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hESC Registry Application Database }
Detailed Listing for Request #: 2009-ACD-005 .

June 3, 2010

hESC Registry Application Search Results

Request #: 2009-ACD-005
Status: Pending

Review: ACD

Assurance: Yes (Section I}(B))
Certification: Yes

Authority:  Yes

Cell Lines: 4
Available: 4

Previous #:
2009-DRAFT-020

http://hescregapp.od.nih.gbv/login/list.htm?DetailList=yes&id=20

Organization: UNIVERSITY OF CONNECTICUT SCH OF MED/DNT

Org Address: 263 Farmington Avenue ARB, Room E2041 Farmington, CT 06030-3301
USA

DUNS: 022254226 Grant Number(s): _

Signing Official (§O): Dana Carroll / 860-679-4040 / DCARROLL@UCHC.EDU
Submitter of Request: Ren-He Xu / 860-679-3363 / renhexu@uchgc edu

Submitter Comments: | have attached three additional documents requested by the NIH .
Stem Cell Registry. | hope now it is ready for your review. Please keep me informed of the -
status of my application for the registration. Many thanks.

Line #1: CT1

NIH Approval #:

Available: Yes

Embryo from U.S.: Yes

Embryo Donated in Year(s): 2008 _

Provider Name: University of Connécticut Stem Cell Core
Provider Phone: 860-679-3363

Provider Email: renhexu@uchc.edu

Provider URL: http://genetics.uchc.edu/Stemcell/index.htmil

Provider Restrictions: No animals fransplanted with the human stem cells will be raised
for reproduction.

NIH Resfrictions:

Additiqnal Information:

Line #2: CT2

NIH Approval #:

Available: Yes

Embryo from U.S.: Yes

Embryo Donated in Year(s): 2008 _ '
Provider Name: University of Connecticut Stem Cell Core
Provider Phone: 860-679-3363

Provider Email: renhexu@uchc.edu

Provider URL.: htitp://genetics.uchc.edu/Stemcellfindex.html

Provider Restrictions: No animals transpianted with the human stem cells will be raised
for reproduction. ‘ .

NIH Restrictions:

Additional Information:

Line #3: CT3

NIH Approval #;

Available: Yes

Embryo from U.S.: Yes _

Embryo Donated in Year(s): 2008

Provider Name: University of Connecticut Stem Cell Core
Provider Phone: 860-679-33863

Provider Email: renhexu@uchc.edu . :
Provider URL: hitp://geneti¢s.uchc.edu/Stemcellfindex. himi
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Provider Restrictions: No animals transplanted with the human stem cells will be raised
for reproduction.

NIH Restrictions:

-Additional Information:

Line#4: CT4 |
NIH Approval #:

Available: Yes =

Embryo from U.S.: Yes

_ | Embryo Donated i in Year(s): 2008 ' ‘

‘| Provider Name: University of Connectlcut Stem Cell Core

Provider Phone. 860-679-3363

Provider Email: renhexu@uchc.edu

Provider URL: http.//genetics.uchc.edu/Stemcell/index.htmi

Provider Restrictions: No animals transplanted wnth the human stem cells will be raised
for reproduction.

NIH Restrictions:

Additional Information:

Supportmg Documents:

Document 1: (PDF - 10/13/2009) Stem Cell'Core consent form for embryo donation
Document 2: (PDF - 02/25/2010) IVF consent form for cryopreservation of embryos
Document 3: (PDF - 02/25/2010) IVF consent form for embryo donation

Document 4: (DOC - 02/25/2010) Stem Cell Core protocol for hESC derivation

Administrative Comments: 11/12/2009--E. Gadbois moved application to draft status, as
submitter has not submitted required certifications from signing official and not responded
to prior email from NIH concerning this.

Feb 26, 2010—E. Gadbois moved appllcatlon back to draft status, per request of Dr. Xu in
order to add two more lines.

Feb 26, 2010--E. Gadbois uploaded SO letter and corrected certifications. I

March 11, 2010--E. Gadbois uploaded oorrespondence from submitter and |IB staff
analysm

Apnl 13 2010—-E. GAdbois uploaded correspondence with submitter

April 21 2010--E. Gadbois uploaded correspondence with submitter

May 4 2010~E. Gadbois uploaded correspondence with submitter

May 17 2010--E. Gadbois uploaded correspondence with submitter

June 1 2010 - D. Hannemann corrected s_pelling of "Univ of CT" on submission entry -

June 1 2010 - D. Hannemann uploaded 'conespOndence with submitter

Administrafive Attachments '
Document 1: {PDF - 02/26/2010) SO letter

http://hescregapp.od.nih.gov/login/list. tm?DetailList=yes&id=20 » - : 6/3/2010
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May 4 2010-E. Gadbois uploaded correspondence with submitter

May 17 2010--E. Gadbois uploaded correspondence with submitter

Administrative Attachments:

Document 1: (PDF - 02/26/2010) SO letter

Document 2: (PDF - 03/11/2010) March 10 2010 corrspondence
Document 3: (DOC - 03/11/2010) Section IIB NIH staff analysis
Document 4: (PDF - 04/13/2010) April 8 2010 email correspondence
Document 5: (PDF - 04/13/2010) April 8 email attachment ESCRO core
Document 6: (PDF - 04/13/2010) April 8 email attachment ESCRO
continuation

Document 7: (PDF - 05/04/2010) May 4 2010 email response from UCT
Document 8: (PDF - 05/04/2010) May 4 2010 email attachment
Document 9: (PDF - 05/17/2010) May 14 2010 email from UCT
Document 10: (PDF - 05/17/2010) May 14 2010 email—protocol
Document 11: (PDF - 05/17/2010) May 14 2010 email--cryopreservation

Status History:
Draft: 02/26/2010
Pending: 02/26/2010

Emails Sent: 10/13/2009-New_Applicaton_Email — 02/25/2010-
New_Applicaton_Email - 02/26/201 0-New_Applicaton _Email

Added By: Commons\RENHEXU On: 09/28/2009 | Last Updated
By: NIH\gadboisel On: 05/17/2010 | Record ID: 20

Total Record Count = 1

http ://hescregapp.od.nih.gov/login/list. htm?DetailList=yes&id=20 ) 5/18/2010
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THE UNIVERSITY OF CONNECTICUT HEALTH CENTER

The Office of Research and Sponsored Programs
263 Farmington Avenue

‘FarminigtonCT 06030
~ o e B60-679-4040
- f:860-679-2670
ORSP@uche.edu
January 19, 2009
NIH Stem Cell Registry:

I hereby certify that the statements in the Request for Human Embryonic Stem Cell Line to be
Approved for Use in NIH Funded Research (NIH Form 2890), submitted by Dr. Ren-He Xu, and
below, are true, complete and accurate to the best of my knowledge. I am aware that any false,
fictitious, or fraudulent statements or claims may subject me to criminal, civil, or administrative
penalties (U.S. Code, Title 18, Section 1001).

I further confirm that that I have the authority and/or rights pertaining to the human embryonic
stem cell line(s) identified in item 6 of the form to make this request for NIH review and
determination of eligibility for use in NIH funded research (e.g., I am the owner, deriver or
licensee or have written permission of the same to submit). Any and all restrictions on the use of
the stem cell line are clearly and completely identified in item 8 of the form.

