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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 I1B))
Certification: Yes
Authority:  Yes

Cell Lines: 4
Available: 4

Previous #:
2009-DRAFT-020

Email
Edit

alete
-1 Switch to ADM

t'JI'ﬂ

http://hescregapp.od.nih.gbv/login/list.hhn?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 (S0): Dana Carroll / 860-679-4040 / DCARROLL@UCHC.EDU
Submitter of Request: Ren-He Xu / 880-679-3363 / renhexu@uchc.edu

Submitter Comments: | have attached three addqtlonal 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 appllcatlon 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 Connecticut Stem Cell Core
Provider Phone: 860-679-3363

Provider Email: renhexu@uchc.edu

Provider URL: http://genetics.uchc.edu/Stemcellfindex.html
Provider Restrictions: No animals transplanted with the human stem cells will be raised
for reproduction.

NIH Restrictions:

Additional Information:

Line #2: CT2

NIH Approval #:

Available: Yes

Embryo from U.8,: 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.: hitp://genetics.uchc.edu/Stemcell/index.htmi
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: 860-679-3363 _

Provider Email: renhexu@uchc.edu
Provider URL: hitp://genetics.uchc. edulSternceIIlmdex hitml

6/3/2010
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Provider Restrictions: No animals transplanted with the hurhan stem oells will be ra:sed
for reproduction.

NIH Restrictions:

Additional Information:

Line #4: CT4' ' h
NIH Approval #: L

Available: Yes

Embryo from U.S.: Yes

. | Embryo Donated in Year(s): 2008 ‘

‘| Provider Name: University of Connect|cut Stem Cell Core

Provider Phone: 860-679-3363

Provider Email: renhexu@uchc.edy '
Provider URL: hitp://genetics. uchc.edu/Stemcell/index.htmi

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

NIH Restrictions:

Additional lnformation:

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 certifi catlons from signing official and not responded
to prior email from NIH concerning this.

Feb 26, 2010-E. Gadbois moved appllcatton back to draft status, per request of Dr. Xu in
arder 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 IIB staff
analy3|s

April 13 2010—-E. GAdbois uploaded corres‘pondence with submitter

April 21 2010--E. Gadbois uploaded co‘r‘re'spondence-wit:h submitter

May 4 2010--E. Gadbois uploaded correspondence with;submltter

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

June 1 2010 - D. Hannemann corrected spelling of "Uaiv of CT" on submission entry .

June 1 2010.- D. Hannemann uploadéd correspondence with submitter

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

Administrative Attachments: . . . - I

http://hescregapp.od.nih.gov/login/list. htm?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 submiiter

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 1IB 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
Docyment 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 - 02/26/2010-New_Applicaton _Email

Added By: Commons\RENHEXU On: 09/268/2009 | Last Updated
By: NIH\gadboisel On: 05/17/2010 | Record ID: 20

Total Record Count =1

hitp://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

Farmitigton;‘CT 06030

- 17 860-679-4040

:860-679:2670

ORSP@uche.edy

e

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 (NEH 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 [ 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., ] 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 NIH Director will consider
subrnitted materials taking into account the principles articulated in Section {I(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.

oy


mailto:ORSP@uchc.edu

I acknOWIedgethat 1 have read, understood, and agreed to the information: n theé:form,
‘including the Instructions for completing the form, and the Certification
- Assurarice’provided above.

1

Sincerely,

Dana Carroll e
Director
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Consent Form to Donate Hnman Embryos from the Center for Advanced
Reproductlve Services at UCHC to Stém Cell Core Laboratory

Name of Prmelpal Investxgator (PI) Dr. Ren-He Xu
: iject Tltle. Denvatlon ol' Stem Cell Llnes from Donated Human Embryos
IRB Number 07-159-4 I I D U :

L L

This form is used to obtain your consent for the donation of your refaining embryosto
.embryonic stem cell research. You are being asked to consider donation of your embryos
' “bécause you have used the services of the Cen{e‘r for ' Advanced Reproductlve Servlees at the
University of Connecticut Health Center (UCHC). Donation of your einbryos is voluntary The
phone number to reach the U Conn Stem Cell Core Administrator is 860-679-8350..

