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Note: Two undated documents, “Procedure for Presenting Informed Consent to Study Subjects” 

and a protocol were submitted, but California Stem Cell stated that they could not confirm that 

the documents were in use at the time of embryo donation, so they are not included here. 
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hESC Registry Application Database
Detailed Listing for Request #: 2012-ACD-001
May 14, 2012  

Request #: 2012-ACD-001 
Status: Pending 

Review: ACD 

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

Cell Lines: 1 
Available:  0 

Previous #: 
2012-DRAFT-008  

Email 
Edit 
Delete 
Switch to ADM 

hESC Registry Application Search Results 

5/14/2012http://hescregapp.od.nih.gov/login/list.htm?DetailList=yes&id=104 

Organization: California Stem Cell, Inc.
 
Org Address:  18301 Von Karman. Ave., Suite 130 Irvine, CA 92612
 
DUNS: 787412233 Grant Number(s):
 
Signing Official (SO):  Kenneth Berger / 949-201-9633 /
 
ken@californiastemcell.com 
Submitter of Request: / / 
Submitter Comments: (None) 

Line #1: CSC14 
NIH Approval #:
Available: Other - Other - Unknown at this time, but potentially available in 
the future.  
Embryo from U.S.: Yes 
Embryo Donated in Year(s): 2006 
Provider Name: California Stem Cell, Inc. 
Provider Phone: 949-201-9633 
Provider Email: ken@californiastemcell.com 
Provider URL: www.californiastemcell.com 
Provider Restrictions: 

NIH Restrictions: 

Additional Information: 

Supporting Documents:
Document 1: (PDF - 04/11/2012)  Cover Letter  
Document 2: (PDF - 04/03/2012)  Procedure for presenting informed 
consent to study subjects.  
Document 3: (PDF - 04/03/2012)  De-identified signed consent form for 
embryo used to derive CSC14 line.  
Document 5: (PDF - 04/03/2012)  De-identified consent form signed at 
fertility center to donate frozen embryos to research.  
Document 6: (PDF - 04/03/2012)  IRB approval of protocol used to 
procure frozen embryos. Obtained retrospectively. 
Document 7:  (PDF - 04/11/2012) Study protocol for procurement of 
excess embryos from IVF for use in hESC research. 

Administrative Comments: Document 4 deleted per submitter request 16 
April 2012 E. Gadbois 

11 May 2012 Submitter Response Email - DHannemann 14 May 2012  

Cryopreservation Program Participation Agreement (11 May 2012 email 
attachment - 1 of 2) - DHannemann 14 May 2012  

CSCI Request to WCFC for Cryo Form (11 May 2012 email attachment - 2 
of 2) - DHannemann 14 May 2012  

http:www.californiastemcell.com
mailto:ken@californiastemcell.com
mailto:ken@californiastemcell.com
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Updated By: NIH\hannemannd  On: 05/14/2012   | Record ID: 104
 

Total Record Count = 1 
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Administrative Attachments: 
Document 1: (PDF - 04/20/2012)  Compilation PDF 
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Document 3: (PDF - 04/16/2012)  16 April 2012 response from CSCI 
Document 4:  (PDF - 04/23/2012) Questions to CSCI 23 April 2012 
Document 5: (PDF - 05/14/2012)  11 May 2012 Submitter Response 
Email  
Document 6:  (PDF - 05/14/2012) Cryopreservation Program Participation 
Agreement (11 May 2012 email attachment - 1 of 2) 
Document 7:  (PDF - 05/14/2012) CSCI Request to WCFC for Cryo Form 
(11 May 2012 email attachment - 2 of 2)  

Status History:
Draft: 03/28/2012  
Pending: 04/11/2012 
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Switched from ADM to ACD Date: 04/10/2012
 
Reason for Switch to ACD Review:
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I

ffi l:;;liti"#i!,f,!i*'"n
JUL s i 2006

Date:

Dear

Fees for:

Rll: DISi'OSITION OF FROZEN EIiIBRYOS / OOCYTES

The contract pertaining to the storage 9f your fi'ozeu n-rateriai in our Laboratory has

oue of the optious Utro'"""tJ"titt'ithi' iotttt within t"vo rveeks'

1 Continue storage of fiozen ernbryosioocytes for an oneyear fee of $500'

PAI'IENT SIGNATUTTE

2. Discard the ernbryos/oocytes accorcliug to

ffiSIGNATURE

ffiSIGNATURE

expiLed. You nrust select

the Center's PolicY'

