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hESC Registry Application Search Results 

Request #: 2009-ACD-005 
Status: Pending 

Review:ACD 

Assurance: Yes (Section II(B»
Certification: Yes 
Authority: Yes 

Cell Lines: 4 
AVjlilable: 4 

Previous #: 
2009-DRAFT-020 

Email 
Edit 
Delete 
Switch to ADM 

 

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 (SO): Dana Carroll I 860-679-4040 I DCARROLL@UCHC.EDU 
Submitter of Request: Ren-He Xu I 860-679-3363 i renhexu@uchc.edu 
Submitter CoRlments: I have attached three adcUtional documents requested by the NIH 
Stem Cell Registry. I hope now it is rea(jy 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 Connecticut Stem Cell Core 
Provider Phone: 860-679-3363 
Provider Email: renhexu@uchc.edu 
Provider URL: http://genetics.uchc.edu/Stemceli/index.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.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/Stemceli/index,html 
Provider Restrictions: No animals transplanted 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 Doriated 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/Stemceli/index.html 
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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 in Year(s):200B 
Provider. Name:. Universilyof Connecticut Stem Cell.Core 
Provider Phone: B60-679<~363 
Provider Email: renhexu@llChc.edu 
Provider URL: http://genetics.uchc.edu/Stemceli/index.html 
Provider Restrictions: No animals transplanted with the human stem cells will be raised 
for reproduction. 

NIH Restrictions: 

Additional Information: 

Supporting 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 - 02/2512010) 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 application 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 . 

. 
March 11, 2010-E. Gadbois uploaded correspondence from submitter and liB staff 
analysis 

April 13 2010-E. GAdbois uploaded correspondence with submitter 

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

May 4 201 O--E. Gadbois uploaded correspondence with. submitter 

May 17 2010-E. Gadbois uploaded correspondence with submitter 

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

June 1 2010- D. Hannemann uploaded correspondence with submitter 

Administrative Attachments: 

Document 1: (PDF - 02/26/2010) SO letter 
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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 - 0212612010) SO letter 
Document 2: (PDF - 03111/2010) March 102010 corrspondence 
Document 3: (DOC - 0311112010) Section liB NIH staff analysis 
Document 4: (PDF - 0411312010) April 8 2010 email correspondence 
Document 5: (PDF - 0411312010) April 8 email attachment ESCRO core 
Document 6: (PDF - 0411312010) April 8 email attachment ESCRO 
continuation 
Document 7: (PDF - 0510412010) May 42010 email response from UCT 
Document 8: (PDF - 05I04I2010) May 4 2010 email attachment 
Docyment9: (PDF -0511712010) May 142010 email from UCT 
Docyment 10: (PDF - 0511712010) May 14 2010 email-protocol 
Document 11: (PDF - 0511712010) May 14 2010 email-cryopreservation 

Status History: 
Draft: 0212612010 
Pending: 0212612010 

Emalls Sent: 10/1312009-New_Applicaton_Email- 0212512010
New_Applicaton_Email- 02l2612010-New_Applicaton_Email 

Added By: Commons\RENHEXU On: 0912812009 I Last Updated 
By: NIH\gadboisel On: 0511712010 I Record 10: 20 ( 


Total Record Count =1 

http://hescregapp.od.nih.gov/loginllist.htm?DetaiIList=yes&id=20 5/18/2010 
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THE UNIVERSITY OF CONNECTICUT HEALTH CENTER 
The Office ofResearch and Sponsored Programs 

263 Fannington Avenue 
, Fannliiiton(CT 06030 

ti,861);.6194040 
£.860•.679..2670 

ORSP@uchc.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 Fonn 2890), submitted by Dr. Ren-He Xu, and 
below, are true, complete and accurate to the best ofmy 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 confinn that that I have the authority andlor rights pertaining to the human embryonic 
stem cellline(s) identified in item 6 of the form to make this request for NIH review and 
determination ofeligibility 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 cellline(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 
submitted materials taking into account the principles articulated in Section Il(A) 
ofthe 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 ofother 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. 
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( 
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., I acknovyl~g~ that.! have read, understood, and agreed to the informatioii:ptif.vi'4~9Wtfie)'Wrln, 
includi~,th~ In~tructions for completing the form, and the Certification,~!\~~~g~~;~~.;:: Si(;, 
.ASs~ceprovldedabove'~~;1j;;,:: Jjtt;'>;i< 

"';"i. ''" \~~:~~:~_~f;-;":" /' 
Sincerely, 

~ 
Dana Carroll 
Director 
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CO':lsent ForaD: to Do,nateI:l~ma~)tmbryosfro,lllt~e~!l!lt!l.rJQ~Ad~imced 
, , Reproductive Services atUCHC to Stem Cell CoreLabonitory 

Name of Principal Investigator (PI): Dr. Ren-He Xu 
: '. .' - . - \ - ,: ,: > , .•. 

911 
.. ; - ,.'.. - -"< - ) , , --~ , , : .. ! ': ' .'; . - ~: . 

P~jectT.tle:, J?er!v~ti~1I ;l1f~fem L~eSfrODl J)o~llt&;dHuJll~:Emllryl1s,: 

IRB Number: 07-159-4", ;' , ' ' , ,,' 

This fonn is used to obtain your consent for the donation ofyour rt;rtiilh\futen;biyost~' .'" 
ernbry,~nic" ~~ cell r,e~~~h~ Y0!1!1fe bei~~ ~ked}o co,'!l!idl:1"A9nll~i9n,9(r,9,1,1\", em.~ry.o.'.s '.'
beCause you have used the serVicesof'the Centerfof'A:dvancCd'ReptoouCtiv/i SCI'Vicesattbe 
University of Connecticut Health Center 

1":.:-"",,"':, 

(UCHC). 
.'.-,;: 

Donation 
__ '~~··l;,:;.".,··,,-·' 

of yolireinbiyos 
-:"". ,"·"-',,<-';(';-1"'"

