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| nt r oducti on

Good norni ng, Madam Chai rman and Menbers of the Conmttee.
Thank you for inviting the Food and Drug Adm nistration (FDA
or the Agency) to participate in this hearing concerning
human tissue banking. | amDr. Kathryn C. Zoon, Director
Center for Biologics Evaluation and Research (CBER), FDA
CBER is the FDA Center responsible for regulation of nmany of
the different types of human tissue and cells used in
transplantation. | wll provide background information on
the regul ation of human tissue for transplantation and FDA s
current and future actions to help ensure the safety and

avai lability of these products.

Transpl anted human tissue products have the potential to
treat or cure a wde variety of health conditions. Simlar
to any nedi cal product or therapy, however, such transplants
are not risk-free. FDA ainms to hel p ensure that

establi shnments take appropriate precautions to mnimze the

ri sks of transplanted human tissue.

The Agency’s involvenent in the regulation of human tissue
is not new. FDA regulates tissue under the authority of the
Public Health Service Act (PHS Act) and the Federal Food,

Drug, and Cosnetic Act (FD&C Act). Several categories of



human ti ssue used for transplantation are being regul ated as
medi cal devices under the 1976 Medi cal Device Anendnents.
Many cel lul ar and tissue products not categorized as nedi cal
devices are regul ated by FDA as “biol ogical products” under
both the PHS Act and FD&C Act. O her cells, tissues, and
cellular and tissue-based products are regul ated solely

under the comruni cabl e di sease provisions of the PHS Act.

| am here today to tal k about products primarily regul ated
by CBER and the many steps that FDA has taken in the past
decade along with present and future actions to help ensure

the safety of these products.

Backgr ound

FDA's goals with regard to human tissues are to prevent the
spread of conmuni cabl e di sease; ensure that safety and
efficacy is denonstrated for cellular and tissue-based drug,
bi ol ogi cal, and nedi cal device products; enhance public
confidence in these products; and, to acconplish these goals
t hrough i nplenenting regulations in a manner that will not

di scourage the devel opnent of new products.

The term “tissue” covers products which have | ong been

transpl anted for w despread nedi cal uses--such as skin



repl acenent after severe burns; tendons and |iganments to
repair injuries; bone replacenent; and, corneas to restore
eyesight. Over the past decade, inproved technol ogy and

t echni ques have expanded and enhanced the variety of
potential therapeutic uses of tissue-based products. These
new t echni ques hold the potential of providing therapies for
cancer, AIDS, Parkinson’s Di sease, henophilia, anem a,

di abetes, and ot her serious conditions.

Wth the increased use of human tissue has cone a hei ght ened
publ ic awareness of the need for appropriate regulation to
mnimze the potential risks. Developnents in the 1980s and
1990s pronpted FDA to exam ne our approach to the regul ation
of tissue. Several incidents illustrated the risks of

di sease transm ssi on when adequate precautions were not

t aken.

# In the 1980s, there have been nultiple incidents of CID
transm ssion by dura nater (a brain covering) allograft
due to pooling during manufacture.

# In 1991 it was discovered that seven people had been
infected with Human | nmunodefi ci ency Virus (H V)
t hrough the transpl antation of whol e vascul ari zed
organs and tissue froma donor who tested negative for
HV. This led to intense discussions within the tissue
bank community and the Public Health Service (PHS) on
how to reduce the risk of infectious diseases from
transpl anted hunman tissues.



# There have been docunented i nstances of distribution of
ti ssue fromdonors who tested repeatedly reactive for
hepatitis B (HBV).

# In Cctober 1993, FDA | earned that human tissue from
foreign sources was being offered for sale in the
United States with little or no docunentation as to the
source of the tissue. There was little, if any,

I nformati on on the cause of the donor’s death, the

nmedi cal condition of the donor, or the results of donor
screening and testing. This raised significant concerns
about the safety and quality of the human tissue. The
Agency quickly confirnmed that the tissue had not been
adequately screened and tested for infectious diseases.