Backgrownd =~ . L

] _eells called embryomc ‘stem cellis. Tn Grder { $olate these
'_'bo_toryfornolonger Y 12days
Before the first twélve days of development, ‘the embryo develops from one cell fertilized egg,
divides several fimes (called cleavage) then, the embryo forms into a sohd ball of cells (called
morula) and ‘then, develop' into : ‘small cyst (called blastocyst) wlth a _gro p of cells "ttached to
the intier walls, A blastocyst ha$ be'tween 100 200. ee}ls, an 1an. i
Embryonic stem cells are taken from any cell of the cleavage s stage oF from the inner cells 6f the
blastocyst. Collection of the embryoni¢ stem cells stops t the development of the embryo, and the
embryo is destroyed. Neither the embryo nor the embryomc ‘stern cells will grow intoa child.

 Part of the embryo contams un}q:

The embryomc stem cells wﬂl thep be grown m'the U Conn Stem' Cell Core s laboratory o
produce | addltlonal cells, called ‘cell lings. Reseafchers w1l | stud ell lmes that are made
'Résearchers will try to understand how embryonic stem cells ‘function 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.

Op_tion go Withgraw g;gnsent for Donation or Refnse Donation

’the point at which the embryos are used to make cell hnes To w:thdraw your consent,': éontact
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 Cell Core database Embryos. that have been transferred t'rom the Center
for Advanced Reproductlve SerVIees cannot be retnrned toa storage faelhty and cannot be
used for fertility treatment.

| The U Co:nn Stem Cell Core may also discard embryos that are not used in research as medical
waste.

Version 2 ,
311407 Page | of 5
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Consent Forr_'n_ﬁ to Donate Human Embryos from the Center for Advanced
Reprod' hve Serv ces at UCHC to Stem Cell Core Laboratory (

o

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 donanon at any nme w;ll not affect your present or future medlcal
care from the University 6f Connecticut Health Center/John bempsey Hospltal and there w:lI be
no penalty or loss of benefits to which you are otherwise entitled. -~ -

Duration ot: Partici ation o

Following your donation, one or both of you may experience psychological discoriifort. For
example, you may become oncomfortable knowmg.that the donated embryos wﬂi not sumve the
; REA i :

Donatmg your embryos will prowde no direct medical benefit for you. The research done may
or rnay not eyentlmﬂy lead to beneﬁts for s0ciety. Soclety may ‘benefit by having 1 more o
' "ociety may also beneﬁt from the dlscovery of new

"'treatments for a variety of human dlseoses v

I R B T

" . Cost and Compensatmn o o

There will be no costs to you for donatitig your embryss to'the reseatch: You will niot récéive

any financial compensation for your donated embryos. The research that will be done may have
"f‘" mmerclal potential You are not ‘intended 1o share in any of the ﬁnancla,l gams or other beneﬁts

" that may “eult from the’ commermal potentlal - i

Alternatives_ -

- Youtdh choose Yot t ﬂonate ybur embryos to reseéx‘ch‘ Aitemahve opuons mclude contmued
:_"sforage“bf thé embryos‘ donatiotf of embryfos to othier infértile: couples remoﬁlal from storage
* With dispOsal; of donation'of ertbiios'to ancther tésearch facdlty IR '

Version 2
3/11/07 Page2of 5 ‘
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Consent Form to Donate Human Embryos from the Center for Advanced
Reproductwe Servnces at UCHC to Stem Cell Core Laboratory

|

!

(
Protection of Personal Information

The frozen straw containing your donated embryo(s) that is given to the U Conn ‘Stem Cell Core
is labeled by Center for Advanced roductlve Services | with your name, your soexal secqrity
number the date the embryos we;'e o and the number of embryos in the conta,mer The

. straws. with their jntact, dooor 1abels will be sent fo th 310 Conn Stem Cell Core and kept there. A

random code will be assigned to each emoryo The link between the donor and the code ;wﬂ! be
kept on a secure database, which is password-protected, and kept in a locked room. This
base is; only accessible by the U Conn Stem Cell Core. Dlreetor or Adnnmstrator Any
| line de oryo will|

We will do our best to protcct the conﬁdentxahty of the mformatlon we gather frqm you; '
however, absolute confidentiality cannot be guaranteed. Individuals invoived with oversight of
stem cell research may inspect your records. This may include individuals from the Health
Center’s Human Subjects Protection Office and Institutional Review Board the’ U‘mvers1ty s
Embryonic Stem Cell Research Oyerslght Committes, the Department of Health and Hyman,
‘Services, the Food and Drug Admmlstratloo,ﬁthe tate of Connecticut Department, of Public
Health, or other regulatory agencies with oversight. They may ihspect 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 1s requlred of ypu, asa donor for the process of the creauon 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 presenied in summary format. You wﬂ! not 5be 1dent1ﬁed in any pubhcatlons or presentanons