PATIENT SIGNATURE
L)olate yortr frozeu etlbryos/oocytes

pffir slcNATuRE
Douate yout' frozetl enrbryosioocytes to

to atrother infertile couple'

West Coast FettilitY Ceuters for
SPOUSEiPARTNERSIGNATURE

reseatch. You wil l  recelve a

more cleiailed research conseut'

;;i;;;;;;'"rY; (?14) 5r3-13ee x 120

ff i , . to,"poy,nJ' l ro,ssoo.1| ' "n;30ciaysfrorui l r isrrut icg' iv 'estlf you w'iih-to :onlolll-u, *ot receivecl u,.y 
"onruJr'i.;..,l;;;, 

we u'ill co'sider yoru participation iu the

Coast Fertil itY Centers Ir

crvopreservation rrogru.:r", i"r"ri,,r*o a*d itre J;;;;;iligl t"t:i9t^T.Jlton'ion*ti r"rnder the terms of ottr

Cryopreservation Program::::1"-'plj'ft Agr"t"tt-T tl lf vou have auv qtleus;ffi' ;i;;e contact ts in

Please rettitrr this letter rvith your decision to:

West Coast FerlilifY Cetlters.

11160 Warner Ave Sui te 411

fou,rtuln Valley' CA 92708

_-_\\t.tt 
Coast FertiiitY Centers

301i{ .Bnsfnrrc l tury,St i te l .T| l .Ful ler tot t ,CA92835(714)445-1.234Fnx01. i l44b.9163u,,i,iii,",:,,ffi;;;:";,[:'iff':m!!r',r*ro;,i,,t::*)(';:1,;r'1;;!,f,#i[!i's13'13e3

i:, r-s '
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niiG 1, 6 ?,tj0$

\VEST COAST FIIRTILTTY CEN'IIJII.

CONSENTToACTA'SAIIUIVIANRESIIARCH:SUBJIJCT

(lrmseut lbr Bmbryo Doult iott

Nirnre ol 'Dorror(s):

I6e p*rpose of tiris irgreement is to otrtain yonr written conserf fol lhe clonalion ol'excess oL

fr,rzen embry6(s) that rvere proclrrcccl tbr you as part of youl irtl-ertitity'treatnteut rvithl

lI NI.6., Inc. dbar West Coast Fertility flenter ("WCFC") which was cc,tldrlcteil in

accorclance r,vith the tenns ancl conclitions of that Cr-yopreservatibnYrogranr Participatictn

Agreerlent clated glrrlok berween yon anil WCFC'

your agre.erlent to clonate your enibryo(s) is c,on-rpletely volttntary, YtlLtr cltoice to tlottitte or

'ot 
to ciolate yolrr erlblyo(s) rvill have no affect on the treatureut yort receit'e l'roili WCIFC.

Because the eiection to clonate yoru embryo(s) is stlictly vohurtary, beibre yrilt sign thisr

agreeme't ancl agree to clonate yoLrr embryo(s), it is important that yoLr read and cliscttssi tliis

o!r"",-,r",rt rvith sorneone at IVCFC so that yclu nnclerstatrd nntl are cotufortalble u'ith rvlrrat

rvill happen to yclllr embryo(s) iri'tr:r they are clonated. Il, afltel reacting this agreenleut ancl

clisclsslirg t1e use of your emblyo(s) rvith representatives of WC[t(], yott cier:ide that ycu do

want to lrape t6e dolation, yoLr rvill neecl to sign this agleernent which will t:onlinl yollr

c.'se1t to allorv yogr embryo(s) to be nsed lbr the puqloses clescribecl beiow. Of cortrse,

6etbre yol sigl this agreeilent anrl agree to clonate your embryo(s) to researclt, )rott tirust first

decide fhat t|ey are no longer needet.l ftrr your infertility treatnrent anc[ that ]'ou woLtld lilre

t lrem to be trsed in research.

PUIIPOSE/PROCITDURES

yogr-erlbryo(s) r.r,ill be nsed untler National Instittttes of l{ealth and }'lationitl Acaclerl)'of

Sciences gliclelines to clevelop luman emblyonic stern cells aucl htulau plrtripotent steru cell

Ii.es. Stepr cells are cells rvitli the ruricpre capacity to clivide an uuliuritecl trutnber of tirnes. A

stelr "cel l  l ine" rneans a grol lp oIcel ls that carr l ive and divide outs;icle of the body. A
,'ir1lripotelt" sterl cell line is a stem cell line that is capaLrle of deveioping into a rvirle rrariety

o.[celi types. The cells that will be usecl to clerive tlte slern cell lirrcs rvrll lie cels from pit]rer'

your cleavage stage embryo(s) or the inner cell tnass of youtr embryo(s). The cells that wili

be risecl caruof clevelop into erlbryos nol' can they be inlplantecl into it wontatl's utents.