# More recently, in 1999 a patient died from cardi ac
arrest during surgery to renove an infected cornea
transplant. The probabl e source of the infection was
contam nation of the media that had been used to store
t he cornea.

# This year, significant bacterial contam nation of
patellar tendons resulted in two patients devel opi ng
septic knees; one required renoval of the graft. The
establishment’ s procedures for irradiating the product
to renove potential bacterial contam nation were not
fol | oned.

Presently, heightened public awareness has resulted from

various nedia articles including the Orange County Regi ster

series in April 2000 on the collection practices of |ocal

ti ssue banks.

FDA has prioritized the regulation of human cellul ar and
ti ssue-based products, and the public should be confident

that FDA is commtted to regulating these products in a



manner where benefits to patients are maxi m zed and risks to

patients are mnim zed.

FDA' s Approach to Ti ssue Requl ati on

After careful consideration of the nyriad health issues and
extensi ve public discussion, FDA published the “Proposed
Approach to the Regul ation of Cellular and Ti ssue-Based
Products” on February 28, 1997. This docunent descri bed
FDA' s pl anned regul atory framework for human cellul ar and
ti ssue product regul ation. Subsequently, FDA acconplished
many of the regulatory goals described in the February 1997
docunent through publication of a series of proposed and

final rules.

The 1997 Proposed Approach provided for a unified approach
to the regulation of both traditional and new products.
Additionally, the framework detailed the type of regul ation
necessary to protect the public health as applicable to
different products. This framework provided a risk-based
ti ered approach to cell and tissue regulation. For human
cells and tissue products with limted public health risk
FDA proposed regul ation to prevent conmmuni cabl e di sease

transm ssion. For products that pose greater health ri sk,



the framework additionally provided for prenmarket review and

approval of product applications.

FDA' s Proposed Approach docunment focused on necessary
actions needed to prevent the unwitting use of contam nated
tissues with the potential for transmtting infectious

di seases such as AIDS and hepatitis; preventing inproper
handl i ng or processing that m ght contam nate or damage

ti ssues; and, helping to ensure that clinical safety and

ef fectiveness are denonstrated for tissues regul ated as

drugs, biological products and nedi cal devi ces.

Ti ssue Action Pl an

When FDA published the “Proposed Approach to the Regul ation
of Cellular and Tissue-based Products” in February 1997, we
realized a blueprint was needed to inplenent the approach,

i ncluding prescribed tinme franes for our planned actions.
The Ti ssue Action Plan (TAP or action plan), inplenented in
March 1998, was the manifestation of this blueprint. The
TAP contai ned a description of the steps FDA would take to
create a tissue framework and respond to vari ous
recommendat i ons by ot her organizations that are descri bed
bel ow. TAP has been instrunental in inplenmenting FDA' s

proposed framework for the regulation of human tissue.



In order to provide overall direction and coordi nation, a
TAP Core Team was created with representation from various
CBER O fices, the Center for Devices and Radi ol ogical Health
(CDRH), and the O fice of the Comm ssioner (O fice of

Policy, Ofice of Regulatory Affairs, and O fice of Chief
Counsel). The Core Team neets nonthly to ensure progress in
fulfilling TAP action steps; disseninate informtion
external ly; decide policy issues; and, finalize TAP

docunent s.

FDA forned el even task groups that neet on a routine basis,
I n accordance with set mlestones. The task groups
devel oped regul ati ons and gui dance in areas such as
establishment registration, donor suitability, current good

ti ssue practices (GIP), conpliance and inspections.

As specified in the Proposed Approach docunent and action

pl an, FDA established the Tissue Reference Goup (TRG,

whi ch provides a single reference point for product specific
guestions. The TRG considers the appropriate review
criteria, responds to inquiries fromthe cellular and tissue

product industry, identifies areas needing scientific or



policy devel opnent, and interacts with FDA's Orbudsnan on

product jurisdiction requests.