Assurance Statements (mark the appropriate statement with an “X™; you may only check one
Assurance statement.):

__X__Assurance in accord with Section II{B) of the NIH Guidelines:

I hereby assure that the embryo from which the cell line(s) identified in item 6 of
the form was derived was donated prior to July 7, 2009, and the embryo: 1) was
created using in vitro fertilization for reproductive purposes and was no longer
needed for this purpose; and 2) was donated by individuals who sought
reproductive treatment ("donor(s)") who gave voluntary written consent for the
human embryo to be used for research purposes. The applicant is advised that the
Working Group of the Advisory Committee to the NTH Director will consider
submitted materials taking into account the principles articulated in Section TI(A)
of the NIH Guidelines for Human for Human Stem Cell Research, 45 CFR 46
Subpart A, and the following points to consider: during the informed consent
process, including written and oral communications, whether the donor(s) were:
(1) informed of other available options pertaining to the use of the embryo ; (2)
offered any inducements for the donation of the embryo ; and (3) informed about
what would happen to the embryo after the donation for research.

b o



] acknowledge thatI have read, understood, and agreed to the information pro
-including the Instructions for completing the form, and the Certification,
- Assurarice’provided above.

1

Sincerely,

Dana Carroll T
Director -
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Consent Form to Donate Human Embryos from the Center for Advanced
Reproductive Services at UCHC to Stem Cell Core Laboratory

Name of Prmelpal Investxgator (PI) Dr. Ren-He Xu
: Projeet Tltle° Denvatlon ol' Stem Cell Lmes from Donated Human Embryos .
IRBNumber' 07-159-4 DU e e i b

This form is used to obtain your consent for the donation of your remaming eml:ryos o
_ :embryome stem cell research. You are being asked to conmder <donation of your embryos .
‘bécausé you have used the services of the Cen{e‘r for Advanced‘Reproductwp Services at the

University of Connecticut Health Center (U CHC) Donation of your embryos is voluntary. The
phone number to reach the U Conn Stem Cell Core Admmnstrator is 860 679-8350

Bael_tground T

nnnnn

days

‘ k nger than 12
Before the- ﬁrst twélve days of development, ‘thé embryo develops from one cell fertilized egg,
divides several times (called cleavage) then, the embryo forms into a sohd ball of cells (called

morula) and  thén, develop S inio a sinall cyst (called b lastocyst) wlth a _group of cells attached to

the infier walls, A blastocyst has between 100 200 e}fs, and is s maller than the a pin.
Embryonic stem cells are taken from any cell of the eleavage stage, of from the inner cells of the
blastocyst. Collection of the embryonic stem cells stops the development of the embryo, and the
embryo is destroyed. Neither the embryo nor the embryomc ‘stem cells will grow into'a child.

The embryomc stem cells wﬂl then be ¢ grown m'the U Conn Stem' ¢ 'll;Core s laboratory to
produce. adchtlonal cells, called cell hnes Rese archers wﬂl study ell lmes that 2 are made
'Résearchers will try to understand how embryonic stem ceIls ftmctlon and why they can develop
into almost any type of cell that is found in the human body “They will also try to discover
information that might help in the treatment of human diseases.

:If you declde to donate your embryos, you are free to mthdraw your perm15310n any tlme prtor to
" the point at which the embryos are used to make cell lmes To w1thdraw your consent contact
the U Conn Stem Cell Core Administrator at 860-679-8350.

If you withdraw your permission to use your embryos for embryonic stem cell research the

 frozen embryos will be discarded as medical waste and your information will be remoyed from
the U Conn Stem Celi Core database Embryos that have -been transferred from the Center
for Advanced Reproductlve Services cannot be returned to.a storage faclhty and cannot be
used for fertlllty freatment.

i The U Conn Stem Cell Core may also discard embryos that are not used in research as medical
waste.

Version 2 .
307 Page | of 5



Cost and Compensation

Consent Form toADonate Human Embryos from the Center for Advanced
' ‘es at UCI-IC to Stem Cel! Core Laboratory

If the embryos have already been used to make cell lines, you will not be able to withdraw
consent because the embryo will have been destroyed in the process of makmg the cell hnes
Any decision you make about donatlon at any nme w;]l not affect your present or future medlcal
care from thé University of Connecticut Health Center/John bempsey Hosp;tal and there w111 be
no penalty or loss of benefits to which you are otherwise entitled. :

Following your donation, one or both of you may experience psychological dlscomfort For
you may become uncomfortable _l_momng that ;he donated embryos will not suryive the

'to ta.lk w1th eae sthe 'and_vmh

Donatmg your embryos will prowde no direct medical benefit for you. The research done may
or, may not eventua]Iy ead to beneﬁts for soclety Soclety may benefit by’ havmg more o
] ' ] ancti oc1ety may also beneﬁt from the dlscovery of new

B "'treatments foi' a variety of human dlseases

T

There will be no costs to you for donatxhg your ethbryos to'the reseatch: You will tiot récéive
any ﬁnanmal compensatlon for your donated embryos. The research that will be dope may have
f‘conftherclal potential You are not ‘ntended to share in any of the ﬁnanclal gams or other beneﬁts

' that may fesult from the’ commerclal potennal L s

Alternatives

Sprps it

‘cdn‘cho iyos to reseérc"h‘ Aitemahve opnons mclu&e contmued
:_"sfo' ge 5iof theé embryos‘ doiiatio of embryos to° ‘otierinfertile: couples, remoilal fromii storage
© with 1sbosal -6t donation of embiyostto ancther tésearch facmty

oée not t6 ’donate your ‘emb

Version 2
311407 Page2 of 5
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Consent Form to Donate Human Embryos from the Center for Advanced
Reproductwe Services at UCHC to Stem Cell Core Laboratory

i

I

!

Protection of Personal Information

£rotection of Tersonal information

The frozen straw containing your donated embryo(s) that :sgrven to the U Conn Stem Celi Core

is labeled by Center for, Advanced, prodyctive Services with your name, your social secprity

numbser, the date. the, embryos were fro{ze. and, the number of embryos in the container. The
. straws wrth the:r intact. dooor Iabels wil be sent ;o th‘ U Conn Stem Cell Corepnd kej ere A

random code will be assrgned fo each embryo The link between the donor and the code ivgn’_l_l)_he

however, absolute confidentiality cannot be guaranteed. Individuals involved with overmght of
stem cell research may inspect your records. This may include individugls from the Health
Center’s Human Subjects Protection Office and Institutional Review Board the Umvers1ty $
Embryonic Stem Cell Research Oyerslght Committee, the Department of Health and Human,
‘Services, the Food and Drug Admlmstratlon,ﬁth tate, of Connecticut Department.of Public
Health, or other regulatory agencies with oversight. They may mspect these records to ensure
that the research is being done correctly, or that the research meets federal state, or local
regu!atory requirements.

