory Field Services/Tissue Bank Licensing Section

850 Marina Bay Parkway, Bldg. P, 1st Floor

Richmond, CA 95804-6403

RE: TISSUE BANK LICENSURE EXEMPTION NOTIFICATION

To Whom It May Concern:

As required by the California Health and Safety (H&S) Code Section 1635 1(b)(8), I am writing to notify the California Department of Public Health (CDPH) that the physician(s) or podiatrist(s) listed under “Covered Practioners” are licensed and meet the requirements of this law.  We understand that our entity [or organization] would be required to obtain a tissue bank license if we are using tissue that is not otherwise exempt under Section 1635.1(b).  Based upon the foregoing, our above-referenced entity [or organization] at the site specified above, is exempt from California’s tissue bank licensing requirements under Section 1635.1(b)(8).

We obtain and the physicians and/or podiatrists list under “Covered Practioners” use human cell, tissue, or cellular-or tissue based products, as defined by the federal Food and Drug Administration, that is a medical device approved pursuant to Section 510 or 515 of the Federal Food Drug and Cosmetics Act or biologic product approved under Section 351 of the federal Public Health Service Act (hereinafter called “Products”) as specified in H&S Section 1635.1(b)(8) from California-licensed tissue banks.  All Products used at this site are listed below:

Name of Product

Manufacturer

Received from (Address)

1.

2.

3.

Entity or Organization Name

Site Address

City, State, Zip

In accordance with the requirements of Section 1635.1(b) (8), each of the practitioners listed under “Covered Practioners” acknowledges that:

He or she uses Products in the scope and authority of his or her license and practice for the purposes of direct patient care and specifically on his or her own patients.

He or she strictly abides by the directions for storage in the Products' package inserts and any other manufacturer instructions and guidelines.

Products will not be resold or distributed.

An updated notification will be sent to CDPH if there are any changes in the Products used or practitioners identified in this letter.

Please contact me if you have any questions about this notification.

Sincerely,

_______________________________

Signature of Medical Provider

_______________________________                              ____________________

Medical Provider Name & Title (Printed)                                                              (Telephone)


Entity or Organization Name:

Site Address:

City, State, Zip:

Covered Practitioners:

__________________________
          __________________
  ____________

PRACTITIONER NAME (Printed)

California License Number

Date

__________________________________

Signature

__________________________
          __________________
  ____________

PRACTITIONER NAME (Printed)

California License Number

Date

__________________________________

Signature

__________________________
          __________________
  ____________

PRACTITIONER NAME (Printed)

California License Number

Date

__________________________________

Signature

__________________________
          __________________
  ____________

PRACTITIONER NAME (Printed)

California License Number

Date

__________________________________

Signature

__________________________
          __________________
  ____________

PRACTITIONER NAME (Printed)

California License Number

Date

__________________________________

Signature

(Add additional sheets if necessary) 