Rul emaki ng

After the tissue incidents of the 1990s, but prior to
publication of the proposed approach docunent, FDA took
actions to mnimze the risk of disease transmssion. On
Decenber 14, 1993, FDA issued an “InterimRule for Human

Ti ssue for Transplantation” (58 FR 65514) which required
donor screening, infectious disease testing, and record
keeping to prevent the transm ssion of infectious diseases

t hrough human tissue used in transplantation. The

regul ation applied to “conventional” human transpl ant ed

ti ssues (ruscul oskel etal, skin, ocular) but did not
enconpass tissue used in cellular therapies. Additionally,
t he regul ati on excl uded senen and ot her reproductive tissue,
human m | k, bone marrow, and vascul ari zed hunan organs, such
as heart, kidney, liver, lung and pancreas. Under the
regul ati on, FDA coul d conduct inspections and, when
necessary, detain, recall, or destroy tissue. The Interim
Rul e was made final, wth some nodification, on July 29,

1997, now Title 21, Code of Federal Regulations (21 CFR)

Part 1270.



As noted previously,
docunent .
accordance with the action plan,
t hree proposed rul es that
est abl i shnment
suitability determ nation

| nformati on on FDA's proposed and fi nal

To i npl enent the proposed approach, and in

regi stration and product

listing;

i ncl uded requirenents for

donor

and good tissue practice.

to tissue are summuari zed in the chart bel ow, and an

expl anation in greater detai

foll ows:

FDA then created the proposed approach

FDA subsequently publi shed

rules that pertain

Publication |Rule Type |Title of Rule Effective Numb. Of
Date Date Comm ents
12/14/93 Interim Human Tissue for Transplantation 12/14/93 73
07/29/97 Final Human Tissue Intended for Transplantation 1/26/98 NA
05/14/98 Proposed Establishment Registration and Listing for N/A 28
Manufacturers of Human Cellular and
Tissue Based Product
09/30/99 Proposed Suitability Determination for Donors of Human |N/A 481
Cellular and Tissue-Based Prod ucts
04/18/00 Proposed Reopening of Comm ent Period: Suitability N/A 77
Determination for Donors of Human Cellular
and Tissue-Based Products (Reopen for 90
Days)
01/08/01 Proposed Current Good Tissue Practice for N/A 34 as of
Manufacturers of Human Cellular and Tissue- 5/15/01
Based Products: Inspection and Enforcement
01/19/01 Final Human Cells, Tissues, and Cellular and Tissue|Staggered |NA
Based Products; Establishment Registration|75 days &
and Listing 2 years




As referenced in the chart above, FDA finalized the first of
three rules on January 19, 2001 (66 FR 5447), entitled,
“Hurman Cells, Tissues, and Cellular and Ti ssue-Based
Products; Establishnent Registration and Listing.” This
rul e requires establishnents to register and list with the
Agency their human cell, tissues, and cellular and tissue-
based products. This rule is intended to identify
establishments that engage in the recovery, screening,
testing, processing, storage, or distribution of human

ti ssue intended for transplantation. Under the registration
final rule, establishnments engaged in these activities with
conventional tissues, such as bone, skin, and corneas, are
required to register and list their products by May 4, 2001.
New est abl i shnents invol ved in the manufacturing of
conventional tissue must register and list within 5 days
after beginning operations. Oher establishnments that
manuf act ure non-conventional or new cellular or tissue-based
products, such as henmatopoietic stemcells, are required to

regi ster and |list beginning January 19, 2003.

In order to prevent the spread of communi cabl e di seases, it

is necessary to screen and test donors of cells and tissues.

10



FDA published a proposed rule “Suitability Determ nation for
Donors of Human Cel lul ar and Ti ssue-Based Products” (64 FR
52696) on Septenber 30, 1999. D sease agents such as HV,
HBV, hepatitis C virus (HCV), syphilis and the agent of
Creut zfel dt Jakob desease (CID) have been detected in human
ti ssue, including bone, skin, corneas, and senen. The
proposed rul e woul d expand current screening and testing
requirenments to include donor screening for CID and donor
testing for syphilis. 1In addition, donors of |eukocyte-rich
cells or tissues would be tested for Human T-cel
Lynphotropic Virus type | and type Il (HTLV-1/11) and
Cytonegal ovirus (CW). A donor who tested repeatedly
reactive for a particular disease agent, or who possessed
clinical evidence of or risk factors for such a di sease,
woul d be consi dered unsuitable, and cells and tissues from
t hat donor would not ordinarily be used. The Agency is
review ng comrents on the rule, which has not yet been

finalized.