The stem cells and stem cell lines that rve lrc4re to creale fi'om your enrbryo(s) will be used ilr

research about human clevelopment, in transplantation Lesearch, in testing nerv

1l)ramraceuticals antl, if possible in the fttture, for therapetttic nses ou humans'

The stem cells ancl stem cell lines derivecl trom yoLtl enibryo(s)miiy be lj'ozen and lcept {'or

'1any 
years. It is contemplateri that yoLu'embryo(s), and the sfem t:el[s auci stenl ce]l lines

deriveri theref|on, rvill be tLsed by the University of Califortria, h-v'itre ("IJCI") in l'ese arch

CSc q

C:\.DCrCllir4 E-l \nrsrcella\LOC A I..S- I \'1'e nrp\LlCI (lotrse rrt V e r!) ' tlttc
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be:ing ct-lnrluctecl tly Dr. Ilalis s.Iieir-steacl' l{ou'ever' clepencling on UCI's tteeds' so11le of

ycrnr e'rbryos, clr trre stemce's or sie'r cet li'es crerived fi-orn yorrr e'rbryos, ll.luly irlso be

slrar.ecr rvith, r'ade uuoiiutrt. to, .r transftrrecr t. other qiiarifiecl resealchers both in tl-re ftrr-

profit a'tl not-for_pr.ofit secrors. your em'ryos, or the stem cclls .r ster' cet lines crer-irrerl

frrlnr yottr 
"n-'t,l.yo,, 

,ouy ni,o tre Llsetl by a ior-pr.ofit entily ot]rer tltan wCIrC in rvlriclr Dr.

*r Dr. Iieir.steacl may htrr.e a' o''orship interest callecl califo''ia stem cell' [.c'

i'CsCl") rvhich is engaged iu stent cell research'

CONINIERCIT\L DEVEI''O PNI ENll

Uncler fecleral lalv, if )'ort clo not sign this agreerlettt' yot-t wortld l'rave the light to control the

use of the stem cell lines clerivecl fio'r yor:ientl",r'yo(s). I{orvevet,lly signi'g this agreeurent'

yor are giving up titttiiigf,t and aLllholzln* tlre ttse of yottr er-'5ryo(s) Ibl lhe research

clescribeci i' trre punpoiE/pRoCEDURES section of this irgreenre't. By sig'ing this

^gree'rent, 
yo., oi.o ooit-rir- WCFC, UCI' CSCI ancl othets to ttse yotlr et'5ryo(s) a*cl any

stem ceils or,stern cell li 'es clerivecl h'ot' yott'e'rb'yo(s) iu any larvftrlrvay' itrclrtding lrtture

research st*dies, tra'st-erri'g the'r to othei for,profit or .or-rbrlrrofit e*tities, or evell

O.^rt"Vi"g them shortld they no longer be reqttired'

sa'r'res obtainecr fiom your ernbryo(s) i. this researcrr .ray lead [c, cliscove'ies that coultl be

patentecr .r lice'secr to ior-proiit or.,ot-for-profit entities. yo' wilr'eceive'o fir'rancial

c.'rpe'satio' s5onicl tiris occur. LLllet'er, ihoLrll WCFC, UCi or (ISCI e'er provid€ )'ortr

e'rbryo(s), ste'r.cerls or stem ceil lines deri'eri fro'r yoLrr er'bryo(s) to n trri'clparty ibr: a*y

putpose, youl. prruo"y r.vili be scriipttlonsly plotectecl ancl your identity u'il1 not be reveaied'

All of trre protectro's tlescritiecl iri the cONTIDENTIALITy secticr' ot'this agreement ivill

be follorvecl. h aclclition to your anonyruity being rnaintainecl, uncleL no circrtnlstt[rces tvili

yot t l rar ,ez]nyrespol ls ib i l i t ) ,or l iabi l i ty foratryr tset l ratrrraybenrat let l l .yot ' t ldorrater l
ernbrYo(s)'

IUSKS

lf you agr.ee to clonate yottr eurbryo(s), tltose enibryo(s) will r-ro louger be available for r'tsc ttr

yo trr i n I'erliii ty trea Ltttetrl pt ogr attr'

I!IINEITI'TS

Although there rvili be no ciirect rletlical belefit to yon, it is ihe irope oI lhe research

scie'tists who wili be risi'g your embryo(s) tlrat othe'peopre will rre'efit i' the lirture

througit the research that iJconclucted on the stem cell lines derivecl from your embryo{'s)'

.t lie piupose of the research at {JCI a'cl cSCI is to rclva'ce scientiiic ard 
'recrical

lcrolvieclge.