No health mformatlon ls reqmred of ypu, asa donor for the process of the creat:o_n of stem cell
lines. No information obtained from the cell lines will be provided back to you. :

During the course of this research the researchers may publish their findings. Information will
be presented m summary format. You w1|! not sbe 1dent1ﬁed in any- pubhcanons or presentatsons

How Many Doors Wil be Neededin the Study

We plan to derive 5-10 human embryonic stem cell lines which we estimate can be accomplished
once approximately 100 couples donate their extra embryos, This number is based on the wide
range of the success rate of hurnan embryomc stem cell deravatron in the hterature and the big
variation of the number and quality of embryos from the donors.

Version 2
3/11/07 Page 3 of 5



i ’bryomc stern’cell lmes will b ad mth procedures that will incorporaté the best
practlces. No embryo wﬂl be cloned and no human embryomc stem cell lmes wﬂl bé ‘

_Stem C 11 Reseérch 1s a rap:dly changmg éa of research. It'is imposgible to 15red1ct af the
“ po O type of ‘Yesearch with ‘erabryonic stém cells or'cell
: fent cells tb fetal hewbori, o adult i
(Sich’ as tats, mice; sheep and ). Altlmugh an and A
cells or tissues is a commn Practiée in biotdgical resesrch] ‘there 1§ ubertainty about the effects
of this research in research ammals No ammals transplanted wﬂh the human stem cells wﬂl be
ra;sed for {‘épx‘oductlon et o _ '

Yoir w:ll 110t be iriformed of the ﬁnal dlspo" t;on of your d‘onanon You will Aot be spee:fically
mfbrmed of any results frorn the researc_ ject‘ that made use of your donatlon 0 (.\

Answers to Additional :uestlons

DI

You should obtain answers to any quesnons you may have before you make your decision. You
tnay also want to talk w1th famlly members or yOur prnnary care physu::an before makmg a
decision.

"The tesearch’ staﬁ' at'thé U Corint Séem n‘Cell Core’is wﬂlmg o answer’ any quéstions you have
"+ about making a donation.” You are encOuraged 10 ‘ask’ questions before déciding whethiér to -
donate. If you have questions, complaints or concerns about the donation process, you § shouid
call the U Conn Stem Cell Core Administrator at:860-679-8350; who will route yout'call 1o the
, appropnaxe individual. :

N

Version 2
3/11/07 Page 4 of 5
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Consent Form to Donate Human Embryos fron the Center for Advanced
Reproductive Services at UCHC to Stem Cell Core Laboratory

-'Consent To Donatlon. R

"s J'\.i"

By s1gmng tlns form you acknowiedge that you ‘have read, or: have had read to you, this mformed
consent.document, have tatked with UCHC Stem Cell Coreé Staff about this donation to:research,
have been given the opportunity ‘to-ask-questions 4and havé them satisfactorily answered;and-
voluntarily consent to donate your embryos to stem cell research.

By signinig this forin the individual obtaining ‘consent is confirming that me’hbove'fufonnanon
has beén:explaifiéd o the donors and that:acopy of this-document; signied and dated by’ both
persrms gmng consent and the person obtatmng bonsent Wlll be rirowded to the donOrs

ole Printed Name - Signature Date ~TFime
emale I?onor ) |
EaléDonor TR ‘ s . R . =

erson: Obtammg Consent T T e i

Version 2
3111/07 Page 5 of 5
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Aﬁf’ﬁoﬁ'lik‘rion {T:o'UéE AND DISCLOSE PROTECTED ¢
HEALTH INFORMATION FOR RESEARCH PURPOSES

Information About the Research Study

Ren-He Xu and his staff are conducting a research study called Derivation of Stem-Cell

Lines from Donated Human Embryos. The purpose of the study is to derive stem cell

. lines:from spare embryos donated by patients who have completed their:infertility- -
_treatment..The:stemicell lines:will be used for basic research to understand human
development and:diseases, and thelr potentral treatments Sgeedd L

Lo a i K i e P T I T
BRI . PR L T : i

Voluntary Status
Because of.a federal jaw.called the Health.Insurance Portability & Accountability Act:

(HIPAA); we,must get. your.permission. to use and. disclose your identifiable health:
information for this research study. .This form is used {o.dogument that permrssron :
Because of HIPAA you must also recerve a copy of the Health Center’s ruies about

= prlvacy ’ ’ o S -.-_.l_i':_e-_ RIS E SR

Your. decrsron whether to.give permission.is. voluntary The only consequence of not

granting perrmssnon is that you will not be allowed to participate in this research stllidy

Your decision has no impact on your treatment, payment, or enroliment in any’ health:

plans, or effect on your eligibility for benefits. You also permit your doctors and-other

health care providers to disclose your protected health information to Ren-He Xu and ,
his staff for this research project. {

Information_That Will be Used / Disclosed
The following information about you may be used and disclosed for the purpose of this
research study:

Your name, social security number, date of birth, and medical record number.
« The date that your embryos were frozen and the number of the frozen embryos.

How the Information Will be Used / Disclosed
The information noted above will be used and disciosed for the following purpose(s):

 Assigning random codes to your donated embryos. Your protected health information
{listed above) will be present on the label of the frozen straw that contains your donated
embryos. Once the embryo is thawed to derive stem cells it will be assigned a random
code. The original label and straw will be discarded. Your protected health information
and the link between the codes and the information will be kept in a password-protected
computer database, in a locked room, and your donor consent forms will be kept in a
r.:locked ‘pabinet at the U Conn Stem Cell Core.
A %
Pebglel(_)ff_iceé That Will Have Access to Your Information
The following people/entities may use and disclose your protected heaith information.
« Ren-He Xu and his staff
+ The Health Center's Institutional Review Board and Human Subjects Protection Office
and Office of Research Compliance (
« Hospital or University of Connecticut Health Center representatives.

Rev. 9/26/07 2122105 11/29/04 8/2/04
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University of Connecticut Health Center

.+ Government représentatives, siich as the Food & Drug Administration or Office for

" “Human Research Protections; when required by law.

The researchers and staff agree to protect your information by using and disc_losinQ it
only as stated in this document arid as directed by'state and federauaw andds:

contémplatedin the NIH Cetificate of Confidentiality *

Hlrants2. ot geviGtants/pol

Onoeyowhealth lnformatlon hasbeen dasclosedto anyoneouts&de of this ins_tiﬁition;
the information may no longer.be: protected urder this authorization.. . o

Reasons to share your information are to be able to conduct research, and to ensiire
that the research meets legal, institutional and/or accreditation requirements.

it A Information T C
You will not be allowed to review the information ‘Sollected for this research projéct. You
do have the right to request that your medical record be released to your personal
physnclan e T T LN T e e e e e
Exgiratioh of Permission

. Your permission to use and disclose your protected health information does not have an
expiration date. el e e SRR

PRTOF T

How to Withdraw Permission = : I ' S
You can withdraw your permission at any time by sending a letter to Ren-He Xu to
inform him (below is his contact information).

Ren-He Xu, M.D., Ph.D., Director of UConn Stem Cell Core, 263 Farmington Avenue, ARB,
Room E2041, Mail Code 3301, Farmington, CT 06030, Phone: 860-679-3363, Fax: 860-679-

8345, Emaii: renhexu@uchc.edu

If you withdraw your permission you will no longer be allowed to participate in this study.
If you withdraw your permission the Pl and his staff will no longer be able to use and
disclose your protected heath information. There are exceptions to this. For example,
the researchers may continue to use and disclose the protected health information that
was collected for the research study prior to receiving the request o withdraw your
permission.