Because tissue establishnents performvarious functions that
can affect the safety and quality of tissue products, FDA
publ i shed a proposed rule for “Current Good Tissue Practice
for Manufacturers of Human Cel |l ul ar and Ti ssue-Based

Products; Inspection and Enforcenent” (66 FR 1508) on

11



January 8, 2001. Wth this proposed rule, FDA conpleted the
set of proposals that, when finalized, inplenent the new
regul atory franmework. The proposed rule would require
manufacturers to follow current GIP, which is critical in
ensuring the quality of tissue products. GIP include
practices involving the methods, facilities, and controls
used in tissue manufacture, and the establishment of a

qual ity control program FDA is in the process of carefully
reviewing all comrents received in response to this proposed

rul e.

12




| npl enent ati on Costs

In Fiscal Year (FY) 2002, FDA estimates that the Agency w ||
dedicate $4.35 million to the regul ati on of human tissue.
This is part of the President’s FY 2002 budget request for
FDA, which represents a ten percent increase for the Agency
over the FY 2001 level. Estimates of the inplenentation of
the tissue regulation will be devel oped as part of the FY
2003 budget process and may be revised as we garner
additional information from future establishnent

regi strations. Such additional information will help us
determ ne with greater accuracy the anmount of tinme and
resources that will be needed to conduct inspections and

ot her conpliance related activities.

Ti ssue | nspecti ons

FDA conducts on-site inspections of tissue establishnments to
determ ne conpliance with FDA regul ations. At the

concl usion of the inspection, FDA's investigator may issue &
noti ce of inspection observations (FDA Form 483) concerning
potential deficiencies fromregulatory requirenments. The

i nvestigator will discuss the observations wth the nost
responsi bl e official at the establishment. Based on those

observations, FDA classifies the establishment according to

the corrective action steps indicated by the inspection.

13



The three classifications are: Oficial Action Indicated
(QAl), Voluntary Action Indicated (VAI), or No Action

I ndicated (NAI). A chart indicating the results of 380 FDA
i nspections of tissue establishnents between Cctober 1

1993, and Novenber 6, 2000, is provided bel ow

|
[Fiscal J[[Tnspection |HD|str|ct Decision

[Year [[Count NAT |[VAT ||OA

For various reasons, 14 of the inspections are not in the
dat abase. As a result of these 380 inspections, FDA has

t aken the follow ng actions: Fifteen orders for retention
or recall; six warning letters; and, nine opportunities for
Vol untary Corrective Action Letters. Further, the nunber of
vol untary recalls of banked human tissue has increased from
three in FY 1994 to 24 in FY 2000. Fromthe begi nning of

the current FY until April 30, 2001, there have been 12

recalls.

14



Pool i ng

FDA has concerns about the practice of pooling tissues from
mul ti pl e donors during processing. |In general, FDA believes
that the risks associated with pooling tissues fromnultiple
donors appear to outweigh any identified nedical benefits.

Ri sks include exposure and possi bl e cross-contam nation fron
one tissue to another tissue of such infectious disease
agents as viruses (envel oped and non-envel oped), bacteri a,
fungi, and prions, including known and energing infectious

agent s.

FDA's January 8, 2001, proposed rule “Current Good Tissue
Practice for Manufacturing of Human Cel |l ul ar Ti ssue- Based
Products; Inspection and Enforcenent,” (66 FR 1508) provides
t hat human cells and tissue shall not be pooled, that is,

pl aced in physical contact or mxed in a single receptacle,
during manufacturing because of the risk of exposure to

i nfectious agents. FDA is currently review ng conments to

t his proposed rule.