is volUntary. The 
phone number to reach the U Conn Stem Cell Core Administrator is 860-679-8350.. 

~~~·)1'~;;.!{':""':::' .::.:' "l"!-.-:'i i(: ': . ~,(:;.} "",,;r'c.'<:!.! ',: 

B~~Iw,ro~~d!, i! 	 ' ',Y.!' .,,., 

 

Part'M
":-

the' 
-

emb 
., 

contahisuri'" 
'-' - " -.! " - -.-.- .,,', .,,: -', ~ -'. '~ 

iii: cellsCliliediiinb' (\nicsterneelis.}iillrderiO 
'.'. ( ,- -' ." ., ,,". 

Isolate 
,.. . - -' "" 

these 
,. . 

Uni4ue,~ijs;, t1ii'
.0

., emPi;yomtist ~'W!l~ed!~~#o,~~;~~')'a~#t~rY,fof,nP10ii~%tppjt(~;~ys.
Before the fll'St twelve days ofdevelopment, the embryo develops from one celi fertilIzed egg, 
4iY~~veraltim~~. (9¥I~ c!c;!!vagC11thCll, tne ~Jm:o). (ol1lls ~I!~9 ,a. $OiIia·9lJll9f,*n~ (c;IlAI~ 

t1i~ 
monila) 

iriIier~itlls.A
iihdtlien 

bl~toc'ist'ti~~~~rirl
devel()!diiioasriiiill C:Sf(callecfblilstoS!) Willi Ii'

bg,~:1~~,f~W~,~#.i~:~3Nft~~
'\I of

#~fflf'Rf~p~.
cellS,attaChed to

Embryoruc stem cells are taken 'from any cell ofthe cleavage stage, or from the Inner cells of the 

blastocyst. Collection of the embryonic stem cells sto,R~ ~~ ,?fY,eJ~wm91~ o,rtl,tel'1I}Q~9,,~d ,the 

embryo isdestroyed. Neither the embryo nor the embryoruc'Stem eellil Will grow ih{()'a1:hild. 


,
.,'

'

The' ie~Rijop,ics~ ce)Is ,~)It~er b~gro~il,ill' tJIW U-CQ!lP ,~~em',<;ell to;'~'~'1#!x>tatO&.to . 
produccfadditional cells, calli:d cell lines .. Reseatchers will,stUdY llie cell I~nes that are made. 
.R~arch~is wiIi h-y'to Understahd fio~ embryo~ic sleq1~ilstup,~#~ri mld' why t!U:y,~de~elop 
into almost any type ofcell that is found in the hunlall They wiUalso try discover' 
information that might help in the treatment ofhuman diseases. 	 ,

,!

bOdy.' , to ..
 ' 
'/ y

'. , 

:

~c~ Option to ,- Withdraw . -. , -,. Consent , J'" for Donation . . . . - or ," Refuse 
~~' .' - -	Donation 	 . J

Jr'yri~:4e~ide'\l40~ai<iYour einbry~s, you aiefrc;e to wltlidfilYV yoU!" Rerwjs,sionan~tim~,prior to 
: the 'point at which the embryos are used to make cell lines. To withdraw YQur cons¢nt, c~iitact 

the U Conn Stem Cell Core Administrator at 860-679~!d50: . ". , " .. ,. " '" 
, ~ ,; '. I' '~"! 

!fyou withdraw your pennission to use your embryos for embryonic stem cell reseaich;'tbe 
. - ~.: 

,	ff{)~n embryQs ~ll be disclY"!led as medical waste, ~4YQurinfonnation will ,~!( ~Illo,yt\d JrQm 
the UConn Stem Cell Core da~base. Embryos, tbat have be~1l transferred from the Center 
for AdVanced Reproductive Services £annot b~ retu;"'edtoa storage facility alld C~D.t.ot be 
used for ~el1ility treatment. 

The U Conn StemCell Core may also discard embryos that are not used in research as medical 

waste. 
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COq~~D~ .F,~rIJl!o\I?~pa~~, ~~~~D~m~ryos, "0,';0 ,t~~, C!lD!~r'OrA,;~Yl'~ced 

... ·..·.. ~~p~~'\u~~yeSetYic~~,~t,ucJf<;:to'Ste:~qn ~o~~;~a"()~fury , 

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 making the cell lines. 

-, .. J ;. '>;,. 

Any decisionxol,J,putke, about do~op at\U1y tim~ ,'Yi1l1l9t af[e~ your present or,futu,r~ medical 
care from thWiiiv!irsitji ofCoMeCtlcut Health Center/JOM DempseY' HospiiaI aridtheie Will be 
no penalty or loss of benefits to which you are otherwise entitled. 

Duration of Participation 
,-", ... ~>, - '>' /!' Ji; '- ';. . \ .' 

.," --:, .- ,.:-,,', -'~('" ,...... :.,::-, ',:- ,: 
tiine 

." -;, . ,'- ,; ~-" 

Yol,lip#t,i;cipanol};laStS:from:tile y'o1.J~gntl1eiDfiin.n~ 
."' "--, -' :' ,.' - -'., ;, ., -- :-: . 

cojlsen(fOl)ll Until 
"-' 

theeDibryo~ are
.:' 

uSed fumake celflill~~ 'This c6u1at8ke 
,i'·,;:,,,;,.-:_ :.,','-;--

tOflve' -;~':' 

rush 
",' .: ..__ >'''\'' .~ •• ' 

ears: . 
",', 

. ." .• ' y. '0'1',' 
"." 

" 
' 

.. ': . ;~',:, 

Potential ~rEulbmi :b1)Ji~tion 

Following your donation, one or both ofyou may experience psychological discOriitort;"po{ 
~XII1llI>'tl,¥ou may \)ec~lIl1e\lllcolllf9,rtIlb!,tl kpo~gthl¢the ~onatede1l1bryo~ ~m 1l9t ~Ye the 
i6cess tOmake§teriJ. cellliiies.thiitefore" i!Te" co "eq to talk with eachothet and With.~..• ";,,,., '",""" "" '," ... ,Yo"" Oli' ,Iljl "~"'" < "",',.! ...• , ,." ,'.". " 


Y()ur p,h>,~ic\8Jl/f~ily orfriepds ~olIlake sut~:you are co~forhibJeWthyow:dAAisi~.·.· .;. 

>0' "" ,,_. '> ." ,1~.'. ". : _, " _', "_. " _ _, ." .;.~ .' .. "' __ . -.c-_ , •. -. 

f§"e\~ ~~J'a,$h1!UI'p,* Waty6i1r'4~Mo~ to d9~ie; y,o\lreIilb,ijo{to'~ein Ceh.~~¢~WiIl 
bec(lm~'J#i~\vp t?:'spi:!{e\l,*§o~~deqf'th~,~~1i,~: '1)e ~s to ,¢iniI~i¥th1srj~ar* 

..

.
' 

aeScPbciI\IIlder,~¥$e~~ii'n
,-" ' .! :' " , , . ' ; .; , (. " 

aboiltpto\ectirig 
\_1 , ' • --', : ..' ' :-.", 

your 
~ 

donfidi:hiilllity
.-,., • -

.' 
- _~ . 

.' 

PoteiltiafBellefits 
, . i.: '. i ,H,;- " " 

of 
" " 

EnJbiyo 
-'.!, -;,. .• '.,,-

»ortation 
-.- :,' " ". . 

DOnating}ow: IlIllbryos,will,J'fovid,e p94ir~ct medi.cal b~neftt, fqr you. Theres~c~ done may 
or?";ay D()t eyelittiajfy lea~}o I:)eileti~ fors,6ciety... S()ci~tyriiay'b,en~fitbyhaviIig.ril0re, '..'.. '. 
knowledge allouthow!Mm cells {wlctioIi. Societ)rmay also benefit frolIl the,discoveiyofnew 
tre~ttiJ~etff<?t av8rietY bfhumari<1f~esi"; ...... ,,: • '. " ." '.;, .. ,,:i" . 

-'( ..•.
Cost and Compensation 

There will be no costs to you for a()1iiitih~yourembiYosto'theteseatch: you~(l riott~~erve 
any financial compensation foryour donated tlmbryos. The resear,ch that will be done may have 

"cQihffietciaipott:hi'tiW: YoU:ate not'hltendedto sh6re'in any ofthe firuiri6iiiJ ~alhS brother benefits 
•thllffuay'i'ii~ltfr<lni t1ie;c'b'hi.m~rhiaJP9i~rti)at: ,.j, ,.' . '.. .... ..",.' ',,':l'n'; 

Alternatives
;' ~:. c:-? -; ">'-: ,: ': ':, '. '. .'1;' ,< "< ,"

YHti'caii'cliOose Iloi to30niiteybtit'eriiiirybs;to;re~erulch! Alternative' 6ptidns iti:croaecoritilirioo 
.. Sionige'~f the' elnbryiis~Xi()ii'atiOjf dferribrjos fu'oiliei ;ii'iretiif~cdilples{ reriioviilfrom'Sio'~age 
 , W!th0OisiloSal/braonatfoifbferribryos1io'ariotherresearchfacnitY.'" "'<''';'',)t . " 

( 


( 

......•'. 

.,'..-: 

- . : .. 

.