We plan to derive 5-10 human embryonic stem cell lines which we estimate can be acconiplished
once apprommateiy 100 couples donate their extra embryos This number is based on the wide
range of the success rate of hurnan embryomc stem cell denvatzon 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



Consent Form to Donate Human Embryos from the Center for Advanced

Rep Iy hducnve Serwces__"_‘-’t*_‘; UCi-lC to Stem C ‘

How mb os Wlil be Us db he Resea hers -

Hiirian eémbryonié stern cell lines will be magle_with procedures that will incorporaté the best
practices. N6 ‘embryo will be cloned aiid fio humin etbryonic stem cell lines will'be ™
i;apspfanted ihfo'a human bemg Frozen embryos, the denved stém “célls and cell hnes may be
“kept’ fbr many yearg R i

cells or tlssues isa comxﬁcn prach(’:e in biological tesearch’ ‘there 1§ uncertamty dbout the effects
of this research in research ammals No ammals transplanted“mth the human stem celis wﬂl be

ra;sed for{" deucnon e

Your will 1ot bé informed of the final dlspo‘: t;on of your cfonatlon Yoit will Hot be spec:ﬁcally
mfbrmed of ‘any results from the rESearch p_]'ect‘ that made use of your donatlon

Answers to Additional :uestlons S

oy

You should obtain answers to any questlons you may have before you make your decision. You
may also want to talk w1th famﬂy members 01' yOur prnnary care physxclan beforb makmg a
decision.

“The tesearch’ staff at'thé U Cona Stém ‘Cell Core is wﬂlmg O answer’ any quéstions you have
"+ about rnaking & donation. You are encoutraged to ‘ask questions before déciding whethér to
donate. If you have questions, complaints or concerns about the donation process, you s should
call the U Conn Stem Cell Core Administrator at:860-679-8350; who will route yourcall 16 the
. .appropnate md1v1dua1. .

Version 2
31107 Page 4 of 5
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Consent Form to Donate Human Embryos from the Center for Advanced
‘Reproductive Services at UCHC to Stem Cell Core Laboratory

‘Consent To Donatlon.

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

By signinig this forin the individual obtaining ‘consent is ¢onfirming that the hbove'imfonnatlon
has been: exp]mned 10 the donors and thatacopy of this-document; sigried and dated by both
persons gwmg consent and the person obtammg eonsent Wlll be prov:ded to the dontrrs

Role Printed Name ] Sigjtun ' Date | Time

Femaie ponor . -
gale Doner s e oo S, e
ei'son Obtammg Consent S R RN A S R T

Version 2
3111/07 Page 5 of 5
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AU?ﬁéﬁléKﬁbN ‘TB"'USE 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 ceII
. -lines:from spare embrivos donated by patients who have completed their:infertility -
reatment..The stemicell lines:will be used for basic research to understand human
development.and:diseases, and thelr potentlal treatments Spes

. L5

Voluntary Status
Because of a federal iaw 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 formis used to.dogument that permnss:on :
Because of HIPAA you must also recewe a copy of the Health Center’s rules about

privacy, s Gt

Your decision. whether to.give permission is. vo!untary The only consequence of not

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

Your decision has no impact on your treatment, payment, or enrolimentin any health:

plans, oreffect-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 foliowing information about you may be used and disclosed for the purpose of this
research study:

Your name, social security number, date of birth, and redical 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
cade. The original label and straw will be discarded. Your protected heaith information
and the link between the codes and the information will be kept in a password-protected
cnmputer database, in a locked room, and your donor consent forms will be kept in a

P r,:locked ‘pabinet at the U Conn Stem Cell Core.
A : %
Pe’op!elOfﬁces 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 Insfitutional Review Board and Human Subjects Protection Office
and Office of Research Compliance (

* Hospital or University of Connecticut Health Center representatives.