Office of the Inspector CGeneral/ General Accounting Ofice
Recomendat i ons

In January 2001, the Departnment of Health and Human

Services’ (DHHS) Ofice of the Inspector CGeneral (OQ

15



i ssued a report entitled, “Oversight of Tissue Banking.”
This report contained a nunber of observations and
recommendations relevant to FDA's regul ation of tissues (the
report did not address eye banks), and several
recommendati ons for other DHHS agencies. FDA is conmtted
to taking actions to address the findings. The OG

recommendations are |isted below followed by FDA' s acti ons:

$ FDA shoul d expedite the publication of its regulatory
agenda that requires registration of tissue banks,
enhanced donor suitability screening and testing, and the
use of good tissue practices.

| three of the proposed rul es have been published; and
t he Establishnment Registration and Listing Rule was
finalized January 8, 2001.

» FDA should set a realistic, yet aggressive, date by which
it would conplete an initial inspection of all tissue
banks.

The O G reported that 36 tissue banks had never been

i nspected by FDA. FDA intends to inspect these 36 and
all other uninspected establishnments in our inventory.

| nspections of new firns identified as the result of the
registration and listing rule will take priority for

FY 2002 over inspections of firns previously covered by
FDA and found non-viol ati ve.

» FDA should determ ne an appropriate m ni mumcycle for
ti ssue bank inspections.

The Agency established a prioritized schene several years
ago for the inspection of tissue establishnments. CQur
priorities, fromhighest to |owest, include: firns
previously violative, firns about which we have received
conplaints, firms never inspected and which are known to
| ack accreditation by a standard setting organi zation
such as American Associ ation of Tissue Banks (AATB) or
Eye Bank Association of America (EBAA), firnms never

16



i nspected and which are known to be accredited, and firns
ich were previously inspected and found not violative.

FDA should work with States and wi th professional
associ ations that have inspection and accreditation
prograns to determne in what areas, if any, oversight
acfivities could be coordinat ed.

FDA recogni zes that States and professional associations
haye an inportant role in the quality of tissue
avai l able. States and professional associations,

ver, may have different concerns and interests than
s. Accrediting organi zations and State-regul ated
grans may cover fewer types of human cells, tissues,
cellular and tissue-based products and may set

ndards that would not cover the entire spectrum of
ducts. Mreover, the goals of professional

ani zations differ in several critical ways from

ul at ory oversight progranms. Such accrediting

ani zations often work with tissue establishnents to
enpt to bring theminto conpliance with their

ndards, but |ack enforcement authorities. FDA s goals
to protect the public fromunsafe tissue products and
Agency uses a variety of enforcenent tools to help
ure public health and safety.

| n|ot her product areas, FDA has entered into nutually
beneficial contracts with States to perform FDA

i nspections. This has been successful in areas where the
State |l aw parallels the Federal |aw and there has been
sufficient experience with the regulatory programto

st andar di ze i nspections. Wen these elenents are
present, FDA plans to seek ways to establish simlar
partnerships with such States.

The issue of how to best inplenent a conprehensive,
resource efficient programof on-site inspections of

ti ssue establishments is conplex. W are aware of tissue
recalls and market withdrawal s conducted by firns, which
are accredited, so accreditation can not be seen as an
absol ute guarantee of safety and suitability. FDAis
carefully evaluating the recommendations of the O G
concerning the overall regulatory framework for tissues,

i ncl udi ng how to best assure adequate inspectional

cover age.

17




In

For now, the Agency believes that FDA bienni al
surveillance inspections are necessary to detern ne
whet her establishnments are conplying with FDA

accrediting bodies or State inspections at this tine.
Wi || continue to explore ways to exchange information
Wi th accrediting bodies and States.

Decenber 1997, the General Accounting Ofice (GAO

published a report entitled, “Human Ti ssue Banks: FDA

Taking Steps to Inprove Safety, But Sone Concerns

Remain.” Sonme of the GAO recommendati ons are |isted

bel

ow, followed by a summary of FDA progress to date:

FDA shoul d nove ahead with its plan to require:

Tissue facilities including reproductive and stem
cell facilities to register with FDA;

Reproductive and stemcell facilities to adhere to
all requirenents of the current regul ation

with regard to the State of know edge of collection
processi ng, and storage techni ques, as well as the
I i kel i hood of requiring cord blood transplantati on,
to portray the risks and benefits relative to other
t her api es.