Questions or Complaints

If you have any questions, concerns or complaints about your privacy rights, you may
write to the Director of Patient Relations at the University of Connecticut Health Center,
263 Farmington Avenue, Farmington, CT 06030-1112. If you have a complaint, you
may also write to the Federal Department of Health and Human Services (DHHS) at
DHHS Regional Manager, Office of Civil Rights, U.S. Dept. of Health and Human
Services Government Center, J.F. Kennedy Federal Buiiding, Room 1875, Boston MA
02203. Complaints should be sent within 180 days of when you knew, or should have
known, of the problem.

State of Connecticut Requirement

In this study we are not asking for information about AIDS, HIV infection, behavioral
heaith services, psychiatric care, or treatment for alcohol and/or drug abuse. If this type
of information pertains to you, there is a slight chance that it may be inadvertently
disclosed during the course of the study. The State of Connecticut requires that any

Rev. 9/26/07 212205 11/29/04 872104
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Permission for Use and Disclosure of Information -, . ..~ . i .
You are a voluntary participant in this research study; or.you.are authorized to act on.
behalf of the participant and are doing so voluntarily. . By. signing.you acknowledge that
you have read this form, had the opportunity to ask questions, and obtai sfactory
explanations; and that.you.authorize the-use and disclosure'of prétected-health. .
information as described: in‘this form:You will receive a:copy:of this formiafteritis-
signed. o

Signature of the research participant or
,the research participant's legal representative”.. .. . ...

. LF
PRt

IR TE

TNV ol e B

Ay I

epresentéii{)é’s réiétionship fo the research ‘sub-ject‘ B

*Please provide documentation of your status as an authorized representative. . ..,

R

——

S SRR TS S T S T S T

i

Rev. 926/07 2/22/05 11/29/04 8/2/04




University of Connecticut Health Center

The University of Connecticut Health Center's Notice of Pﬁvacy Practice is provided to all EAR
patients and research participants. The Notice is available on-line at

hitp://health. uchc.edw/privacy/index.htm. The Notice explains how your medical information

may be used and disclosed and how you can get access to this information.

Please initial the appropriate choice;

You have previously received the University of Connecticut Health Center's
Notice of Privacy Practice that explains your rights and the policy of the institution.

You have been provided with a hard copy of the University of Con igcticut Heaith
Center's Notice of Privacy Practice by the researcher(s) and have bgen given the
opportunity to read it and ask questions prior to signing this form. .. ...

Medical research may result in new products, tests or discoveries. These may have commercial
value and may be developed and owned by the University of Connecticut Heaith Center, its
facuity and/or others. Please initial to acknowledge that the intent that you will not share in the
financial benefits, if any, from these products tests or discoveries has been explained to you.

You acknowledge‘that the provision that you will not share in the financial
- benefits, if any, from these products tests or discoveries has been-explained.

__Yes, we grant permission for use and disclosure of our health information.

__No, we don't grant permission for use and disclosure of our health information.

Role Printed Name Signature " [Datse__ [Time
Female Donor

Male Donor

Rev. 9/26/07 2/22/05 11/29/04 812/04




Way. 14 2010 3:33M  The Cénter . — i 1o
T YOR ADVANCED REPRODUCTIVE SERVICES
CONSENT FOR CRYOPRESERVATION AND STORAGE 0P SUERYGS

oryopmmaﬁon(&omg) aod/or'storage of éinibrios by The
appropriate, ity employses; vanttiotors; and

Ifnumro’ “éwh;xéﬁieifed g h G s e it g By Foo e R oo U0 v advon F
our (o) doctor, wie (1) eleot to expose most or all of our (my) eges to sperm in order 10 develop as
of this consent doos not guarantee that embryos will bs cryopreserved and the nomber of
dkmﬂbn,pfmamémtibésoduponthzcmbnn@amymdm(my)choiceh
We (I) vnderstand that we. () will be notified if embryos ave oryopreserved. -

and storage procedures involve the use of mechanical and/or electri ment. Ths Cexitdr
maintain and moulior this equipment and provide backup i the evesit of am equipment fiilore,

BRI A T T Rl e

Center shall be responsible only for acts of negligencs on its part and the pazt of its employees, contractors, and consultants
and authorized agents, ' : . .

Atanyﬁmedm’ngﬂ:cstomgoofouz(my)nmhym,whenmr(my)mmmatTheCmispomp}md.a;@emdnfﬁve'

yamofsmgeot‘im&nwrclosea(wﬁchw«eomﬂrst)wg(l)undemdthatwe(l)ﬁﬁéimf’dﬁﬁﬁusrcgud.hg

om(my)ﬁozqnembryoshsmgoatmcmimludﬁ:g: . T L

1. Donation of ths embryos to anather couple of woman for their (her) own attempts at progmaney:: ™ +:1 s 0 %

2 Disposa.loflhcmbryosacwrdingmAmeﬁmSodeqrﬁorReprbducdveMediche(mmmm. )

3. Teanafor of the cryopreserved embtyos: from the Laboratory at the Genver to ansther fertlity senter; loig testa'storage
mﬂ'mmm T T B T T R P R T R IR UE P LTI S SOV U

We (1) understand that exch of these optious requires execntion nf;sepafaf-emﬁteln congent form signed by boﬁ of
us (moe)at the time that this option is exeicised, - =~ .. . R R A

B R

3 ol

- . R S

)

- CO2* Consent 2% Consant for Bwmbryo Cryopreservation withowt Notary Vevsion: 0893705
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Doges 2
In the event of Death; '_ o e (
.0 Woa)mdsmd.agmemdwmmtthanfanaofmdies(?LBASBCHBGKONEANDBOTH
PARTNERS SHOULD INITIAL):

D mﬂi@mmnofﬂwambryosvﬂubeleﬁmthemvhgpm
0O The embryos will be discarded according to American Secicty for Reproductive Medicine Eﬂlical )

Glddelmu*
Pemale’s Initials .
_ Parter’s nitials - |
;2. WeDinderstand agree and consent that I€ boith of us dies cs:ifr dic; a5 ‘a sirigle wontin
ommnaommxmmss&oummnm} SRR

Pattner’s Initials

:-:-::_h;t‘g. d}‘y““ree gur unsn’p m“x a1

We (1) erstand, agtoe;ndcmsmtthatifwe divorcaor ﬁﬁx:clahonslup ends(PLEASB CHZECK ONE AND BOTH
PARTNERS SHOUID INITIALY; : . :

@ Custodtizl decisions and expenses will be left to the feale partner.
a0 - Chstodisl decisions sud expensed will be left to the male partiier:” =~ - - . T
R - -Chmmdialdccmomandemmseswﬂlbele&mﬁmfoﬂowhg jésipmies (Samesox(partnors,lﬂﬂﬂv

L——

Q—Theembrfos et

Female s Inmals

Additional Connderaﬂons{k

We (D) understanli that eonsants for fiture donaﬁon, dlsposal transfer:out nlvutlllzaﬂon (subseqllent ’thiw eycle)
must be signed by both individuals who signed this Cryopreservation consent, unless an applicablecourt: decres or
death of oné of us su;wrsedes ftoriama slngle Women.