Rev. 9/26/07 2/122/05 11/29/04 8/2/04
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Umverslty of Connecticut Health Center

Govemmeni repreeentatwes, such 'as the Food & Drug Admmlstrahon or Ofﬁce for '
‘Human Research Protections; when required by law. |

The researchers and staff agree to protect your information by using and d:sclosmg it
only as stated in this document arid as directed by's state and federal Iaw and’ as
contemp!ated in the' NIH Certlﬁcate of COnﬁdentlallty : _

K h ov I

Onoe your health mformatton has been dlsc!osed to anyone outsrde of tms mstntutlon
the information may no longer.be protected under. this authorization:. i

Reasons to share your information are to be able to conduct research, and to eneirre
that the research meets Iegal lnstrtutlonal andlor accredltatlon requlrements

" Right to Access Information TR T
You will not be aHowed to review the information’ co!lected for this research prOJect You
do have the nght to request that your medlcal record be released to your personal

- -,-_-physrclan e B e

Exgiragon of Pormissrog |
. Your permission to use and disclose your protected health mformatron does not have an

expiration date.

How to Withdraw Perinigsion o el ' ' '
You can withdraw your permission at any time by sendlng a letter to Ren-He Xu to
inform him (below is his contact information).

TN

L

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. Email: 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 to 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 Building, 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

health 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 2122105 11/29/04 872104
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University of Connecticut Health Center T
release of this type of information be specifically. authorized, By sighing th

purpose atithdrization you acknowledge that there is &' chance th
may be disclosed

m; Ty Py Pieet

Permussion fon Use an Dis'cl* sure of lnfo' é

you have read this form, had the opportunity to ask qi.lestlons and obtain sat:sfactory
explanations, and thatyou authorize the use and disclosure of protectéd:health. |
information as describied: in'this form. “You will receive a:copy of this form:afteritis-
S|gned

L
A SR R RS S R T T B,

\3

Signature of the research participant or
.the research.participant's legal representative™. .. - ... ...

ZYIN: caidy s T ety i S AT

Representatlve S relat;onshup to the research subject

*Please provide documentation of your status as an authorized representative. . .-
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University of Connecticut Health Center

The University of Connecticut Health ééhte:‘s Notice of Pﬁvacy Practice is provided to al'i'f’ v,
patients and research participants. The Notice is available on-line at

http://health. uchc.edu/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" 'Connectacut Heaith
Center’s Notice of Privacy Practice by the researcher(s) and hav n th
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 Health 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 bpe_eﬁg‘_g)gpl_aingd 1o 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.

—a

__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 " [Date [Time
fFemale Donor

Male Donor

Rev. 9/26/07 2/22/05 11/29/04 32104



o

May. 14. 2010 3:33PM CTheCater o N 1335 P"T

. mcsmmnanvmmn nmom:cm SERVICES
CONSENT mncmrormsmwnommsmm ommmros S

FemaleName' R FomaleIl)# RN
.",""‘:::_" ) - ) T Tl
We{l); the tothecr (&mg)andlersmageofombryoshym

cmhmmm&mesmrc ('mocem), Mmupmomm,memp yses; panttiotors; and
consultanis and authorized agents,
Flegn i

Ifnumerouﬁégﬁmm&imdimgm(mﬂcydgmenmbuofaggsexpomdmm @maedbyus(m)md
o (i _dq@gp,,;fma)ebﬂmmemmuofmww)w,mmmmgodmbpaammmss
P ey vinble etthiry6s nibt transferred $o the terus will be frozen (oryopreserved). We (I) understand that execation
ofﬂﬁaoomentdmmtgumnmﬂmembwoswﬂlbeummewedmdthemmbuof bryos frozen will be at the
discreﬁonoflho&mmff,basaduponthemnbryoquahtyandom(my)chowcmmmuonmﬂ:om(my)phyﬁmm

‘W () undéxstand that we-(T) will be notified if embryos ave oryopreserved.

_If a progmancy does not occur as a resalt of the initial embryo transfer, ifm(l)havcannsomingc,onfammsml
mm&umhtwmsnhqmdmmmmmmwmﬁcmnﬁkwm
thawing and vansfer diinig s subsequent dienstraal-cycle.- mmwbemmdwmm‘m: nbryos <
have been utilized. wea,)mdmmndaudagmmmaponqofmccmmmm(n@mmwéwmm
umapmodofﬂw(ﬂm :