C:\DC)CLIIv '1 l l - l \marcel la\ l -OCALS-l \Tcr lp\ l ' lCICousertVer9doc
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COSTS AND I]OIUPENSATION

yc*r rvill rlot be co'r'ersate4 for the use of your ernbryo(s), nor rvill it cost yort anything to

tlonate your embryotr). fft, clecision to tlonate yotu embryo(s) rvill ltave tlo effect on the cost

;i;;;t;^tt or flrttrre rVF treatnrent with WCFC'

tj ,ffi_TU*NATTVES 'ItO D'NATING YO{JR EN4BRYo(S)

t.7 , :n1 t  t t  - - -^ 4^ l*^ ^t^ 'or l  nr  n l l

tf yo,rltfioose 
'ot 

to cl;nate yonr ernbryo(s), they will-co'ti'ue to be store* or olherwts':

ha'cileci.aocorcli'g to the telhns a'cl concrition, of th. cryopreservatio' progra'r Particilration

Agr"",.rrit between You ancl WCFC'

FUTURI ACCESS TO INFO'RIVTATION

orrceyortr ionateyoLtrernbryo(s),5,ottrvi l l rrotbegiverrirrforttrat iotral lotttrvhatlrecotrresof
them or r.vhat is learned fiom rvorlting rvitii the embryo(s) ),ott donate oI the cells oI cell lines

that ale cleatecl fro* you, embryo(s). Becartse of the anonyn-rity of yoltr donation' which is

mor.e particularly clescribed iri tlle CONFIDENTIALITY sectiott, youl donation is and mrtst

be macle without restriction or direction as to tire tlpes of research lvhioh may be cotlclucted

or rvho mny receive tire cell.s or cell lines which may be clerived fi'om yottt elnbryo(s)'

I-Iorvever, aS Stated above, troue of yclltr etlrbryos lvill be implanted into atrotliet'wotnan'S

utertls or ttsecl to ct'eate a life'

CON FII,BNTIALIT\'

If your embr.yo(s) are not alreacly be in tlie possessiou of wcFC, the embryo(s) yott clonate

rvill first be tra*sfenecl to wcFC, which, ii nrrn, ivill transfer thenr to ucl or cSCL BT:tbre

the enrbryo(s) are transferretl from wcFC, tire elRbryologist at wclFC will assigr-l a

ra'clo'rly.ge'erared icientificatiog nurnber to th'dbmbryo(s). only this number wiJI lle

trrt'sferrecl to IICI, CSCI or -aFy 6$1er thircl pafly, ancl uo patie't specific or icle'ti lyhg data

will be provideci to *'y otnel peiso"ri who miglit come into possession of or r'vorl rvith your

ernbryo(s) or the cells or: steni cell lines clerived fi'om yottr emtrryofs). In otlier rvotds, all of

tlre ir-rformation wltich iclentifies the eurbrS,o(s) as having been created by yott (e.g., yoLtr

lualre, acidress or other iclentifying in{bnlation) will be protected by WCLTC, ancl the orlly

infbrmation tliat rvill ever ieave lvcfc erbout the iclentity of the efirbryo(s) will be the

ranciornly gener-atecl iclenti tication nunrber. Even if the research results in the publication of

scientitjc papers ot' results iu a therapy or patentable Proclrtct, no infomlation that iclentifies

you or could lilk the enbryo(s), stenr cells or cell lines 1o y,ru r'vill be disseminatecl or matle

avaiiabie.

C:\DOCLIIvIE-l \narcella\LOCAI-S-l\Tenrp\UCI Conserrt Ver 9 doc
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SIGN{IURE AND CONSBNT

By signing tiris agt'eement, yotl are givirlg yottt pennissiorl for WCI'-C' IJCT' CSfl aud others

tc) use ancl store tire embryo(s) yo* clouat! i' the lrat-u1el'and for the pttrp'ses set forth i' tlto

pURpOStr/pROCEtUnbS'sectio' of this agreernent. In addition, by signing this agreement'