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)1' _,'. ,,',.', ,-: -i',_, < _,)' '_ '. i:' i'·"\·' ,( rJ: :;0_ ; 'j ;'1' , i. -,.;.- ':'_, '. ,,;-:l 

CO,~~~~,trpr~J~; :QO,~af,~,~.,~,an ~J:nbr,YO,s ,.fro,m, ~~e,C.e~~~rf()! 
> " 

Advanced 
:

Reproductive Services at UCHC to Stem Cell Core Laboratory 

I 
J 

Protection of Personal Information 
! 

The frozen straw containing your ~onated etribrybtsjtha{isgi~~ to the U COhnSi~fuCeIl Core 
i~}~"el~ "r<;;~ter, f!l~,M'{~~~r,?dJJ~pY,~,~,~McC!l \}'i:!hy0w, ~~, Y.o':lrS,Ilf;~;tl~.cP.rity 
number, ~e~ !he, ~11lbryps w~}i;p~n !II1~~e jlJlffi~Pf!?femkr,yo~In :!hep.oil~nllr. ,'tI1:': 

, ~~.W~~f:Jjltapf!49'l1P~.!!I~~*~H,be~PtJP~e y.cpnn,~Wl1l SeIlCore~~el'titIJ.~· A 
random code Will be assigned to each embryo. The link between the donor ,and the CQde,Wi" be 
kept on a secure database, which is password-protected, and kept in a locked room.' This ' , 
~~is;o~y acc\(~ible ,b~ the JJ P?~ ~,tem CpILf~~ PU,CIItpf ?r Admini~!>r~t-ny, 
~l'\l~heP,~m. ce~l bne ~enved ~9111 a,tti'a'!l'ed ~JPbryo ;\VI)I btl asSIgned !I ~VV I~~~d'ier ~y the 

, A~1!lI ~her~) \}'h,? ¥iv~ tqe liJ;le,at ~e,Y; <;~ ~temCeII Gpre.,l'he hllk b~ the 
d9nor QIjd ,~b),"Y?\'6\l,b~lde~~ed ~er ~~er.\)~t 4as,~,wrev?ked or after embryonic 

,~I);l.~~IUmF~~Y~· \l1'1'n,deriX~'IU\~#t~~P1X9ft ql!-,ve be!'!14e oy!ld., ',.',!' 

':, ,',f ;.;:_ '_;. ;-;::. ," ,~":(':;;;' . i, .. 1,:';-.;, :}'._':( ',~_:_'" _,~~<'i; ;;;,r.Y :_:: ':" ' ,_f ;'0". " _: .. ":'".\ ' :; .',~::. : " :, 
We Will do our best to protect the confidentiality of the information we,gllth,l'f9;8m YOI1~ , 
however, absolute confidentiality cannot be guaranteed. Individuals involved with oversight of 
stem cell research may inspect your records. This may include indiv,I~~!~.tt?\N~ejlJ«ia!th " 
Center's Human Subjects Protection Office and Institutional Review'Board, theUmversity'$ 

'~:~f:~:'~~~l,~lb~l#r~r;~~~~J~:~:~jitc~~!1~~~~i~R
Health, or other regulatory'agencies WIth oversi~t They may inspect these records to ensure 
that the research is being done correctly, or that the research,)I1eets Jtl<Il'r;tl, state(or local 
regulatory requirements. " """.' '.• ' ",' , ", ' 

~~a!thinfo~atipn
: , ,', " . '_ ._~. " 

i~ r~~~d
'.', ," ,:; ,,' ,'" .. J ~~"', ," , :' • '_:'" : ,. : 

NQ, of~pJ.!,~a;.don,Q~,ior!tl\e pr~s~ofthe creatiqno(stel11cell 
lines. No information obtained from the cell lines will be provided back to you. 

During 
.' j. _<. 

t~e course 
' .. - , __ ' _

or
.. ' 

this 
'" 

~eselP"ch 
,"" ,_ 1.-. m,l' researchers . . ."_ '. . may,pUQlish .: •. ' _ :!heir fm<\ings. 

be preSl'nt¢ insununary format YQ.u ,will not identified 
_! 

in 
_, • __ . 

,lnfqf)Ilatiop 
,be any publications 

'~", ,_ ... " ' ,,' 
will 

- . '.' - '. , . - '..' ,,!,. ,.,' '.'.- .)~ . .. -. , . 
qr 
-

presenl!ltions.
. . 

Ho,V,Man,YDonors win b~NeedediD the Study , ;; : 

We plan to derive 5-10 human embryonic stem cell lines which we estimate can be accOlnpliShed 
once app~oxilI1ll~eIY. 190 .coupl~s 4()nat~~eir 1'J(U:a. eJ:!l~Q!o,s, This n~~er ,is, b~d?!l the wiRe 
range ofthe success rate of huffianem\?rxomc l!tem Cell deri~~tioJ;1 in the Iiteiatll\'e and thl' big 
variation of the number and quality ofeinbryos' from the donors. ' . 

( 

( 

(, 
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How Embryos Will be Used by the Researchers 
.- " ;; -:::' ;,:". ,;" . ! ,. ': ,',\. '''' \.0 

Htmiph'embiyolli6 stem cell lines Wintle ma¥With proceduitSs thiti Will,hicorpllrare the, best 
~i:\tlcds:No 'embrYo will be ~16ne43\id iib'hUtriiirtclt\lbryonicstem'ceUliries WiJl'bb """, . 
tr~fiU1tedlhfo'ahUilllin'1!eing.Fro~embrYo~, the derived ~t6n{C)!lis, mid cell ,lines may be
'kdp'ff6firiaIiy Ye!iIs.' , ";'.' .. ",,', .... :, ',,',.'" , . .:,', , '" ;\0'" ',',' " ". :,",., 

~ l.\,{~,'-"';: '1 J."" .'_'. ~ [. -:~," ".(: ,.i;,o,' .~> 1 o '; :.< .,; 

Stem Cell~earch is'a tapi1i1ychimgink; ittlia ofresearcl1; Ii'is iniptis~ibktd predicl attallhe 
P()tehtial:re~~h that6lllllC(be4bb:~. <;ili~:iY¢ pf~~m:h Wttfi 'eilibi'yiiI\Ic stem'c&li~; (i(¢ciii 
lin1i~ cojiliiielIrilfe t1ie'jratisplailiatiop'ofciiDbiylltui: ~teni ¢eI1~ ta fetal; '6ewbO~oi;adllit iilitmals 
(slllih:astats, 'fuice; $li:eep atidn6h~h\uhah'pti'niatts). AI1:\ldtigb dbilibihlrig'huniall imijamrtillj 
cells llr tissues is a oommon piiCii&: irtbi'Ola/ii8ifreseatch;'thefe i~jUticliitiiin'it ,a6Ciht'the;effects 
llfthis research in research animals. Nll animals ~lanted With the human stem cells Will be 
rai,sed'fllf;f~~t,b4¥~?n: """,", ."'".:'.':':;""'" , .. ,;';":: 'i, ." ,"i . 

"; , 

y()q'~!ln6t b~lrif6nnedUfthlit1Q,aldispos,ti<iitofYoutdoniltion. You ~li no(beSpecific'atly 

informed'ofliriyresUI~ rrohfth~ i'es'eiUCWpr\>Jecti:hlifmildeUse llfYbui~oriiiiion.' 

'~ 

." , " 
!--.- " ' ... , •• ,- " ,\,', ". "'~' ,. '" .,,' • 

Answers L,·,_ ., to - AdditiOnal '_,": -, ,- _ ,. Questions' "'.

.- ' . .-)', 

You ShllUld llbtain answers tllany qUestillOS Yllu may have bcfllre you makeYllur decisilln. YllU 
truiyilsll want to talkWitli family rtIem6ers aiyaur primary ca,re physicilthbefor~mitking a' 
decisilln. "",.,. >: . . 

The research staff at the U Cllrln Stem'CeIl Core is Willing to answer any questillos rllU have 
about making a donation. Ybu are encouraged tll 'aSk. questions befllre deciding whether tll 
dllnate. IfYllU have questillns, cllmplaints llf, cllncerns abllut the dll~ati~n prllcess, YllU ,~hlluld 
call the U CllDD Stem Cell Core Administrator at860·679.8350;wl1oWiII Toute'YllUt't%Il10 the 
appr!!priate 

:, ~" 
individual 

- I.'"
. 

. . 

(,
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Consent Form to Donate Human Embryos fro~' tbeCenter for Advanced 
Reproductive Services at UCHC to Stem Cell Core Laboratory 

. '.; 'f,' ., !"':, ',' • - - . : ' 

",.-. 

. Consent To Donation: " . (

By signing.thisfonnyouacknowledge'iliat you·have read, orhaveha<j.read to you, this infonned 
consentdoCilment; have talked with UCHCStemCell CoieStaffabout this,donationto'TCSearch, 