T dir o vab 5 AT GRS SR i MR R

Wo(nunderstandmda ﬂ;atﬂmCenterwﬂlstoreﬂmsc embryos formmmpmodofﬁvem«mgaxdlm Gf 5mzy
ms‘h'uctlensmdictsdahwe

We (D mdetstandaudag;eethat.inmysmamnwhercthaewaconﬂictbetwmmepames.the embryusvdﬂbe moved
to a long term storage facility at cur (my) expense

C02* Consent 2*: Consend for Embrye Cryopreservajion withowt Nutary Fersion: 06/03/95
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Consent for Enbryo Cryopraservation and Storage
Poge- 3

We () understand and agres that it is our (my) obligation to keep The Center informed of our (nay) current address, If we
(¥) fail to do so or we (I) cammot be reached or do not tespond to correspondence received from the Center, we (T)
vndderstand and agroe that the embryos will be.considered sbendoned and will be discarded by the Center 3ccording to
We (I) understand, agree and acknowicdge that we (1) are (am) not married to individuals who are not partics to this
inforrned consent. :

Storage:

The first year of storage is-inc!udedinthe'oryépmmaﬁun&c..&tme'endofﬁe first year, we (I} will be hilled quarterly,
in advancs, for continucd storage of the embiryos, up to the five year maxizmm storage period. If we (1) do uot pay the
quartesly foe in advance, mm'wmbesmtasemdmﬁmm if necessary, a third notice, by certified nail.

Ii we (I) do not respond within 30 days of the third cextified letter, we (I) understand and agree that our (my)
embryos will be considered abandoned and they wifl be discarded,

We (1) acknowlodge that, at any time during the five year meximum storage period, we (1) can execute the appropriate
consents to exercise any of the options listed above including embryo donation, disposal or transfer to another facility, or
utilization in a subsequent thaw cycle. We (I) understand that consents for fntwre donation, disposal, transfer out or
utilization (subsequent thavw cycle) must be signed by both individuals whe signed this Cryopreservation consent,
unless an applicable court decree or death of one of us supersedes it or X am a single women.

Embryo Cryopreservation and Storage has been explained to us (me) by our (my) doctor , together with the known rigks.
We () understand the explanation that has been given to us {me). We (T) have had the opportunity to ask questions and
those questions have been mawered to owur (my) satisfaction, Any further questions we (I) might have may be addressed to
The Ceater staff of IVF/ET Program Director, Dr. John Nulsen at (360) 679-4580. We (I} acknowledge that IVF/ET and
Euibryo Cryopreservation is being performed at our (my) request and with our (my) consent.

Date: - / /

7 Fémale Sigaahme Wiméssed By
Datee /. - , .
Paffher Sipnature*+++ Wiﬁse'd By

*** If no partuer, write N/A
Note: Each Signature Must Be Witnessed Separately

Ph cin Sigpature:

€037 Congent 2% Comvant for Embrys Cryapreservatian withowt Nosary " Version: Q69305
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CENTER FOR ADVANCED REPRODUCTIVE SERVICES

CONSENT TO DONATE EMBRYOS

Female Name: Female ID#
Partner Name: Partner ID#
Address:

We (I, the undersigned, request, authorize and consent to the donation of our (my) cryopreserved (frozen) embryos by The
Center for Advanced Reproductive Services, PC (The Center), and as appropriate, its employees, contractors, consultants
and authorized agents, for use by an infertile couple or woman.

We (I) understand that donation is only one of several options we (T) have for the final disposition of our (my) remaining

cryopreserved embryos. We (I) may:

1. Use these embryos ourselves (myself) in an effort to have & child.

2. Request that the embryos be discarded according to the American Society for Reproductive Medicine Ethical
Guidelines.

3. Have the embryos transferred to another facility for long term storage, for our (my) own use, or so that we (I) may
donate the embryos for research.

By our (my) signatures below, we () exercise our (my) right to donate the remaining embryos to another infertile
couple or woman. We (I) understand and consent that embryos cryopreserved after May 25, 2005 may not be donated
anonymously vnless federaily mandated infectious disease testing and related requirements were completed on both the
egg and sperm source within 7 days of the egg retrieval. We (I) understand we will not be paid for this donation.

We (I) understand, agree and consent that the selection of the recipient will be determined at the sole discretion of The

Center for Advanced Reproductive Services, PC (The Center), and, as appropriate, its employees, contractors, consultants

and authorized agents, unless we (I) have listed a specific designated recipient couple or woman.

Please check the appropriate choice and initial:

8 The Center may determine the recipient(s) of these embryos.

Female Initials:

Partner Initials:

O We((l) designate the couple (woman) listed below as the recipient(s) of these embryos.

Designes
Female Initials:

Partrer Initials:

We (D) understand that there currently are no statutes in the state of Connecticut concerning embryo donation. By our (my)
signatures below, we (I) are giving up all rights to use or make decisions about our (my) embryos, Should the utilization of
our (my) cryopreserved embryos by another couple result in the birth of a child, by our (my) signature(s) below, we (I) are
(am) giving up all rights and claims to such a child. We (I) acknowledge that the Center will not inform us (me) if our
{my) donation results in the birth of a child.

CO06N Consent 6-N! Consent to Donate Embryos with Notary Version: 65/05/05
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Consent to Donate Embryos
Page: 2

Unless we have designated our recipient(s), we pledge that we will never seek the identities of the recipients, except as
allowed below o if a court orders otherwise. We (I) also understand that the Center will protect our (my) identity and will
not reveal it to the recipient(s) except as allowed below or if a court orders otherwise.

However, we (I) understand that if a child bom from this donation has a medical or psychological need that might be met
by us (me), then the recipient(s) may contact the Center and ask that their request be relayed to us (me). Such requests may
be for a medical need such as a bone marrow transplant, or, once any child or children born from this donation are
legal adults, a request may be made by the child or children for our identities.

We (1) understand and agree that, if we have designated a recipient for these embryos, that aspects of our (my) medical care
and conditions and that of the recipient may be revealed and/or discerned as part of the treatment process.

We (T) consent to any blood tests, infectious disease or genetic testing and any other tests, interviews or screening required
to permit donation of these embryos as mandated by federal law. We (I) understand and consent that embryos
cryopreserved after May 25, 2005 may not be donated anonymously unless federally mandated infectious disease testing
and related requirements were completed on both the egg and sperm source within 7 days of the egg retrieval. We (I)
understand that the cost of this testing may be born by the intended recipient(s). We () further acknowledge and consent
that medical, psychological, genetic/infectious disease, technical or other considerations may contraindicate or preclude the
donation of these embryos to a recipient despite our (my) request. We (D) agree that the disposition of these embryos will
ultimately rely on the best medical judgement of The Center for Advanced Reproductive Services, PC (The Center), and as
appropriate, its employees, contraciors, consultants and authorized agents, at the time of the potential donation. We (I)
agree to notify The Center of any medical condition or disease, particularly genetic diseases, that arises in us (me) or our
(my) immediate family. We (I) understand and agree that if either of us (I) is adopted that the embryos cannot be donated
for use in producing a pregnancy.