FDA has published either proposed or final rules in al

Lhree of these areas.

» FDA should also add to its oversight plans provisions
t hat woul d require:

regul ations. FDA can not obtain this information through

Facilities that collect and store cord blood to provide
accurate oral and witten conmmuni cati on to consuners

e

and

18



Tissue facilities to obtain infornmed consent before
processi ng any tissues for transplantation fromliving
donors.

GAO was specifically referring to cord blood. FDA did not
agree with this recomendati on. FDA believes that seeking
i nformed consent for use of cord blood after collecting
unbilical cord bl ood does not raise any additional safety
concerns than woul d be rai sed by seeking informed consent
before coll ecting cord bl ood.

The current cord bl ood banking protocols, operating under
an FDA-accepted IND application, provide the opportunity
t hrough data collection to assess the safety and ri sks of
obt ai ning i nformed consent after cord bl ood has been
collected. |If FDA learns that the timng of infornmed
consent affects the safety of the tissue, the Agency wl|l
nodi fy its position.

Tissue facilities to report serious errors and
acci dents and adverse events to FDA

The proposed GIP rule ("1271.350(a)) would require
establishnments to report adverse reactions to CBER within
15 days, using FDA Form 3500-A. In addition, the proposed
rule woul d require establishnents that beconme aware of

bi ol ogi cal product deviations (fornmerly called ?errors and
acci dents”) involving distributed products to deternmine if
t hey coul d reasonably be expected to |lead to a reportable
adverse reaction, and if so, to report the product
deviation to CBER s Ofice of Conpliance and Bi ol ogi cs
Quality (OCBQ as soon as possible.

Facilities that collect, store, process, distribute,
transpl ant human tissues to establish validated
systens to track tissues to consignees and recipients.

The proposed GIP rule (81271.290) would require that
facilities establish and nmaintain a nmethod of product
tracki ng that enables the tracking of all products from
donor to recipient and vice versa.

Tissue facilities that collect, store, process, or
di stribute all ogeneic peripheral stemcells and any
cord blood stemcells to nake premarket subm ssions if

19



FDA determ nes that adequate safety and efficacy data
are not avail able to such products.

The coment period for the January 20, 1998, Federa

Regi ster (FR) Notice entitled, “Request for Proposed

St andards for Unrel ated Al |l ogeneic Peripheral and

Pl acental / Unbi |l i cal Cord Bl ood Hemat opoetic Stem Progenitor
Cell Products: Request for Comments,” closed on July 17,
2000. FDA is currently reviewing the conments submitted to
det ermi ne whether I NDs woul d be required and/ or whet her

st andards coul d be devel oped for sonme of these products.
FDA intends to publish a FR Notice when our reviewis

conpl ete and i ssue nore specific gui dance as appropri ate.

Tissue facilities to inform FDA of the types of

processi ng techni ques used on tissues and supply
information on the safety and efficacy of these

t echni ques.

Under proposed GIP rule (81271.220(a)), any establishnment
engaged in the processing of human cellular and tissue-
based products would be required to devel op, conduct,
control, and nonitor its manufacturing processes to ensure
t hat each product: 1) confornms to its specifications,

2) is not contam nated, 3) maintains its function and
integrity, and 4) is manufactured so as to prevent

t ransm ssi on of communi cabl e di sease by the product.

The proposed GIP rule (81271.225) would require an
establ i shnent to devel op and i npl enent procedures for
maki ng changes to a process.

The proposed GIP rule (81271.230(a)) would require
establishnents to validate their processes where
verification is not feasible and validation activities
nmust be docunented and mai ntai ned at the establishnment and
made avail able for review on inspection.

For products that are regul ated as drugs, biol ogical
products, and nedical devices, in addition to regulation
under the comruni cabl e di sease provisions of the PHS Act,
FDA revi ews premarket applications for safety and efficacy.