have been given the opportunityto'askquestiollsand have-them satisfactorilYanSwered;':and 
voluntarily consent to donate your embryos to stem cell research. 

Bysignmg this fdrtnthe indiVidUliI obtaining'consent·is confinning'that'the'abOve information 
has bee\l;expllriftedto the donors arid tlll1tcacopy ofthisdOcument; signed lind dated by'both 
persons giVing toniieIit and the person obtainiilgeonsent, W1Ube'proVidcil to 'the'donors; , 

• - ,_ ? ,', '\ ; • < I .. ' . ~, .'. , 

~ole Printed Name Signature Date '·Tlme 
Female Donor 

. , "1(\ ,-';. 

. . ..... . , •... 
. 

personiQblainingConsent . '" 

.. 
; , ,•. j ..' 

,
. ' . '," - '''\ , . !.: . . j.,,". 

,.' . 

( 

( 

',::

,':' 

( 
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\\ 

Univel'1li~o{C~m!lec!icu! Health C'i'!1~r. 

,'''' <,:\;;<' -·:;1 ',; "-.' ..;' J".-~ ~:I~} ~:. 	 .. 

AUTHORI~TION TO USEA'NO :DISCLOsi{p'R01ECTED 
HEALTH INFORMATION FOR RESEARCH PURPOSES 

Information About the Research Study 

Ren-He Xu and his staff are conducting a research study called D~rivatiqnot§tellJ,cel
Lines from Donated Human Embryos. The purpose of the study is to derive stem cell 


, UnesJrom.spa,reembryos donated· by patients who llavecompleted.their·infertility, 
treatmenLThe·stem'cell lines' will be usedforossic research to understand human, 
developmentanddiseases,and·their potential treatments._ .' ',,' .. ' 

Voluntary Status 

B,e~use:9f,aJedefaljlaw:c;alled ,the.HealthJnsurance. Portability & ACCOUr:ltabilityi~.ct:' 

(H)~AA)i ytll IlJYstgetyour, permission to. u~ and discloseyo.ur.ldentifif,lble health, .. 

informaticlO·forthis re,sElarch.study..This form·ill usedto~ocumenUhatperinission•. '. 

Because of HIPAA you must also receive a copy of the Health Center's rules about 

privac:y. . .' , . . . .. ',c,' 	 " ' 

. >'-. ~ " ':•• ( : -' -' ,

Yourde.cision..whetherto.give permission. is.voluntary. The only consequence of not 
granting permission is that you will not be allowed to participate in this researcf{!;tlldy. 
Your deCisionnasno impaCt on your treatrriEUit, payment, or enrollmenflri any healtti: 
pla.,s; or effect6n 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 I Disclosed 
The following information about you may be used and disclosed for the purpose of this 
research study: 

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

How the Information Will be Used I Disclosed 

The information noted above will be used and disclosed for the following purpose(s): 


o 	 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
CQl)1p!!ter database, in a locked room, and your donor consent forms will be kept in a 

l,ockeo\gabinet at the U Conn Stem Cell Core. 


", 1 
Pebple/Offices That Will Have Access to Your Information 
The folf6winif people/entities may use and disclose your protected health information. 

oRen-He Xu and his staff 
o 	 The Health Center's Institutional Review Board and Human Subjects Protection Office 

and Office of Research Compliance 
o Hospital or University of Connecticut Health Center representatives, 

(. 

l 





 


(.. 
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\~ 


( 


( 


{ . 
\ 

University ofConnecticut H"lth Center '. '., . .... ..' , . .' 


'" ~., ". ~~~fn~~~~e,~!tj~~t~~~~~~~i~qdby~fw.g Ac!nlinistraiion or Office for 


The researchers and staff agree to prot~ Y9\,r inform~tion .by usi"{l and disclosinQ it 
only as stated in this document arid7asdirected b'y'stateariCi federaHaW ahdas: '.,
conternplated'!n the NIH certificate'()f ConfidentialitY" .' '. . . . , 

'IfjftDfliarliOits2;1iiWgbv/grams/D6IiCY/c()C/)." , ' 

6~~'~~r:h~tth.inf~~ti~~.ha~:been'di$~i~~dt~'~nyone outside of this institution, 
the information may no 10Qgerbe.protected,under. this authorlz8tioni , 
Reasons to share your information are to be able to conduct research, and to ensure 
that the research meets legal, institutional and/or accreditation requirements• 

. ." .,.. , .-. -,-' _ ......, -,,,~,.. .", . - ',' .-' 

Right to Access InfOrmation' " . 
You will not be allowed to review the informati()n'collected fOr thlsteSearoliprdjedt. You 
do h~~e the right to request that your medical record be released to your personal 

"p~Y!l!91.an(:'·i:" " ' . ." ,."t' ,.,. '. ol" 

Expiration of Permission 
Vourpermission touse .. a.nd.dis.Close your p~edbealth information doesnot.have.an 
expiration date. '. ". ..,' 

How to WithdrawPeriniSsr()n'" 

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. 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 PI 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 
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University of Connecticut Health Center . '.. 

".;.._." '!.:i-"- . ',.(,.-l..... :-'.' j 1·:' <:",; 

this 
i,/ '! ,., 

rel~~.~~pf ~R!'! (;l(inf~rll'll!!t!,?nl,>~. S.pe9ifi~IIy,1!1I~rize!1,.J3y ~i9l'lil'lgthjs90al
purPose aulh6riZatioriyou ~dk:n:9WI~li~ !~~(t~"'f~ is~'Cha,119~ 1h~t~4Ch i~ft?i1TJation may be disclosed. ... , ,-... .' ..... .. ..... . - . -. .'. 

:, ,'.:(;~~'A.)~;::c' ';.~:\i::, 1 "i"i y:.> :'~_.:';:,::; !>.l':; -".~,,-",._ ,:,:::.-:, _ -.) ~}-_ ,c r..<,... ".'; ,,~ 
Pe'rmissionfor,Use,anjlDisclosure oflnfo[l!!ation.. . .,. ,; .., _._ \0:..,_." 
You are a voluntary partlclpanfin,~is..r,~~~rc~,st~~¥.;~(ir,.y,o~, ar~:aW~,?r,iz~t~i~,£tPD .. 
behalf of the participant and are doing so vol\l!l~ri,Iy, .. ~,~i91'l!!l9·yo4ackp9VtI~~:1hat 
you have read this form, had the opportuni~ tcfask-qiJeStiohs,ah'd obtain satisfactory 
explanations", and that:you.authorize 'the'usellnd disclosore:of protect~'health. t .•. ' 

information as described, in,this form:¥ou wHi receive a 'copy 'of'thls foNn 'after it is- .. 
signed. 

.- ~ . ';'·'-'i. ;. ;. ::~ 

(

1.-·. '. 

Signature of the research participant or ;::~.,i.;}i>.Ii!\e, " 
,the r~!\TliIrc;hp~,rtiS:j.p~llt:s}e!!al~!?,re~,e!!ta!iy,e·., •. , ..' ,', !. .Y' 

,. / . 
;... J ... 0' .. ,,', C>L 

. t, 