We (I) understand and agree that if these embryos cannot be donated for use by a recipient, for any of the reasons described
above, we have two options (Please check and initial the appropriate choice):

QO Discard the embryos according the American Society of Reproductive Medicine Ethical Guidelines.

Female Initials:

Partner Initials:

O Denate the embryos for use in medical research,

Female Initials:

Partner Initials;

It is our (my) understanding that all rights and responsibilities for the care of any child resulting from the donation of our
{my) excess embryos will be the responsibility of the recipient couple (woman). This includes any financial burdens
associated with the care and upbringing of such a child.

We (I) have had the opportunity to review this option and ask questions of our (my) physician concerning the alternative
options to Embryo Donation.

The nature of Embryo Donation has been explained to us (me). We (I), understand the explanation that has been given to
us (me). We (I) have had the opportunity to ask any questions we (D) might have and those questions have been answered
to our (my) satisfaction. Any further questions may be addressed to The Center staff or IVF Program Director, Dr. John
Nulsen at (860) 679-4580. We () acknowledge that Embryo Donation is being performed at our (my) request and with our
(my) consent.

COO6N Consent 6-N: Consent to Donate Embryos with Notary Version: 05/05/05
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Consent to Donate Embryos
Page: 3

We (1) acknowledge this consent requires the signature of both members of the couple who signed the original embryo
cryopreservation consent. We (I) agree that if an individual or couple has inherited these cryopreserved materials for their
(his/her) own use or obtained the cryopreserved materials for use from a known donor, copies of these agreements and/or
consents must be provided along with this consent. In that case, only the signature of the individual(s) involved in that

agreement is (are) required.

NOTE: If TWO signatures are required, BOTH signatures must be notarized. If both partners cannot appear before the
notary at the same time, then the form can be duplicated and each partner can sign separately.

/ /
Date Female Signature

/ /
Date Partner Signature*** If no partner, write N/A

Note: Notarization of BOTH signatures is required.

State of Connecticut )
)
County of )
On , before me, (Insert name of
Notary), personally appeared (List

only the names of individuals who actually appeared for this signatere), personally known to me (or proved to me on
the basis of satisfactory evidence) to be the person(s) whose name(s) is/are subscribed to the within instrument and
acknowledged to me that he/she/they executed the same in his/her/their authorized capacity(ies), and that by his/her/their
signature(s) on the instrument the person(s), or the entity upon behalf of which the person(s) acted, executed the
instrument.

WITNESS my hand and official seal.

Signature {Seal)

THE CENTER FOR ADVANCED REPRODUCTIVE SERVICES MUST RECEIVE THIS CONSENT FORM PRIOR
TO THE TRANSFER OF THE MATERIALS. THIS FORM MAY BE MAILED TO:

John Nulsen, MD, Program Director
The Center for Advanced Reproductive Medicine
Dowling South Building
263 Farmington Avenue
Farmington, CT 06030
- Tel: 860-679-4580

Physician Signature:

This consent has been discussed with the patient and her partner, if any.

Date Physician Signature

COO6N Consent 6-N: Consent to Donate Embryos with Notary Version: 05/05/05



Protocol for |
Derivation of Stem Cell Lines from Donated Human Embryos

Ren-He Xu,M.D Ph.D Dneeter

ernn Stem Cell Core leon 2

The U Conn Sterd Cei 'Corewas estabhshed at the Umvers:ty of Connectreut Health -
Center (UCHC) 102 Apnl 2006. Based on a Core Fac:hty grant awarded by the State Stem
Cell ResearehProgram, wearechargedtoprowdeemstmghuman embryomc stem cell -
(hESC) Imes prowded by other Taboratoriés and related technologres to mterested and
ehglble sclenttsts throughout Connect:lcut We are dlso allowed to derive new hESC lmes

from embryos doniated by patlents who have eompleted treatment of mfertlhty at the

Céntet for Advanced Reproduetwe Seﬁiees (CARS) of UCHC We are requostmg IRB

approval for ﬂns research pro_;ect whreh covers only the procur

ey 5

Cell Core § Iaborat v of de-rdentlfied hESC Imes that have heen denved from these

L

_brym A separate protoccﬂ that covers bank:mg of these de-ldentrﬁed hESC lmes and

culture w1th ammal~denved materials, I-IESCs cuitured for a long term may develop
abnonnal karyotypes ‘In addmon, procunng hESC Tines w1t11 chsease-related genotypes
would be mvaluable for research into the baseés of the dlseases and developnrent of new

methods Of d‘ag“"s’s and therapy Il thls protocoi we plan tfo denVe 5,10 hESC lmes o
under ammal feeder eell~1ndependent or possrbly ammal matenal-ﬁ'ee condmons mth i

diagnosed genotypes we w111 derive these hESC llnee m year 1of the state gant
characterize, stock, and distribute them in years 2 and 3. Oné hundred donor p pairs are
requested to derive the 5-10 hESC lines. This number is based on the wide range of the



success rate of hESC derivation in the literature and the big variation of the number and
quality of embryos from the donors. .

The staff of the CARS at g% wﬂl refer potentral donors to their website which has a
list of disposition options for of the1r patlents’ cess embryos Among the options they
may chose is to donate their excess embryos to the U Conn Stem Cell Core for research.
This option will provide them with contact mformatron to the U Conn Stem Cell Core
Administrator. A speorﬁc research donahon consent form for this pro_lect will be given to

the donors by tbe UAConn Stem ell Core Adnn istrator Tlns donat:on consent form

o 1ot
Faoadnd Do

on to the f-dq; tion process. The donors may discuss any questions.
or concems 'th the U Conn Stem Cel} Core Admmlstrator and 1f t,here are questlons
that the U Conn Stem Cell Core Admmxstrator can, not answer, she w111 forward the

donatlon consent form wrll be completed by the donors of both gametes that were used t
produee the embryo when they have made the decrsron to donate The donated embryos

Conn Stem C =11 :ore Admlmstrator The U Conn Stem Ce]l Core 8 database is kept ma .

iooked cabmet and 3. hnk W111 be mamtamed between the code and the donor mformatton
Only the U Comn Stem Oeil Core Admlmstrator and Dn'ector w111 have access to the key
to the codes and will agreer not to use or chsclose thls mformatron to any mvestlgators »
who recezve hESC lmes denved from the embryos )

HESCs w111 be denved from the donated embryos, expanded mamtamed at the U Conn |

Stem CelI Core, and drstnbuted to researchers for study of human development and of

dlsease treatment. The protoool to perm1t the dlstnbutton of de-rdentlﬁed hESC, hnes o

ﬁ'om the U Conn Stem Cell Core wrll be agproved by the ESCRO comrmttee pnor to, any

__-' 4‘ "gl

such drstnbutlon Embryos that are obtamed for this research pro_]ect w111 not be o
transferred from the U Comn§ Stem Cell Coretoother rescarch .

RN TR TV I A

SETTLTINE R PoR P L R
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T
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Upon approval of this protocol by the IRB and approval of a separate protocol by the
ESCRO, embryo donation may start as early as March 15, 2007, and hESC derivation
shortly after.
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University of Connecticut
Oﬁice of t/ae Vice Provost for Researc/y é’ Gmdzmte Edumtzon

q
H

ESCRO
{Embryonic Siem Cefl -
Research Oversighd). ... . : ‘ .