Meet i ngs/ Qutr each

20



In order to successfully inplenent Agency plans for the

r egul

ati on of hunman tissues, FDA has involved tissue

establ i shnents and nedi cal professionals in many public

di scussions. A list of our neetings and outreach is contained

in Appendi x I.

In the future, FDA intends to provide opportunity for public

di sculssion on issues related to cellular and tissue-based

products. FDA intends to use various venues to continue our

di al ogue with industry organi zati ons such as the AATB, the EBAA,

t he Anerican Association of Bl ood Banks(AABB),the Anerican

Soci ety for Reproductive Medicine (ASRM/ Society or Assisted
Reproducti ve Technol ogy (SART), the Foundation for the
Accreditati on of Hematopoietic Cell Therapy (FAHCT) and the

I nterinati onal Society for Henatotherapy and Graft Engi neering

(1 SHAGE)

Concl usi on

FDA clan assure the Conmttee that we are commtted to
establ i shing a regulatory framework, which not only hel ps ensure
the sjafe use of human tissue for transplantation, but also

al | ow

s the devel opnent of this technology and instills public

confi

dence. While FDA has taken nmany steps towards this end, we

21




realilze that nore remains to be done.

We ook forward to the Commttee's continued interest in

this area and woul d be happy to answer any questions.

22
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Appendi x |

Li st of Tissue-Rel ated Meetings, Wrkshops and Qutreach
Activities in which FDA parti ci pat ed:

al / Ongoing Interactions with Industry:

FDA presentations/participation at American Association
of Tissue Banks (AATB) and Eye Bank Associ ation of

Meg¢

Anerica (EBAA)) Annual and M d-year Meetings

FDA presentations/participation at AATB Reproductive

Ti ssue Council Meetings

FDA presentations/participation at Food and Drug Law
Institute (FDLI) and Regul atory Affairs Professional

Soci ety (RAPS) neetings

FDA presentations/participation at American Society for
Reproductive Medi ci ne (ASRM annual neetings

FDA site visits to tissue establishnents

FDA consultant to the CDC/ I ndustry Task G oup devel opi ng
t he nodel certification programfor enbryo | aboratories
under the 1992 Fertility Success Rate and Certification
Act

FDA |iaisons to ASRM s, National Coalition for Oversight
of Assisted Reproductive Technol ogi es ( NCOART)

FDA |iaisons to AATB Standards and Medi cal Advisory
Conmi ttees

2tings with other Federal/ State Agencies:
6/ 98 Meeting with Japan Heal th Sci ence Foundati on
1998 CDC - Multiple neetings on coordination of

reproductive tissue issues

1997 Trilateral neeting between U.S., Canada,
Mexi co- Mexico City

9/ 97 HRSA - Di scussion of regulation of pancreatic
islet tissue

9/ 97 New York State Deptartnent of Health -
Meeting with Dr. J. Linden on coordination of

Ti ssue Bank | nspections

23




7197

Federal Trade Comm ssion - Di scussion of Sten
Cell Pronotion

Specific Events with Industry:

5/ 01

4/ 16/ 01

3/ 28/ 01

8/ 14- 15/ 00

8/ 2/ 00

6/ 00

2/ 10/ 00

11/17-19/ 99

9/ 99

6/ 99

6/ 99

4/ 8/ 99

Meeting with EBAA on GIP

FDA/ ASRM neeting - Good Tissue Practice
Proposed Regul ati on

Meeti ng between Health Canada and FDA to
di scuss the regul ation of Human and Xeno
Ti ssue Products.

Wor kshop: Unrelated All ogeneic Cord Bl ood
Banki ng and Transpl ant Forum

Open Public Meeting - Hurman Bone Allograft:
Mani pul ati on and Honol ogous Use in Spine and
O her Orthopedi c Reconstruction and Repair

CDC Donor Suitability Wrkshop

FDA / ASRM Meeti ng Concerni ng the Donor
Suitability Proposed Regul ation

AATB QA Wor kshop, New Ol eans, LA - FDA

Revi ew of Tissue Bank I nspections; Status of
Requi red Serol ogy Testing; Update Regarding
Proposed Regul ati ons

SRM - Presentation - FDA Update on
Regul ati on of Reproductive Cells and Ti ssue.