Printed name of the research participant and if applicable the participanfs legal representative" 

Representative's relationship to the research subject ', . -~. 

'Please provide documentation of your status as an authorized; representative 
. . - -'" -:. '--~ ,', '; ". '-: -~ - .' ~ . ,-,-" -, ". ,

.; !" '-,i 
': ." 

\-',U 

( , ' 

.. "~ 'j .. , .' 

'r, .,:. r'-. , 

~" 

;,' 
.- .. -. 
<·.i "1 

:. ;', .~. , . ;'," . 

" ~ ; .. , ,.. 

", ;,-; ; ','; 

.~ .. ",.!.--;:-' . ". 
, -" 

, :./ 

-.. -~ 

-\'_-' . 

( 
';i ,':, .-". 
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University of Conneclic~t Health Center 

The University of Connecticut Health Center's NotiCe of Privacy Practice is provided to all'" . 
patients and research participants. The Notice is available on-line at 
hltp:flhealth.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 ~ave ~n provided.with a hard copy of the unive'~iW:~.~~n~ctI~ Health 
Center's Notice of Pnvacy Practice by the researcher(s) and h~b~!).giv~n 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,H~a~I).~m~r, Hs 
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 b~.e~",~plal!)ed 19 you. 

,........",..You acknowiedge'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 Date Time 
Female Donor 

Male Donor 

( 
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, . 
CONSli:l'lT FORCRYOPRltSERVA1'lON AND 8TOllA.Q: OIl'EMBRYOS 

Femai~~: 
'"'", 

Partner Name:. 	 .~ 

~:-
.. \.': '.f -, 

." .... ; , -..". 

( 

At any time during tho stori.go ofour (my) CIUbzyos, wlIen our (my) V:eaIUIeD.t at The CeI¢eI is ~ at tho CJld of five' 
yean ofs\orage or ifTlte Center closes ('OIbichc>ver _ fuet) "'" (l) UDdors1aDd that we (l) 1ilLV6:~'bPfiI;us regudiDg 
our (my) ~ embryos In stPrBge at Tho C_ b:i1Jdjpg: 
1. Dona1ion of1lm ~ to """thor wupIo or woman tbrfheir (her) own attomp1s at pregnancy;>""': u" ': '." 
2. DlsposaI oflhc embzyos ac~ to Amerieau Society for ReprOductive Medidno (AlIRM) etbicaJ stancIanIs. 
3. ~·of:lhc~emd.embIyos:ltOmthoLa~;jt·.tho.C6Dt«,to8llOtIiar~.OCIIiIBri!loilg'tii!in'Storiie 
,.~~~~tio !;r '-C.:_.',,' <>"1 .' .n.) 	 , " "', ,'; . '.; :'-~\)' .".;" .:.f :"1' :' '<'::,' ' .. 

. . f- "_~,,~ ~:-:.. '" ", ,"1'"»'(" ;.,. 

We (l) .......d that each of these options reqn!res execntioo ola separate 1nitteD _Horm.edby both of 
QS(")at~UIllOJbatthlSoption(lsexetc:lsed.· .",:" 

( 


http:stori.go
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CmtuIItfo:'f!mbt7a ~·tmds,...,.. 

Pog., 1 


" .-; .'-~ -; . :, .' " 


In tho evont ofDeath; 	'': -(. ''-.':' .,.> ' , '.' 
1. .We (l) UDdeJ8ImId, is- iad CODS<mtthat if",...ofus dies (PLEASE CHECK ONE AND BOTH 

l'AAnmRS SlIOULD INITIAL): . 	 . .' . 

'0 ~cI/$p~li.onofthe.~lVlDbe left to tho S1ItVi'ring partDel. 
a The embtyllS wiUho disclu:ded acC<irding to Alnerican Societyfor Reproductive MediciD.e lllhical 

0uId0liIiIr 

Female's Initials. 

Partner's Initials 

2•.. 	W:c·(l)~'48ree aDd~tbatl1'''dIh6fWidiU 6rifI dic, .. asliiglewoliltm ~IfoASE~ .' 
ONE·Al'IDlJOTHPARTNBRS SHOULD lNrIlAL): ., .... ;;.;":;:~',:;;:"',.,"" 

Q,;~~wiU~~~.~\a~ordiDgto~.~otr.~llfpz()~ve~r;thi~! . 
",,' ,·a.~~,vnub,O;~~,tO~10ng~ui'.~fa,ci#tY:#~#ew~9fb)it.~i#).stafi,"". 

\) , 

PartnGr's Initials 

In thoi~t~lj;a~~;Iii~~.~r,I\""~v...im> ""WI:' .'. '~ .." ........ :..",' ... . ....... : .' 

We (I)~'1','m!1d"~~~~ttbatiflf,,.4lwI,,"or .000.elalioDshiponcls(pLBA:.SE CHl!~ONE:AND BOTH 

l'f\B,~~I{OymItm'IAL):" " .,', ., 


"f' 

Female's Initials. 

.PI\I1lJe'f~$~ats..' '. . " ; ' .. ~. :~ 

.~:;.·'o"'" ,/,.,:,,;,," .-:\-,,'~.:;:;:!: ,;.:.;:?,~ ."' ". ~ .',: 'i:,'_'" .- ... -;-'-'; r-, ,- ; ,>. 'T"
We(I).!!B!I~4·tI!llt.e!lJl$.~ts.·torl'iltnre.donatioll;dispoSll!i·tranSfeilout or!utillzlldOD·(Sllbsttpll!Dtitlil1til~.) 
must be signed by both individuals wbel slgned tlds CryopreservaUon conscot, unless an apPl!c:ilble'l:01i1"t:deetee or 
death of one ofur sup_olesIt Or I am a slnglnromen. 

}~~,.:;'ll;.;\'A-,:::";'i"(i}:)-'!""i.....-,:,.E;-".'I:)}i..f.'.,¥;. ,_ ..,.~.< _ -'ii'" ; <--., .. ,," . !:}:l.·..,::b:·,"'·'..:'~f:.);,:-';:::,::'~:'~: .•,', 
Wo (l) undOrstand find agree that ibc CclIter wIlIst<nc tho,", embI)'OS for "",,;wunperio(hiffive:~CIe~Of1lny 
iostnIctions indicted above. 

We (l) undmtan!l find agree.!bat, in my situation where Iherc is a conflictbetwl:ca.the parties. the embtyos will bel moved 
10 a long tenD.stonge :lil.cility at our (my) ""'Pense. 

(

r, 

( 
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( 
We (I)lllldttsllmd lIIIdagreo thai it Is our (my) obligation to keep The Cemer illtiiuued of our(my) CUImltadd1;ess. If_ 
(I) tiW to do so or We (I) _ be reached at do not.respoad to conespoudeuee Rceived ftom lIIe c-, WI> (I) 
undersIaDd and agree thaI~~ will. be.cOll8idmd abandcmed and1rill be discatdedby !be CeD1Br according 10 
Amrian Society fOr ~McdiciDo Btbi<al GuitioIlnos. 

We (I) undel&taDd, agree and ackoaw1odgo that WI> (l) are (am) DOt mauied to individuals wlIa "'" not parIics to this 
iufon'Dod COlISeu!. . . 

Storage; 

The mt,.... ofsfD1ll8e is included in !be ctyI\presorvation fcc. At !he end oflho fits! year, we (I) 1rill be billed quaxtotly, 
inadvance, for COIIIiDucd storage of tho emMyos, up to tho five yearmaxinmmstotage period. Ifwe (l) do not pay tile 
qWlIlcrJ.yr..eiD~ we.(IJ1rill be ~a__noticrJ and, ifileC058UY,. tidJdllOtice, by certified mail. 

Ifwe (I) do not rospond ..w.JD 30 ""'" of the IIdnI certified letter, we (I) understand ""d agree that our (my) 
embryos will be..udlIend ahandoll!ld ad thay'lf1ll be dlscvded. 

We (I) acbowle. Ihoot, at any time during tho five ,..........jml'm storage period, we (I) catl ""_ tile appropria18 
consents to -.iseany oCtile opr.ionolisted above including embryo donation, disposal or trausfer to anolller facility, or 
utilizationina subsequent thaw cycle. We (I) UDderstand that COlllOllto for futare donatloll, disposal, transfer out or 
1I111lzaUOD (t1IbsequeDt tbaw qc1e) _I be signed by both IlldMdual...ho signed this CryOpreservaUOIl ..O.....t, 