;,;,;;;ilrr*rirv a,thorizi'g yonr er'bry(s) to be,secl^to create stem cells ot stem r:'ell

lines ancl for-those stern cells aucl stem 
""tititi" 

to be kept for as long as they renrain us':[ul

ancl to 
'sed 

by arrcl sharecl with other t}ralihecl researchers both iri the for-profit and nol-[or-

profit sector i' resear-ch abont hnman cleveloprlent, iu tratrsPlantation research, in testittg trerv

pha6raceuticals anJ, perhaps one.day fol therapeirtic ttses on humans' By sigling this

irgr.eerrrent, you fur-thel unclerstancl tliat tire stem cells or Steur cell lines derivecl from yonr'

embr:yos rlay be userl by cscI, a for'-profit entity iu r'vhich Dr'f ol Dr' I(eirsteacl may

lrave atr ou'nershiP interest

DONOR

C:'rDOCl-.Wl E-l\lralcella\LOCALS-) \Tenrp\UCI []rltrsertt Vcr9 doe
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From: Ken Berger 
HESCREGISTRY (NIH/OD) To: 

Cc: Kattarina Phu 
Subject: Re: Quick question--can respond by noon Pacific time today? 
Date: Tuesday, May 22, 2012 1:39:04 PM 

12

Hi Ellen, 

As I stated in my previous email, "In 2006 CSC was unaware that an IRB approval 
was necessary for embryo donation." Therefore I doubt that CSC had a Federal Wide 
Assurance in 2006. I went on the FWA website and searched for CSC and there were 
no documents. I am aware that an institution must have an FWA in order to receive 
HHS support for research involving human subjects. We were not receiving HHS 
support in 2006, nor are we now. 

Should CSC register our current IRB and obtain an FWA now? I certainly will do that if 
you think it will be a good idea. 

I hope this answers your question. Thanks again for your help. 

Best, 

Ken 

Kenneth L. Berger, Ph.D. 
Director of Regulatory Affairs 
California Stem Cell, Inc. 
18301 Von Karman Ave, Suite 130 
Irvine, CA 92612 
P: 949-201-9633 
F: 949-725-1756 

On Tue, May 22, 2012 at 7:49 AM, HESCREGISTRY (NIH/OD) 
<hescregistry@mail.nih.gov> wrote: 

Hi Dr. Berger, 

The Working Group has another question. If you are able to respond by noon Pacific time today, 
that would be very helpful. Can you check whether California Stem Cell had a Federal Wide 
Assurance in 2006 (at the time the embryo was donated and the time the line was derived)? 

Please feel free to call me at 301-594-2567 if this question isn’t clear. 

mailto:ken@californiastemcell.com
mailto:hescregistry@mail.nih.gov
mailto:kattarina@californiastemcell.com
mailto:hescregistry@mail.nih.gov
tel:301-594-2567
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Sincerely, 

Ellen Gadbois 

From: Ken Berger [mailto:ken@californiastemcell.com] 
Sent: Friday, May 11, 2012 12:39 PM 
To: HESCREGISTRY (NIH/OD) 
Subject: Response to Working Group Questions 

Hi Ellen, 

I am responding to the questions from the Working Group: 

1) Could you please provide a copy of the “Cryopreservation Program Participation Agreement” that 
is referenced on page 1 of the embryo donation consent? Please send a redacted copy of the form 
signed by the embryo donors or a blank form that is the version signed by the embryo donors. 

A blank copy of the “Cryopreservation Program Participation Agreement” is attached to this email 
(Attachment 1). Also see an email from CSC to the fertility clinic requesting the actual version of the 
form used in 2006 (Attachment 2). 

2) Please explain when the protocol was developed and if it was in effect at the time of the embryo 
donation. 

I have no direct evidence to support that the protocol (or an earlier version) was in effect at the time 
of the embryo donation. 

3) Was IRB approval for this protocol sought at the time that the embryo was donated? If not, 
please explain why not. 

As mentioned in the cover letter to our application, the BioMed IRB approval was obtained 
retrospectively. The date of embryo consent was August 2006 and IRB approval was November 
2009. In 2006 CSC was unaware that an IRB approval was necessary for embryo donation. 

4) Please explain when, for whom, and for what purposes the “Procedure for Presenting Informed 

Consent to Study Subjects” was written. Was this document provided to the embryo donors? 

I have no direct evidence that the form “Procedure for Presenting Informed Consent to Study 
Subjects” (or an earlier version) was in effect at the fertility clinic in 2006. 

mailto:ken@californiastemcell.com
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5) Please describe the role of the individual whose name was redacted on the top of page 2 of the 
embryo donation consent as a person who “may have an ownership interest called California Stem 
Cell Inc.” 