Ef'

yob B i R L R HEy AT D ATRE
Onwage,over‘m%ofumbmsswyx” p fivezing gnd o8 "\,mlhemmberofemhryoaﬂmtmwnbleamr
, smbex of ert s frozen, Im;:o:sihluﬂytnompfﬂwmwﬂlmmeﬁmg :
tha ' warantée that the transfer of ffozen embryos will result in 4 suocessful pragnsncy. We
(T) have discussed The Center's pregnancy rates for frozen exbrye tansfers with our (my) doctor. W () also umderstand
that it dozs not appear that the wtilization of frazen onibryos increases our (y) risk of having a child with a birth defect
aboveﬂ:emczdenceobmedmthcmemqu@Wmm&mWMM
and storage procedires involve the use of mechanical and/or electridal eqy . The Cexiter will make a1l best efforts to
mﬁmhandmﬁ@rthmeqummmandpmdebuhphmﬂm‘qfﬂgggpn;mﬁﬂm despmﬂlelrbest
effotts; Scoifpiment Sailive way result i the damage or loss of dns or i oI Jereiany
Centershanberespomiblemlyfmawofmghgmmntsputmdmapaﬂofmemploymconmmm,andwmulunts

and authorizod agent. , e s

Axanyumdtmgﬂ:emoofour(my)mmm(w)mmammwwmﬂmumcndofﬁve'
ymsofstomgeonf‘!he&nwrclom(whahwummﬁ:st)m(nundmmdthatwe(l)ﬁavasw«ﬂ’apnmmy:dmg
our {my) frozen exbryos in storage at The Conter including: ,
1. Dmmonofﬂmcmbrymhamﬂmcouphorwmnformm(her)mammptsummy
2. MofmmacmmmWSWw&rmmmmm(mmmmm
3. ﬁmﬁwoﬂﬂwmmdembﬁwﬂmmubmmmmemmmmmmmmmm

We (1) understaud that each of these optious requim exemﬁon oi a separate m'itten consent form signed by both ot
us(me)atthﬁﬁm!hatihisopﬁmiselm E .

R BTN N

v" pe g TE TR

- CO3% Consent 2*: Consant for Bwbrye Cryopreservation without Natary Version: 0503/05
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Conserit for Entbrya Cryoprésérvarion and Siorage
Poger 2

Intbeeventofneath._ R

-1 We@mmimMMMﬁcnadmm@LEASECHECKONBANDBOTH
PARTNERS SHOULD INITIAL):

D mﬂi@mmnofﬂwambryosvﬂubeleﬁmthemvhgpm
O The @mbryos will be discarded according to American Socicty for Reproductive Medicine Eﬂlical )

Pemale’s Iuitials,

) Partner’s Initials
: 2., WeD understend agree and consent that if boith-of us dies cs:ifr dic; as - siigle wontin
ONEANDBOTHPARTNERSSHOULDMIAL). R

Partnet'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; : . :

.o Custodtial decisions and expenses will be left to the femaale partner.
O :-Cugtodial detisions sud-cxpenses will be left o the male partice:”

Female's Imhals

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.

iy - e s e
Y] .1.:' g T

T d ol v g DRC S SRR

Wo(nunderstandmda ﬂ;atﬂmCenterwﬂlstoreﬂmsc embryos formmmpmodofﬁvem«mgaxdlm Gf 5mzy

instructions indicted above.

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

e

. -msmdm dccmons and.enpenseswillbe left to this followlig dési ieg (Same sex partiiory, siors, please.”

L——
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Consent for Embryo Cryopressrvation and Stordge
Puge: 3

‘We (I) understand and agree that it is owr (my) obligation to keep The Center informed of ovr (my) current address. If we
() fail to do so or we (1) cannot be reached or do not respond to correspandence received from the Ceater, we (1)
vnderstand and agree that the enibryos will be.considered abandoned and will be discarded by the Center according to
We (T) understand, agree and acknowicdge that we (1) are (am) not married to individuals who are not partics to this
inforrned copsent. ’

Storage:

Tho first year of storage is iocluded in the crybpreservation fee. At the end of the first year, we (D) will be billed quarterly,
in advange, for continued storage of the embryos, up to the five year maximurm storage period. If we (I) do not pay the
quartesly foe in advance, mm'wmbesmtasamdmﬁmm if necessary, 2 third uotice, by certified mail,

If we (I) do not respond within 30 days of the third certified letter, we () understand and apree that our (my)
embryos will be considered abandoned and they vill be discarded,

We () acknowledge that, af any time during the five year maximum storage period, we (I) can execute the appropriate
cousents to exercise any of the options listed above inchuding cmbryo donation, disposal or transfer to another facility, or
utilization in a subsequent thaw cycle. We (I) understand that consents for future donation, disposal, fransfer out or
utilization (subsequent thavw cycle) musé be sigaed by both individaals who signed this Cryopreservation consent,
unless an applicable court decres or denth of one of us supersedes it or f am & sinple women.