UDIess an applJeabla court d_or doath ofOlIO of II. S\I~es It or I am a sIlIgle WGlllell. 

Embryo QyopIeservatiOn and Stonge ..... been expleilwd to Us (me) by our (my) doctor, together with !he /mown risks. 
We (l) IIIIdemswI tile exphmation that has been givm to us (me). WeW heve bed !be opporllmity to ask questions aud 
!hose quosIious hove beenlllSWOled to 0lIr (my) sidis.&ction. 1. Any further queS1loDs we (I) migbt have may be addressed to 
The Ceoter stafforIVl'1BT Program DUector, Dr. N\II$eut (860) 679-4580. We (l) aclmowledgo thai IVl'IBT and 
Embryo Cryopmervation is bo.iug pcrlmmed at our,(my) iequest and with our (my) , consent.

' . ( 
Date,_,_I__'__ J.. 

l1enwcS~ 

Wi~sedBy 

*** Ifno partner, write NIA 

Note: Each Sigrudw'e Must Be Witnessed Se:parately 

( 
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CENTER FOR ADVANCED REPRODUCTIVE SERVICES 


CONSENT TO DONATE EMBRYOS 


Female Name:____________ FemaleID#·___________ 

Partner Name:.____________________ Pum~ID#________________________ 

Address:_____________ 

We (I), the undersigned, request, authorize aud consent to the donation ofour (my) ~opreserved (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 infwle couple or woman. 

We (I) understand that donation is only one ofseveral options we (I) have for the final dispcsition ofour (my) remaining 
cryopreserved embryos. We (I) may: 
I. 	 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 tmnsferred to anoth~ facility for long term atorage, for our (my) own use, or so that we (I) may 

donate the embryos for research. 

By our (my) signatures below, we (I) ex=ise our (my) right to donate the remaining embryos to anoth~inferti\e 
couple or woman. We (I) understand and consent that embryos ~opreserved after May 25, 2005 may not be donated 
anonymously unless federally mandated infectious disease testing and related requirements w= cmupleted on both the 
egg and s~ source within 7 days ofthe egg retrieval. We (I) understand we wiD not be paid for this donation. 

We (I) underatand, agree and consent !bat the selection ofthe recipient will be detennined at the sole discretion ofThe 
Center for Advanced Reproductive Services, PC (The Center), and, as appropriate, its employees, contractors, consultsnts 
and authorized agents, unless we (I) bave listed a specific designated recipient couple or woman. 

Please check the sppropriate choice and initial: 

Il 	 The Center may determine the recipient(s) ofthese embryos. 

Female Initials: 

Pum~ Initials: 

Il 	 We (I) designate the couple (woman) listed below as the recipient(s) ofthese embryos. 

Designee~_____________________________ 

Female Initials: 

P~ Initials: 

We (I) understand that th= currently are no statotes in the state ofConnecticut 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 anoth~ couple result in the birth ofa 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 Cent~ will not inform us (me) ifour 
(my) donation results in the birth ofa child. 

( 
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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 ofthe recipients, except as 
allowed below or ifa court orders otherwise. We (I) also understand that the Center will protect our (my) identity and wiII 
not reveal it to the recipient(s) except as allowed below or ifa court orders otherwise. 

However, we (I) understand that ifa 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 my child or children born from this donation are 
legal adults, a request may be made by the child or children for our identities. 

We (I) understand and agree that, ifwe have designated a recipient for these embryos, that aspects ofour (my) medical care 
md conditions and that ofthe recipient may be revealed and/or discerned as part ofthe treatment process. 

We (I) consent to any blood tests, infectious disease or genetic testing and any other tests, interviews or screening required 
to permit donation ofthese 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 ofthe egg retrieval. We (I) 
understand that the cost ofthis testing may be born by the intended recipient(s). We (I) further acknowledge and consent 
that medical, psychological, genetic/infectious disease, technical or other considerstions may contraindicate or preclude the 
donation of these embryos to a recipient despite our (my) request. We (I) agree that the disposition ofthese embryos will 
ultimately rely on the best medical judgement ofThe Center for Advanced Reproductive Services, PC (The Center), and as 
appmpriate, its employees, contractors, consultants and authorized agents, at the time ofthe potential donation. We (I) 
agree to notifY The Center ofany medical condition or disease, particularly genetic diseases, that arises in us (me) or our 
(my) inunediate family. We (I) understand and agree that ifeither ofus (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 ofthe reasons described 
above, we have two options (Please check and initial the apJllopriate choice): 

CJ Discard the embryos according the American Society ofReproductive Medicine Ethical Guidelines. 

Female Initials: 

Partner Initials: 

CJ Donate the embryos for use in medical research. 

Female Initials: 

Partner Initials: 

It is our (my) understanding that all rights and responsibilities fur the care ofany cbild resulting from the donation ofour 
(my) excess embryos will be the responsibility ofthe recipient couple (woman). This includes any financial burdens 
associated with the care and upbringing ofsucb a cbild. 

We (I) bave bad the opportunity to review this option and ask questions ofour (my) pbysician concerning the alternative 
options to Embryo Donation. 

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

i ( 

,( 
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Consent 10 Donate Embryos 
Page: 3 

We (I) acknowledge this consent requires the signature ofboth members ofthe couple who signed the original embryo 