The attending physician at the West Coast Fertility Clinic (WCFC) had his name redacted on the 
consent form for personal reasons. 

To summarize: 

1. CSC has presented evidence that the donors of CSC14 received and signed: 

a. The blank “Cryopreservation Program Participation Agreement” 

b. The redacted Consent Form “Disposition of Frozen Embryos/Oocytes” (July 31, 2006) 

c. The redacted “West Coast Fertility Center Consent to Act as a Human Research 
Subject” (August 16, 2006) 

2. CSC has no direct evidence that the following documents or earlier versions thereof were in 
effect in 2006: 

a. “Procedure for Presenting Informed Consent to Study Subjects” 

b. “Procedure for the Procurement of Excess Embryos Following In-Vitro Fertilization 
Treatment to be Used for the Derivation of New Embryonic Stem Cell Lines” 

3. As stated in the Cover Letter of our application, CSC believes that the consent form that 
was signed by the donors contains all the elements of Section II (A) of the NIH Guidelines 
except for Element 8. 

I hope that my answers are sufficient. Thanks again for your help. 

Best, 

Ken 

Kenneth L. Berger, Ph.D. 
Director of Regulatory Affairs 
California Stem Cell, Inc. 



 

18301 Von Karman Ave, Suite 130 
Irvine, CA 92612 
P: 949-201-9633 
F: 949-725-1756 
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tel:949-201-9633
tel:949-725-1756
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CRYOPRESERVATION PROGRAM PARTICIPATION AGREEMENT 

This Cryopreservation Program Participation Agreement and Informed Consent 

(“Agreement”) is made on ______________________ among David G. Diaz M.D., Inc. dba 

West Coast Fertility Centers (“WCFC”), and __________________________________ 

(“Patient”) and ___________________________________ (“Partner”). 

RECITALS 

A. Patient and Partner are attempting to achieve a pregnancy by means of WCFC’s 

Assisted Reproductive Program.  

B. To assist some of its patients in achieving a pregnancy, WCFC offers a 

Cryopreservation Program (“Cryo Program”) to qualified patients. Cryopreservation (freezing) is 

a clinical procedure at WCFC that is designed to initiate a successful pregnancy after thawing 

cryopreserved human embryos or eggs.  Participation in this clinical procedure is voluntary and 

if Patient and Partner elect not to participate, their decision will not affect their relations with 

WCFC in any manner, except that Patient and Partner will no longer have those embryos or eggs 

available for our use in either WCFC’S or anyone else’s infertility treatment program. 

C. With knowledge that their participation is voluntary, Patient and Partner desire to 

enroll in WCFC’s Cyro Program on the terms and conditions set forth below.  

AGREEMENT 

1. Patient’s and Partner’s Representations. Patient and Partner represent to 

WCFC that they have consulted with, or have had the opportunity to consult with, such advisors 

as were necessary to enable them to decide to participate in the Cryo Program.   
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2. Sperm and Egg Contributions. Partner agrees to provide his sperm, and Patient 

agrees to provide her oocytes (eggs) to WCFC to be used in the Cryo Program. (If donated sperm 

or eggs are to be used, a separate form must be signed concurrently with this Agreement.) 

3. Cryopreserved Material. WCFC will use its best efforts to achieve fertilization 

of one or more of Patient’s eggs.  If more eggs are retrieved and/or fertilized than are presently 

desirable for transfer into Patient, the embryos or unfertilized eggs (as applicable) which are not 

being currently transferred will be cryopreserved (frozen) by WCFC in order to preserve them 

for later transfer into Patient. (In cryopreserved form these embryos and eggs will be referred to 

as “Cryopreserved Material”). Patient and Partner acknowledge that the Cryopreserved Material 

has no capacity to produce human life until an egg or embryo has been thawed and properly 

transferred into the Patient. Patient and Partner also acknowledge that the process of thawing an 

egg, producing an embryo and transferring the embryo into the Patient is not achievable in all 

instances, and that the process may not work for Patient and Partner, despite the best efforts of 

WCFC. 