Embryo Cryopreservation and Storage has been explained fo us (me) by ovr (my) doctor , together with the known risks,
We () understand the explanation that has been given to us (me), We (T) havs had the opporhmity to agk questions and
those questions have been smawered to our (my) satisfaction. Any firther questions we (I} might have may be addressed to
The Ceater staff of IVF/ET Progrm Divector, Dr. John Nulsen at (360) 679-4580. We (I} acknowledge that IVF/ET and
EBmbryo Cryopreservaﬂoni&bdng;mﬁumgdﬁt our (my) request and with our (my) consent.

- l;‘emalc Signature -y:ﬂmcssed By
Date: { / _ . . . L
Baffner Signature#+* Wity$&sed By

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

Ehvsician Sigpatare:

C03= Conyert 2% Comeant for Bmbryo Cryapreservation withons Notary " Parsion: Q6905
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CENTER FOR ADVANCED REPRODUCTIVE SERVICES

CONSENT TO DONATE EMBRYOS

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

We (1), 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, consultanis
and authorized agents, for use by an infertile couple or woman.

We (I) understand that donation is only one of several options we (I) 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 a 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 () understand and consent that embryos cryopreserved after May 23, 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 we will not be paid for this donation.

We (1) 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:

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

Female Initials:

Partner Initials:

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

Designee

Female Imitials:

Partner Initials:

We (1) understand that there currently are no statutes in the state of Connecticut concerning embryo donation. By our (my)
signatures below, we (T) 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 alf rights and claims to such a child,. We (I) acknowledge that the Center will not inform us (me) if our
{my) donation resuits in the birth of a child.

COO08N Consent 6-N: Consent to Donate Embryos with Notary Version: 05/03/05
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Consent to Donate Embryos
Page: 2

Unless we have designated our recipient(s), we pledge that we will never seck the identities of the recipients, except as
allowed below or 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 born 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 retayed 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 donatien are
legal adults, a request may be made by the child or children for our identities.

We (I) 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 (I) consent to any blood tests, infectious disease or genetic testing and any other tests, interviews or screening required
to penmit 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 anonymousiy 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 bom by the intended recipient(s). We (I) furiher 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 (T) 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 empioyees, contractors, consultants and authorized agents, at the time of the potential donaticn, 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 () 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):

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

Female Initials:

Partner Initials:

a Donate 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 eur (my) physician concerning the alternative
options to Embryo Donation.

The nature of Embryo Donation has been explained to us (me). We ([), understand the explanation that has been given to
us (me). We (I} have had the opportunity to ask any questions we (I) 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
Nuisen at (860) 679-4580. We (I) acknowledge that Embryo Donation is being performed at our (my) request and with our
{my) consent.

CO06N Consent 6-N: Consent to Danate Embryos with Notary Version: 05/85/05

(C
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Consent lo 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 Repreductive 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 Donatéd Human Embryos

Ren-He Xu, M.D Ph.D Dlrector
Uoonn Stem Cell Core, Verswn 2 B
. March 11 2007 R

‘Fhe U Conn ‘Ster Cell Core'w was establtshed at the Umvers:ty of Connectlcut Health ;

NS B

Center (UCHC) mn Apnl 2006. Based on a Core Faclhty grant awarded by the State Stem

CeﬂResemehProgram,weamchargedmprowdeexmnngHﬁmanembryomcstemcell '

(hESC) Imes prowded by other laboratories and rela't'ed technolog1es to mterested and
ellglble sclennsts tbroughout Connectlcut We are also allowed to denve new hESC lmcs
ﬁ'om embryos donated by patlents who have eompieted h‘eatment of mfertﬂlty it the

Céntés for Advanced Reproduetwe Sérlﬁces (CARS) of UCI-IC We are recjuestmg IRB

approval for ﬂns research pro;ect wh1ch covers only the proca

ey £

embryos. A separate protocol thiat covers bank:mg of these de-ldentlﬁed hESC lmes and
drstnbutlon to other researchers (attached) has been submltted to ESCRO for approval