cryopreservation consent. We (I) agree that ifan individual or couple has inherited these cryopreserved materials for their 
(hislher) 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 ofthe individual(s) involved in that 
agreement is (are) required. 

NOTE: IfTWO signatures lire required, BOTH signatures mllSt be notllrizet/. Ifboth partners cannot appear before the 
notary ot the same time, then the form can be dupUcllted lind ellchJHlI'IIIU Clift sign separately. 

__1__1_
Date Female Signature 

__1__1_
Date Partner Signature*** Ifno partner, write NIA 

Note: NotJuizotion ofBOTH s/gnlltures is required. 

State ofConnecticut ) 

)


County of__~_____ ) 


On___________--->, before me, _______________(Insert name of 

Notary), personally appeared (List 
only the names ofindMduals who actually appeared for this signature), personally known to me (or proved to me on 
the basis ofsatisfilctory 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 hislher/their authorized capacity(ies), and that by hislher/their 
signature(s) on the instrument the person(s), or the entity upon behalfofwhich 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, Progrsm 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. 

__1__1_
Date Physician Signature 

c006N Consent ~N: Consent to DolUlte Embryos with NOiary Version: 05/05105 
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Upon approval of this protocol by the IRB and approval ofa separate protocol by the 

ESCRO, embryo donation may start as early as March 15,2007, and bESC derivation 

shortly after. 
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University of Connecticut 
Office ofthe Vice Provostfor Research & Graduate Education ( 

F$CRO 
{EnlbrYORic Slem Cdl 

Rese-drch ()versigl~(~ 

March 23, 2007 

Ren-he Xu, Ph.D., MD 	
Department ofGenetics and Developmental Biology 

Code 3301 

University ofConnecticut Health Center 
263 Farmington Avenue 
Farmington, CT 06030 	

DearRe-he, 	

This is to let you know that your ESCRO Protocol #2006-025 ''Human, ES CeU,Core at,the 
University ofConnecticut 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 ofMarch 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.l9a-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 ofderiving hESC lines. 

2. You are approved to bank, culture, and distribute the NIH-registered hESC lines WiCeII 
HI, 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-I, 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 external to the institution also require an approved ESCRO 
'amendment. 

All Etllfl" OppnrttlllilJ I:.illplnyrr 

438 Whirnc..'Y Road Extension Uni( 10.19 
( ~rrs. Connt.'t"ric:ur 06269- t0.19 

'. 	 Adephonc: (8(,0) 486-2215 

Folcsimik: (860) 486-5.~81 


e-mail: annC'.hiskes@uconn.cdu 

weh: \\'\vw.escro.uconn.edu 
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ESCRO approval is for one year after the date offinal approval. A requirement for renewal 
for a second year is the existence ofa written plan and timetable for implementing OMP 
for deriving and maintaining clinical quality bES cell lines. 

Please send the ESCRO copies ofyour MTAs for any cells imported into the institution for 
bESC research as they become available. 

\ ". . . ': •. 

Best wishes, 

AnneL.Hiskes 
~r/4

J'>i' 

Chair, University ofConnecticut ESCRO 
Associate Professor, Philosophy .. ,,-,:.'; 

Director, Program on Science and Human Rights '.' 
,:i .'" 

Cc. Dr. Marc Lalande 
Ms. Leann Crandall 
Dr. Leonardo Aquila 
Dr. Brenton Graveley 
Dr.A1exanaet Eichtler ' , " 
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University of Connecticut 
( Office ofthe Vice Provostfor Research & Graduate Education 

Ren-he Xu, Ph.D. MD 

O:eent ofGenetics and Development Biology 


Ill1versi1¥ ofConnecticut Health Center unit 3301 

~ FarmingtOn Avenue 


Fanningtou, CT 06030 


RE: ESCRO ProtocoI2006-0l5 	 April 23, 2008 

Dear Dr.Xu: 

This letter continues your ESCRO Protocol2006-0l5 until May 1,2009. 

A. 	 Amendments Approved 
I. 	 Change in Staff: Adding Ge Lin: Personnel leaving: Elpida Fragouli and Caixia 

Yang 
2. 	 Change in room; from E3045 (ARB) to E20II(ARB) 

B. Protocols contiuued until May 1, 2009: 

I. The research activities as described in ESCRO Protocol No. 2006-025 "Human ES Cell Core 
at the University ofConnecticut and Wesleyan University". 

2. Banking, culture and distribution ofNllI-registered lines WiCeIl HI, H7, H-9, HI3, H14, and
ESI HESC-3 derivative envy and the non-NllI-registered lines HUES-I, HUES-3, and HUES-9 
obtained from the Melton Lab at Harvard. 

3. Supplemental protocols and operating procedures as referenced in the ESCRO approval leiter 
ofSeptember 24, 2007. 

Future Concerns: The ESCRO committee has requested that I convey two of its continuing 
concerns and urge you to consider them in planning future activities ofthe Stem Cell Core. One 
concern is the need for ethnically diverse stem cell lines to ensure that stem cell research can 
address the rieeds ofa racially and ethnically diverse population. A second concern is that there 
be some level ofdiscussion and planning, however preliminary, for the future derivation ofstem 
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, 

Anne L. Hiskes 
Ghllir, JJniversity ofConnecticut ESCRO 
tu~Professor, Philosophy 

CC; Marc LaIande Or. Don Saba 
d Extension Uiiiilo39 
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An Equal Oppor

438 Whimc:y Roa
c;torrs, Conneccicut 06269·1039 


( eJepbone: (860) 486-2215 
Facsimile: (860) 486-5381 
e-mail: anne.hiskes@uconn.edu 
web: www.escro.uconn.edu 

http:www.escro.uconn.edu
mailto:anne.hiskes@uconn.edu
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Embryo donation for stem cell research 

I ~~ "."."",. used the Center for Advanced Reproductive Services and have 
, treatment, you may wish to give remaining frozen embryos to embryonic stem 

, ',:1 •• 