4. Use of the Cryopreserved Material. WCFC will maintain, utilize or dispose of 

the Cryopreserved Material in the following manner: 

a. So long as both Patient and Partner remain in the Cryo Program, the 

Cryopreserved Material will be stored exclusively for the benefit of Patient and Partner and used, 

after consultation with Patient and Partner, to assist Patient in achieving a pregnancy. 

b. Upon termination of Patient’s and Partner’s participation in the Cryo 

Program (as defined in Section 5, below), unless otherwise provided for in this Agreement, all of 

Patient’s and Partner’s interest in the Cryopreserved Material will pass to WCFC, at which time 
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WCFC will destroy the Cryopreserved Material following standard medical laboratory 

procedures for elimination of bio-hazardous material.  If this Agreement terminates for any of 

the reasons set forth in paragraphs 5(c)iii, 5(c)iv or 5(c)vii, WCFC will give Patient and Partner 

90 days prior written notice (as provided in Section 12) before destroying the Cryopreserved 

Material. 

c. In the event a dispute arises between Patient and Partner, or between 

Patient, Partner and WCFC, with respect to the Cryopreserved Material, WCFC will maintain the 

Cryopreserved Material in its frozen state at Patient’s and Partner’s expense, until a final court 

order is entered telling WCFC what to do with the Cryopreserved Material.   

5. Payment/Term/Termination. 

a. During the term of this Agreement (defined below), Patient and Partner 

shall pay to WCFC the following professional fees for the cryopreservation (freezing) of their 

embryos or eggs:  

i. $700 for the preparation of the Cryopreserved Material and storage 

of the Cryopreserved Material for two years after the initial 

freezing; and 

ii. $600 for the one year extended term storage fee if Patient and 

Partner extend the term of this Agreement under paragraph 5(b), 

below. 

b. The term of this Agreement shall be two years from the date that Patient’s 

Cryopreserved Material first becomes available for use in the Cryo Program.  At the end of the 

two year term, Patient and Partner must either transport their Cryopreserved Material to a long-
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term storage facility other than WCFC or execute a written agreement extending the term of this 

Agreement for one additional year.  Ninety days prior to the termination of this Agreement, 

WCFC will give Patient and Partner notice of the termination date of the Agreement and their 

options under this Agreement. 

c. This Agreement may be terminated by either Patient and Partner or WCFC 

upon the happening of any of the following events: 

i. Patient and Partner advise WCFC in writing that they want to end 

their participation in the Cryo Program and terminate this 

Agreement.  Patient’s and Partner’s signatures must be notarized. 

ii. A final court order: (1) orders the termination of Patients and 

Partners participation in the Cryo Program;  (2) directs WCFC to 

deliver to Patient, Partner or some third party all, but not less than 

all, of the Cryopreserved Material; or (3) directs WCFC to destroy 

all, but not less than all, of the Cryopreserved Material 

iii. This Agreement reaches the end of its two year term and it is not 

extended in writing. 

iv. In the opinion of WCF’s medical director, Patient’s physical 

condition changes such as to render her incapable of receiving a 

transfer or of carrying a pregnancy to term. 

v. If either Patient or Partner die, unless they have initialed 

aparagraph in Section 16(a), below, authorizing the survivor to 

remain in the Cryo Program. 
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vi. 	 If both Patient and Partner die, unless the legal representative of 

the last-to-die’s estate notifies WCFC in writing within 90 days of 

the date of the last-to-die’s death what use to make of the 

Cryopreserved Material or unless Patient and Partner have initialed 

a paragraph in Section 16(b), below, and then in accordance with 

the provisions of the selected paragraph in Section 16(b). 

vii. 	 If Patient and Partner fail to pay WCFC in accordance with the 

provisions of paragraph 5(a), above. 

d. If Patient and Partner elect to extend the term of this Agreement, the 

extended term shall be for one additional year.  At the end of this one year extended term, Patient 

and Partner must arrange for the storage of their Cryopreserved Material at a long term storage 

facility and arrange for the transport of the Cryopreserved Material in accordance with the 

provisions of Section 6, below. If Patient and Partner do not arrange for the storage and 

transport of their Cryopreserved Material at the end of the extended term, then WCFC shall 

destroy the Cryopreserved Material following standard medical laboratory procedures for 

elimination of bio-hazardous material.  Ninety days prior to the termination of the extended term 

of this Agreement, WCFC will give Patient and Partner notice of the termination date of the 

Agreement and their two options under this paragraph—storage at another facility or destruction 

of the Cryopreserved Material. Under no circumstances shall the term of this Agreement extend 

beyond three years. 

6. Transport of Cryopreserved Material. Patient and Partner acknowledge that 

WCFC, for medical reasons, recommends against the transporting of the Cryopreserved Material 
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for any purpose. Therefore, to the extent that it becomes necessary for the Cryopreserved 

Material to be transported from WCFC to any third party, Patient and Partner jointly and 

severally: (i) assume all risk and expense associated with the transport of the Cryopreserved 

Material; (ii) agree to indemnify and, if necessary, defend WCFC from all liability, costs and 

expenses (including any attorney fees incurred by WCFC) associated with any transport of the 

Cryopreserved Material; (iii) pay WCFC a laboratory transport fee in addition to WCFC’s other 

costs and expenses; and (iv) comply with such other conditions as WCFC may in its reasonable 

discretion impose in order to effectuate the safe transport of the Cryopreserved Material. 