Denvmg few hESC Tines is necessary because the exrstnig lines sre htnrte:i m number

and diversity, and have potentially been contaminated by xenogenic molectiles “due to co-

culture with ammal-denved materials, I-IESCs cuitured for a long term may deve10p

abnormal karyotypes ‘In addmon, procunng hESC Tines’ wﬂ:h dzsease—related genotypes .

e Sy
would be mvaluable for research into the bases of' the d:seases and development of new

methods of dlagnos1s and therapy In thls protocol we plan to derlve 5-10 KESC Im&'= -
under ammal feeder oe11*“1‘31‘313"l?lde1:|t or possrbly anunal matenal-frw condmons w1th :

diagnosed genotypes We W111 dérive these hESC llnes m year 1of the state grant
characterize, stock, and distribute theri in years 2 and 3. Oné huidred 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 QQ;IQ will refer potenttal donors to their website which has a
list of disposition options for of the1r patnents’ 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 mformatlon to the U Conn Stem Celt Core
Admmlstrator A speclﬁe research donatron consent form for thls pro_]ect w111 be ngen to

glves sorne explana ion | to the , _!natron process The donors may drseuss any questlons ;
or concerns wrth the U Conn Stem Cell Core Admmlstrator and 1f there are questlons

that the U Conn Stem Cell Core Admlmstrator can. not answer, she Wlll forward the G
contact mformanon to the U Conn Stem Cell Core Dxrector who Wlll address them The
donatton consent form wrll be completed by the donors of both gametes that were used to

produoe th embryo when they have made the declslon to donate 'I'he donated embryos

P “z LF

be de-ldentlﬁed

Conn Stem Cell Core Admlmstrator 'Ihe U Conn Stem Cell Core § database is kept :na .

locked cabmet and 8 hnk w111 be mamtamed between the code and the do,nor mformatton
Only the U Conn Stem Cell Core Admlnrstrator and D1rector wrll have access to the key

to the codes, and wrll agree not to use or chsclose thrs mformauon to any mvectlgators e

who recetve hESC ]mes denved from the embryos

HESCs w111 be denved from the donated embryos, expanded malntamed at the U Conn )

Stem Cell Core and dlstnbuted to researchers for study of human development andof
dlscase treatment. The protocol to pernut the_dlsmbutlon of de-rdentlﬁed hESC lmes o

[V AR MR

from the U Conn Stem Cell Corewﬂl be approved by the ESCRO comrmttee pnor fo any

such dlstnbutlon . Embryos that are obtamed for thJs_research.pro_]ect w111 not be o

transferredfrom'theU'C nn._StemCellCoretootherresear hers.

RON

Py
s .


http:hESC,Iin.es
http:inf~tj.on
http:f',-Nr".i'.ji

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.

*>



University of COHHCCthUt N

Oﬁ%‘ce of t/ye Vice Provost ﬁar Remzrc/a é‘ Gmduate Educatzon

ESCRO

{Embryonic Siem Cefl
Research Oversighd). ... .

March 23, 2007

Ren-he Xu, Ph.D., MD

Department of Genetlcs and Developmental Blology

Code 3301 e e PR SR
University of Connecticut Health Center L I -
263 Farmington Avenue o ST BRI
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
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
H1, 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
Facsimile: (860) 486-5381
e-mail: anne.hiskes@uconn.edu
web: wwavescro.uconn.edu

et e el



http:vw.escro.uconn.edu
mailto:annC'.hiskes@uconn.cdu

ESCRO approval is for one year after the date of final approval. A requirement for renewal -
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

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

“Dr.-Alexander Eichtler-
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University of Connecticut
Office of the Vice Provost ﬁ)r Researcb é‘ Graduase Education

Ren-he Xu, Ph.D. MD

RcsurchOvcm

(Emb Effgo ent of Genetics and Development Biology
b versity of Connecticut Health Ceater unit 3301

An Equal Opportu

438 Whitney Roadc Ecxfcnhsg)anr%m: 1039

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

Chair, University of Connecticut ESCRO
Professor, Philosophy

de Dr. Don Saha

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
Human Subjects Protecﬂon Ojﬁce

To: Ren-He Xu
Principal Investigator
Genetics & Developmental Blology
MC-3301 ... i s

Froni:* {RB Oficé
TMC3926 °

Date: * )