~~~~a~ta~b'out four or five days of dev~;op~ent, co~~ns an innercell 

')~~~t~~~~:1~~d:~~::~o 100 cells from which embryonic stem cells may be clerivl!d,' ,Thes

by researchers in alaboratory. What makes these cells unique is that1hey 

are '. ' which means they have the potential to form any kind ofcell in,lhe,bQc!y,~l)drnany
of them can be formed in adish in the laboratory. This quality gives them aspecial abiritY 10 be
used in the laboratory to study many types ofdl$eIlS,!MThey~np{QYide aJQQl tQ,sl,u~y eal1Yi 

human development to which researchers did not previously have access,! They,mayalsobe,.use
in driJ~deveIOpli1enlit6 screen out ml1dication~Which'h~~~armfull!ide~ffd tohumllii ll9ings

that may not be detecta'bfe'iinihiri'faffriai$:""Y' ",,,,, ""', , . .i",'.." ." L. ,"', '" ,H",,>,'" 
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State of Connecticut Stem Cell Research Program, , ,;;i,.;; 

On June 15, 2005, PUblic ActO&'149,wsSSigned,into law:by:the Govemorof th&iStateof,' '" 

CO~ifec'!iciin~e goalbf jhisacfi(to,prqvidinOO milliOii doll~~'iiis!atejlublicruOOirlgloa~ct 


. n1@{w~~@~AAriy§~~~g~~ipAA9,ijW¢oil,~ej:Jip~t;~F~~fiillX'~~~ri;6trr~·~y'tf)e't:~~~~fi~iJ
StemC~nResearchPeei;Revi'
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.bas. been.provjded to 
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~temcenre$e!!rchel'!l,in Coonectk;ut. Or"Ren,/:Ie Xu's l!!bOra!9l)'isonMf. 
these recipients.> ,"" . , , . ,," , ",' .'.' "i , .. ', .' • ,'" .. '", "'" '

'AbO~tOfReri:HeXu" i ,......• ""i,. ..... pc'·. '(' ,., ,. "i': ..'" 

Dr, Ren-He Xu has an been studying humanembtyonic ~teiii'ceil~ 'in the' l~i;Or~tOiY'tor inore than 

six'yearsffive With Dr. James Thom$On;'who,discoveredithe technique to filShterive·them:',Since 
'leaVin' Wisconsiri' Of. 'Cell
share~i~toiisi&~t
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( 	 From. Xu Reo-He 

To. Hf5CBeGilSIRVCNIHINIPCCO 
CC: "',' 

SUbject. Re: New hI;$C ~1s!!Y I\ppIlCat!QI1 ,Requ.,lIQ09,ACD-,OOS 
Deta. TuOS\llY..(1)tay Cpo_-l!'Ii~Qlci 7:11:~tAM,,' ," 
Attach_: 	 Apprmr;J ¥::F '?' 02'W)fI pr;tt;. 

Hi Dr. Gadbois, 

Please see my reply below. ThJl~JI$,', ,;c,; "0-'" 

Ren-He Xu 
,. i ,,;,;. -'( ,!(, 

--......_-----... _.._------_ _------------. ~. ;,) -' ~:' . 
... ','1';:'>'

Ren-He Xu, M.D., Ph.D., AssocIate Professor 
University of Connectfcut Stem Cell Institute 
Department of Genetics and ~!9pQ!e!!!flI,QioJogy 
University of Connectfcut Health Ci!hrer 

'-'J 

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

Phone: 860-679-3363 

Fax: 860-679-8345 

Email: renhexu@uchc.edu 

Web: http://genetjcsllmcedll/facIIU;ylxll.htm 


,'t' : 

"-',1 

On 29/04/2010 1:38 PM, "HESCREGISTRY (NIH/NIDCD)" ' 

\,::"',.," <hescregistry@mail.nlh.gov> wrote: 
 ), 

" 
> 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 lnditates doriirtionoi'tJiEi embrYos in 2008, ~nd 
> 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. 

Yes, there was another version of the IRB approved consent form (attached) 
that covered the period from Jan. 31, 2008 toJ;eb,., ~~, 2009., T:his f9Q!'1was ," 
used for the donations of the embryos, which led'to 'the' denvation oq:nc-4 
hESC lines. 	 ' 

> 
> 2) Please C<?nfirm the d~~s,,<!l1onth i!nd day),Of,t!)e ,dpnations",Or t!:Ie"e!l1bryos • 
> used to derive these cellll~e$" '"" "" .,' , ,'" " ' , 

The dates for donations of the embryllsus!id to ilei:i~ the four hES(;lines 
are as follows:' 	 , , 

April 30, 2008 for CT1 andCTi 

( 	

[ 

mailto:hescregistry@mail.nlh.gov
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[ Sept. :11, 2008 for ct3and Cf4 

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

> that "Distribution of any new celillnes"t!erived'ilethe'Ueonn"Wesleyan·COre,' 

> may not occur without an approved ESCRO protocol ameiidlTierit." 'Is there anything 
> related to this requirement that you would want to list'iri ithe'~Provider' , 

> Restrictions" section so that potential requesters' of the'cell lineswould 

> know more about this process? 


I contacted Dr. Audrey Chapman, the chair of our institutional ESCRO (now 

SCRO). She told me that " The language refers to 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 requlrementsI listed In 
the "Provider Restrictions" section. " , , , , , 

i r (' -'..';'" ;-:-:', 
.: ,- ,-; ,~< . .."if_.· "l-t 

> .. ..- ,'-. _.. "',:-,,, -- -';,: 
> We appreciate your assistance as we continue with thii'revili\\fptb(;eSs;' ' > '.'" , ,'" 

> Sincerely, 
> Ellen Gadbois 
> 
> 
> Ellen L. Gadbois, Ph.D. 
> OffIce of ScIence Policy Analysis 
> Bldg 1 Room 2180 
> National Institutes of Health 
> voice: 301-594-2567 
> fax: 301-402-0280 
> 
> -----Original Message----
> From: XU,Ren-He [majlto'RENHEXI I@ucbc edul 
> Sent: Wednesday, April 14, 2010 11:43 AM 
> To: HESCREGISTRY (NIH/NIDCD) 
> Cc: carroll,Dana 
> Subject: Re: New hESC Registry Application Request #2009-ACD-005 
> 
> Hi Dr. Gadbois, 

> 

~ Sorry for miSSing my ,~n~ers to your,q~,estlons., ~Iea$e see b,elow. 


~-
1': ",', .'" 

> Thank you very muchl 
> 

.~: "-' ; 

> Ren-He 
> 

.> -\ •. "'

> 

> > Hello Dr. Xu, 

» ' , , " , 
> > Thanks for your emaiEi'cilr1't'fiiichoUr'i'Eisp8nse'tbn\Y''ilrSi:'ijuesti()~'~j~; "',:,
> > "l)COuld you please confirm that the lines in this submission were deri~ed' , '",' 
» from embryos for which botlvne!ll\Jers.pH~~ ~!!R!\! ,see~,il'lg~p,~\!cJ;iXl! " ',," " 
» treatment (unless It was asmgle woman) gave consent todonate'for research? 
> > The protocol refers to obtaining consent from both GAMETE donors, but we need 
» confirmation that if either of the members of the couple seeking reproductive, 

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

G 
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. 
> 
> 
» Did you mean to reply within the email or attach a response? I do have all 
» the 
> > ESCRO documentation. 
» 
> > Thanks agai n, 
> > Ellen Gadbois 
» 
» 
> > 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 
» 
» 
» -----Original Message----
» From: XU,Ren-He [mailto:RENHEXlJ@llchc edll] 
» Sent: Thursday, April 08, 2010 3:10 PM 
» To: GadbOis, Ellen (NIH/OD) [E] 
» Cc: HESCREGISTRY (NIH/NIDCD); Carroll,Dana 
» Subject: 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: http:Ugenetics.uchc.edulfacllltylxu.htm 
» -------------------------------------------------
» 
» 
» 
» On 01/04/2010 10:35 AM, "Gadbois, Ellen (NIH/OD) [E]" <gadboisel@od.nih.gov> 
» wrote: 
» 

"* 
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