EBAA - Presentation on Registration Proposed
Rul e and Donor Suitability Proposed Rul e

Institute of Science, Law and Technol ogy
(I SLAT) informational nmeeting with FDA to
di scuss ART i ssues

Human Ti ssue I ndustry Sem nar hosted by ASQ
and Los Angeles District, Los Angeles, CA
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4/ 99

3/ 99

2/ 9-11/99

12/ 98

11/ 98

10/ 98

9/ 10/ 98

8/ 98

7/ 98

6/ 98

5/ 98

4/ 20/ 98

4/ 9/ 98

3/ 98

RESOLVE consuner associ ation i nformati onal
nmeeting with FDA to discuss ART issues

AATB - Presentation on Donor Suitability
Proposed Rul e

FDA Central Region Human Ti ssue Course for
FDA | nvestigators

’FDA Sci ence Forum on Proposed Approach
EBAA - Conpliance with Final Rule

ASRM - FDA update on Regul ati on of
Reproductive Cells and Tissue

Wr kshop: Hemat opoi etic Stenm Progenitor Cel
Products: Discussion of Unrel ated

Al | ogenei ¢/ Unbilical Cord Bl ood and

Peri pheral Blood Cell Banking and
Transpl ant ati on

AATB Annual Meeting - FDA Update and
| mpl i cations of FDA Regul ati on of
Repr oducti ve Ti ssue

AATB I nformational neeting with FDA
concerni ng establishnent certification and
st andard devel opnent

EBAA Annual Meeting - Establishnent
Regi stration and Listing - proposed rule

AATB mi d-year neeting - FDA - Wat’s Ahead/
CJD and Dura Mater

FDA/ AATB Meeting Concerning Sunmmary of
Recor ds

Vi deo Conference arranged by FDA Sout hwest
Region and Dallas District on the Regul ation
of Human Ti ssue Intended for Transplantation
presented to EBAA nenbers | ocated in the
Sout hwestern U. S.

Trai ni ng and Review - Regul atory |Issues in
Ti ssue Banki ng
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2/ 98

12/ 23/ 97

11/ 97

7111/ 97

6/ 97

3/ 17/ 97

3/ 12/ 97

12/ 96

10/ 96

12/ 13/ 95

10/ 95 and 3/96

6/ 20- 21/ 95

3/ 95

FDA presentation at CDC and RESOLVE (a

federation of infertility patient

associ ations) sponsored neeting
“Approaches to AR T. Oversight: what’s
Best in the US. ",

Wor kshop: Ethical Issues in Cord Bl ood
Banki ng

Meeting with Society of InVitro Biology -
Proposed Approach

FDA/ AATB - Discussion of Regul ation of
Dem neral i zed Bone Matri x

Di scussi on of Regul ation of Eye Tissue with
EBAA

FDA Open Public Meeting for comments on the
“Proposed Approach”

Training provided to Baltinore District
Bi ol ogi cs Cadre, regarding |Inspection of
Human Ti ssue Establi shments.

FDA invited to di scuss Good Ti ssue Practices
wi th AATB, EBAA and ASRM

Heart val ve industry - Discussion of
regul ati on of heart valve allografts

Wor kshop: Cord Blood Stem Cells - Procedures
for Collection and Storage

FDA invited to discuss reproductive tissue
donor testing, screening and establishnent
registration with ASRM and AATB

Ti ssue Workshop: Tissue for Transplantation
and Reproductive Tissue: Scientific and
Regul atory | ssues and Perspectives

Wor kshop on Human Ti ssue | ntended for
Transpl antati on and Human Reproductive
Ti ssue: Donor Screening and | nfectious
D sease Testing
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2/ 1- 3/ 95

6/ 94

FDA M d- Atl antic Region Tissue Bank Training
for FDA Investigators, Baltinore, M

Wor kshop on Human Ti ssue | ntended for
Transpl ant ati on
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