Re: Flnal App
WAC"W ‘Fu" Board Tt ‘ fo
mms Numbers; 071594, ... e ng D

" Project Title: Derivation of Stem Cell Lines ﬁ'om Donated Humqn Embn;yos C ol g
Sponsor / Funding Agency: Connecticut Department of Public Health~
Approved Iuvestigamrs. Xu, Ren-Hequndall Leann

fm‘ Con‘linuation of Proj

.. .,-;t ,
r'yo W o d ibqg am apply & : ‘

continuatioh of the sildy: The h\bﬁlﬁcaﬁ%:nsubfnh‘wd Wlth ﬁns réquéSt e ‘Was appro

111672008 Ifsiplicable 5 yoie s’ Copies of 6 istised ind Qaléc e foii st 66 uséd Whh obtammg

consent and the form must be signed and dated by the participant and the individual obtaining consent. .

All approved studies are subject to audit by the Research Compliance Monitor. Qur Department of .Health, And
Human Semces Eedeml Wide Assurance Number is 00006064 .

U GO DL A 15 i i D

h a
IRB; unantnclpaied problems inv
terminations of IRB appfoval.”

Approval from the IRB for any modification or addition to the protocol, forms or recruitment -materials,

must be obtained to jmplementg\ti{on,, except when necessary to eliminate | Immed’i
subjects ease’tlle ¢ Tge niust be ‘r;eipérted wiiliin'5 déys of oceuri'ence:' A’ﬁmini'sﬁ‘atwé’changes that

s d

W
pose no incréased risk’ (¢’ correction of typoghaphical errors, approval of an advevtisement) may be -+
approved through expedited review however the Chair reserves the right to sénd any request-for modification
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
identified over the coming year.

c:,. Leann Crandall MC-3301
' Isolde Bates MC-3301
‘Dhanonjoy Sakia

Fgual Qpporeanity Emplayer

263 Farmingron Avenue
Farmington, Connecticur 06030-3926

Telephone: (860} 679-3054

Faccimiles

(6M (79-1005
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Embryo donation for stem ge_lrl research

If you have used the Center for Advanced Reproductive Services and have
rility treatment, you may wish to give remaining frozen embryos to embryomc stem

fation embryo, at about four or five days of development contains an mnercell

“célls.can be:clltured by researchers in alaboratory. What makes these cells unique Is thatthey

are pluripofent, 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 quality gives them a speclal ability to be
used in the laboratory to study many types of disease.: They.can provide a.tpol to.siudy early:

human development to which researchers did not previously have ‘access.: They:may alsobe.used .

in driig developmént:to streen out medications Which: have harmful side-efiects to'human béings
that may not be detectabfe inanip '

.has been.p prowded to stem cell researchers in Cennecﬂwt
these recipients.- s i,

B RERHE X ™ e et i e

Dr. Ren-He Xu has an been studymg human embryomc stéih cells in the Iaboratory for imeré than
sixygars; five.with Dr. James Thomson, who dlscovered the techn;que to ﬁrst denve them Smce :

"legving ;W|Sbon31n, Di

falip of approximately 100 cells from which embryonic stem celis may be derived. -These.

: Dr Ren-He Xu's Iaboratory Is one of' |




From Xu.Ren-He
Tot Hfsmﬁﬁxmmlummcm

Subject: Re: NewhESCRegH:yAppllcation Requ&st#zoog.@ 005 i i e

Date: Tuesday, Mavm, 2010741 141.AM-. : - .
Attachments: 1-ICF v2 1

Hi Dr. Gadbois,

Ren-He Xu

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

University of Connecticut Stem Cell Institute

Department of Genetics and Developmental Biology. .

University of Connecticut Health Cénter T ' T

263 Farmington Avenue Ce
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


mailto:hescregistry@mail.nlh.gov
http://genetjcsllmcedll/facIIU;ylxll.htm
mailto:renhexu@uchc.edu

[' Sept. 11, 2008 for CT3 and CT4

>

= that "Distribution of any new cell lines derived at the-Uconn-Wesleyan Core*

> may not occur without an approved ESCRO protocol amendment.” I there: anything

> 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 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

>

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

>> 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 wiﬂ'i"thé“'r'év'iéW‘lir‘. eSS e S
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>> 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 cell 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.

>> Dffice of Science Policy Analysis

>> Bidg 1 Room 218D

>> National Institutes of Health

>> voice: 301-594-2567

>> fax: 301-402-0280

>>

>>

>> - QOriginal 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:

>>
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