March 23, 2007

Ren-he Xu, Ph.D., MD

Department of Genetlcs and Developmental Blology

Code 3301 L A PR SE
University of Connecticut Health Center R R RN :
263 Farmington Avenue - G L e
Farmington, CT 06030

Dear Re-he,

This is to let you know that your ESCRO Protocol #2006-025 “Human ES Cell:Core at the

University of Connecticut and Wesleyan University” has received final ESCRO approval

in accordance with the mutually agreed upon restrictions and qualifications outlined 3
previously in the contingent approval letter of March 22. This letter attests to the fact that '
your protocols have also received IRB approval, and that the ESCRO has found your

protocols to be in agreement with Ct.Gen.Stat.19a-32d.

The following activities are approved:
1. You are approved to receive donated supernumerary IVF human embryos from up to

100 donor pairs from the Center for Assisted Reproduction Services at UCHC for the
ultimate purpose of deriving hESC lines. ;

2. You are approved to bank, culture, and distribute the NIH-registered hESC lines WiCell
HI1, H7, H9, H13, H14 and the ESI HESC-3 derivative envy. You are also approved to
bank, culture, and distribute the non-NIH-registered lines HUES-1, HUES-3, and HUES-9
obtained from the Melton Lab at Harvard.

3. Distribution of any new cell lines derived at the UConn-Wesleyan Core may not occur ;
without an approved ESCRO protocol amendment.. The banking and culture of additional
lines imported from sources extemal to the institution also require an approved ESCRO
-amendment.

An Egreal Opporrunity Emplayer

438 Whitney Roud Exension Unis 1039
wes, Connecricur 06269-1039 :

- elephone: (860) 486-2215 ‘ g
Facsimile: (860) 486-5381 *
e-mail: anne.hiskes@uconn.edu
web: wwavescro.uconn.edu



ESCRO approval is for one year after the date of final approval. A requirement for renewal N
for a second year is the existence of a written plan and timetable for implementing GMP

for deriving and maintaining clinical quality hES cell lines.

Please send the ESCRO copies of your MTAs for any cells imported into the institution for

hESC research as they become available.

Best wishes,

AR

Anne L. Hiskes B LTI PSLEE S SRS

Chair, University of Connecticut ESCRO
Associate Professor, Philosophy
Director, Program on Science and Human Rights

Cc. Dr. Marc Lalande
Ms. Leann Crandall
Dr. Leonardo Aquila
Dr. Brenton Graveley

“Dr.- Alexander Lithtler- &

R
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University of Connecticut
Office of the Vice Provost ﬁ9r Research é‘ Graduate Education

Ren-he Xu, Ph.D. MD
(Emb Effgo ent of Genetics and Development Biology
mry,:h Oversi versity of Connecticut Health Center unit 3301
Farmington Avenue
Farmington, CT 06030

RE: ESCRO Protocol 2006-025 April 23, 2008
Dear Dr.Xu:
This letter continues your ESCRO Protocol 2006-625 until May 1, 2009.

A. Amendments Approved
1. Change in Staff: Adding Ge Lin: Personnel leaving: Elpida Fragouli and Caixia
Yang
2. Change in room: from E3045 (ARB) to E2011{ARB)

B. Protocols continued until May 1, 2009:

1. The research activities as described in ESCRO Protocol No. 2006-025 “Human ES Cell Core
at the University of Connecticut and Wesleyan University”.

2. Banking, culture and distribution of NIH-registered lines WiCell H1, H7, H-9, H13, H14, and
ESI' HESC-3 derivative envy and the non-NIH-registered lines HUES-1, HUES-3, and HUES-9
obtained from the Melton Lab at Harvard.

3. Supplemental protocols and operating procedures as referenced in the ESCRO approval letter
of September 24, 2007,

Future Concerns: The ESCRO committee has requested that T convey two of its continuing
concerns and urge you to consider them in planning future activities of the Stem Cell Core. One
concern is the need for ethnically diverse stem cell lines to ensure that stem cell research can
address the rieeds of a racially and ethnically diverse population. A second concem is that there
be some level of discussion and planning, however preliminary, for the future derivation of stem
cell lines under GMP conditions so that their later therapeutic use remains an open possibility.
We are happy to work with you on these issues.

Best wishes,

e, A

Anne L. Hiskes
/G Chair, University of Connecticut ESCRO
An Equal Opporiu 1ate Professor, Philosophy

438 Whitney Roadc Ecxécnl;{)anr%nul ge Dx. Don

Srorrs, Connecricur 06269-1039

elephone: (860} 486-2215
Facsimile: (860) 486-5381
e-mail: anne.hiskes@uconn.edu
web: www.escro.nconn.edu
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- University of Connecticut Health Center
Humzzn Subjects Protectzon Oj:ﬁce

To: Ren-He Xu
Principal investigator
Genetics & Developmental Bmlogy
MC—330| e b

jitfor Contiauiitior of Praject -
MMCnugm:v' Full Board w4 o i
*AI,RBNHMQ':, 0?&159-4 o

Sponsor / Funding Agency: Connecticut Department of Public Héem-
Approved lnves!igators- Xu, Ren-He~Crandall l.mn

dibqtﬁateﬁu" apply to the Insl
?msubmiﬁed with thisrequest was also’reviewed dndl v ot
1/16/2008: If apphcable’lo your study, ‘topies of the Stiniped nd dated Convent forim st be uséd wh
consent and the form must be signed and dated by the participant and the individual obtaining consent. . 2.7~

All approved studies are subject to audit by the Research Comptiance Monitor. Gur Depamnent of .Health, And
Human Semces Eedeml Wide Assurance Number i 00006064 .

“’]ﬁj (5 s ol ;;.j TANSO e T

g@lgntgt;om ex\cept when necessary to eliminate | Immed’i
w thize st be reported Within's déys of decirrénce!” A%mlni'sti'atwé'ehhhges that

pose no increased risk’ (e.g. eol‘l"ebtion of typographical errors, approval of ab advertisericiit) Ay e

approved through expedited review however the Chair reserves the:right to sénd any request-for' inddification

to the full board.

If the risk level noted above, as determined by the Board, is minimal, you may request expedited continuation under
category 9 providing that the study does not involve an IND, IDE or prisoners and that no additional risks are
i(_tepgiﬁed over t)}g, ‘coming year.

¢:.. Leann Crandall MC-3301
[solde. Bates MG-3301
. 'Dhanonjoy Satia

Fgual Opportunity Frplayer

263 Farmington Avenuc

Farmingron, Connecticur 06030-3926

Faccimiles

Telephone: (860} 679-3054

(6M (79-1005



Embryo donation for stem cel'l research

If you have used the Center for Advanced Reproductwe Services and have
fertility treatment, you may wish fo give remaining frozen embryos o embryomc stem

tghcn embryo, at about four or five days of development contazns an inner céil

n be cliitured by researchers in a laboratory. What makes these celis unique is thatthey

used in the laboratory to study many types of disgase.: They.can provide a-tool to study early:

human development to which researchers did not previously have access.: Theymay also be.used .

in driig developmeéntto scréen out medications whichhave: __harmful side-affects to'hum béings

that may not be detectablé'In‘anintal fr |
State of Connecticut Ster CeII Research Program

On June 16,2005, Pubic Act 05143 s sined noaw b he Govemor ofmesmte of .
| Public Act 05-149:was sigr he Gore ‘

" these remp;enis

Aot D Rer s Xu s G e S
Dr. Ren-He Xu has an been studymg human embryomc stefn celis in the laboratory for more than .

sixyearsfive With Dr. James ‘Thomson; who dlscavered the technique to first:derive them.::Since. .-

Nistonsin; Dr Stam _ablorafory atthe UConn Hzilth Centerto- -

reseai'éh . please contact the University,of Connecticut
w8350 Participation is:strictly voluntary:: < .2 ss

ot approximately 100 cells from which embryonic stem cells may be derived. :These.

are plunbo“fent. which means they have the potential to form any kind of cell in the body, and many.
of them can be formed in a dish in the laboratory. This quafity gives them a spec|al ablitytobe




From ¥u.Ren-He

Yo: HESQBEGIEIBY.LMI:ILNID_CD)

Subject: Re: NewhESCRegish'yAppllcation Request#ZOOB-Aﬂ) 005_ e
Date: Tuesday; Mayoe, 2010741 41AM : =
Attachments: - ICEv2 )

Hi Dr. Gadbois,

Ren-He Xu

Ren-He Xu, M.D., Ph.D., Associate Professor

University of Connecticut Stem Cell Institute

Department of Genetics and Developmental Bogy. . .

University of Connecticut Health Ceriter T o

263 Farmington Avenue o
ARB, Room E2041 e
Farmington, CT 06030-3301 o

Phone: 860-679-3363
Fax: 860-679-8345
Email: renhexu@uchc.edu

Web: hitp://genetics.uchc.edu/faculty/xu.btm

On 29/04/2010 1:38 PM, "HESCREGISTRY (NIN/NIDCD)~ = ™" T
<hescregistry@mail.nih.gov> wrote: C e e e

> Hello Dr. Xu and Ms. Carroll,
> During the review of this submission, the ACD Working Group has raised the

> following questions:

>

> 1) We note that your submission’ indicates donatlon of the embryos in 2008 and
> the consent form is stamped with IRB approval valid from November 24, 2008 -
> February 14, 2009. Are we seeing the consent form that was used at the time
> of the donations? If there is another version of the consent form that was

> used for these donations, please provide that version for review.

Pogre ot
foarn gl

Yes, there was another version of the IRB approved consent form (attached)
that covered the period from Jan. 3, 2008 to Feb. 14,.2009.. This form-was .. .
used for the donations of the embryos, which'led to the 'derivation of CI' 1~4
hESC lines.

>
> 2) Please confirm the dates (month and day) of the donations of the embryos .,
> used to derive these oell lines . . 5 L R

The dates for donations of the embryos used ho denve the four hI'-.‘SC lmes
are as follows: : Lo e

April 30, 2008 for CT1 and CT2



["sep't'. 1. 2008 Tor CT3 and CT4

>

> that "Distribution of any new cell lines‘derived at the- Uconn-WesIeyan GO

> may not occur without an approved ESCRO protocol amendmient.” Is'there anythihg

> related to this requirement that you would want to list:inthe*Provider- " -
> Restrictions" section so that potential requesters-of the ceil lines'would -
> know more about this process?

I contacted Dr. Audrey Chapman, the chair of our institutional ESCRO (now
SCRO). She tokt me that ™ The language refers o the need of the Core to.
get ESCRO approval before it can distribute a new line and for (University
of Connecticut) researchers to submit an amendment form when they want to
use an additional hESC line. There are no restrictions on the use of the
cells". So there is no need to change the current requirements I listed in
the "Provider Restrictions™ section. s .

>

>
> Sincerely,

> Ellen Gadbois o

>

>

> Eilen L. Gadbois, Ph.D.

> Office of Science Policy Analysis

> Bldg 1 Room 218D

> National Institutes of Health

> voice: 301-594-2567

> fax; 301-402-0280

-

> meme- Qriginal Message-----

> From: Xu,Ren-He :

> Sent: Wednesday, April 14, 2010 11:43 AM

> To: HESCREGISTRY (NIH/NIDCD)

> Cc: Carroll,Dana .
> Subject: Re: New hESC Reglstry Application Request #2009-ACD-005

> H| Dr. Gadbois,
>
> Sorry for missing my ; answers to your questions Please see below

> Thank you very muchl
>

> Ren-He

>

> . i
> On 13/04/2010 12:06 PM, "HESCREG STRY_ IH/NIDCD)" o
> <hescregistry@mail nih.gov> wrote: '

PN

>> Hello Dr. Xu,
>>
>> Thanks for your emdil’ T ¢an't-find your "fashonse to thy first Guestion

>> "1)Could you please confirm that the lines in this submission were dérived

>> from embryos for which both members of the <o yle seeking reproductive

>> treatment (unless it was a smgle woman) gave consent to donatefor résearch?
>> The protoco! refers to obtaining consent from both GAMETE donors, but we need

>> confirmation that if either of the members of the couple seeking reproductive

> 3) Finally, we note that the ESCRO approval letter of March 23, 2007, states:.

> We appreciate your assistance as we continue with thé' feviéw process; e e




3\

>> treatment was not a gamete donor, his or her consent was still obtained."

> Yes, both members of the couples seeking reproductive treatment gave consent

> to donate their embryos for research (derivation of human ES celi lines),

> and both members were gamete donors.

>

-3

>> Did you mean to reply within the email or attach a response? I do have all

>> the

>> ESCRO documentation.

>>

>> Thanks again,

>> Ellen Gadbois

>>

>>

>> Ellen L. Gadbois, Ph.D.

>> Office of Science Policy Analysis

>> Bidg 1 Room 218D

>> National Institutes of Healih

>> voice: 301-594-2567

>> fax: 301-402-0280

>>

>>

>3 —mmue Original Message-----

>> From: Xu,Ren-He [mailto:

>> Sent: Thursday, April 08, 2010 3:10 PM

>> To: Gadbois, Ellen (NIH/OD} [E]

>> Cc: HESCREGISTRY (NIH/NIDCD); Carroll,Dana

>> Subjéct: Re: New hESC Registry Application Request #2009-ACD-005

»>

>> Dear Dr. Gadbois,

-

>> Please see below my answers to your questions and also attached the documents
>> you required. Our Signing Official Dana Carroll concurred with my answers,

>

»> Thank you very much!

>> .

>> Sincerely,

>>

>> Ren-He Xu

>>

- ———

>» Ren-He Xu, M.D., Ph.D., Associate Professor University of Connecticut Stem

>> Cell Institute Department of Genetics and Developmental Biology University of
>> Connecticut Health Center

>> 263 Farmington Avenue

>> ARB, Room E2041

>> Farmington, CT 06030-3301

>>

>> Phone:; 860-679-3363

>> Fax: 860-679-8345

>> Email: renhexu@uchc.edu

>> Web: hitp://genetics.uchc.edu/faculty/xu.htin

>>
>>
>>
>
>> On 01/04/2010 10:35 AM, "Gadbois, Ellen (NIH/OD) [E]" <gadboisel@od.nih.gov>
>> wrote:

>>