7. WCFC’s Right to Discontinue the Program. WCFC presently intends to 

operate its Cryo Program indefinately.  However, WCFC reserves the right to discontinue for 

any reason the operation of the Cryo Program following not less than 90 days written notice to 

Patient and Partner. If within 90 days following notice that the Cryo Program will be terminated, 

Patient and Partner instruct WCFC with respect to the disposition of the Cryopreserved Material, 

WCFC will follow those instructions at the sole expense of Patient and Partner. If Patient or 

Partner do not instruct WCFC what to do with the Cryopreserved Material within 90 days after 

notice is given, WCFC will destroy the Cryopreserved Material following standard medical 

laboratory procedures for destruction of bio-hazardous material. 

8. No Assurances. Patient and Partner acknowledge that the procedures involved in 

harvesting and fertilizing eggs and creating and implanting embryos are risky and may not lead 

to Patient achieving a pregnancy. Patient and Partner want to participate in the Cryo Program 

with full knowledge that there is no guarantee that a pregnancy will occur. 

9. Frozen Embryos Involve Risks.  Although laboratories worldwide now have the 
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ability to cryopreserve human embryos and to establish pregnancy after transfer, this does not 

mean that cryopreservation eliminates the normal risk of obstetric complications or fetal 

abnormalities, but rather that cryopreservation does not appear to create an increased risk, 

although the possibility of a presently unforeseen risk cannot be completely eliminated. 

However, while cryoperservation may not increase the risk of fetal abnormalities, it does 

decrease the likelihood that pregnancy will be achieved because the pregnancy rate for embryo 

transfers is lower with cryopreserved embryos than with newly created “fresh” embryos. 

10. No Liability for Mechanical Failure.  Patient and Partner understand that 

mechanical support system equipment failure can occur. Patient and Partner therefore 

acknowledge and agree that neither WCFC, nor its officers, directors, employees, or agents are 

liable for any destruction, damage, or improper freezing, maintenance, storage, withdrawal, 

thawing, or delivery caused by or resulting from any malfunction of the storage tank or 

laboratory instruments used to cryopreserve and maintain the Cryopreserved Material, any utility 

failure, strike, cessation of services or other labor disturbance, any war, act of a public enemy or 

other disturbance, any fire, wind, earthquake, water, or any other acts of nature, or the failure of 

any other laboratory which may have possession of the Cryopreserved Material. Patient and 

Partner specifically waive their right to sue WCFC, its officers, directors, agents or employees, 

in the event the embryos or eggs are lost or destroyed because of equipment failures or acts 

beyond the control of WCFC, either as enumerated above or otherwise. 

11. No Insurance or Other Compensation.  Patient and Partner understand and 

agree that WCFC neither has nor provides insurance coverage to compensate Patient or Partner if 

the embryos or eggs are harmed in any way by the cryopreservation procedure described in this 
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Agreement.  Additionally, WCFC does provide any compensation or free medical care to Patient 

or Partner if the embryos or eggs are harmed in any way by the cryopreservation procedure 

described in this Agreement. 

12. Notices. All notices required under this Agreement shall be given by certified 

mail, return receipt requested with a copy by regular mail postage prepaid to Patient and Partner 

at the address following their signature on this Agreement and to WCFC at 11160 Warner 

Avenue, Suite 411, Fountain Valley, CA 92708. Notice will be deemed given 3 days after the 

certified and regular letters are mailed with sufficient postage, whether the certified mail is 

signed for or not. Either party may change their mailing address by notifying the other in 

accordance with this section. It is the responsibility of the patient and partner to notify WCFC in 

writing anytime there is a change of address. 

13. Further Consents. Each time Patient and Partner desire to use any of the 

Cryopreserved Material, both Patient and Partner must sign a written consent instructing WCFC 

what use to make of the material. 

14. Attorney Fees. In any action or proceeding arising out of this Agreement, the 

prevailing party shall recover reasonable attorney fees. 

15. Arbitration and Jurisdiction. 

a. Any dispute arising out of this Agreement which is not resolved within 30 days 

after written notice, shall be first submitted to mediation before a retired judge affiliated with 

JAMS or Judicate West to be agreed upon by the Parties.  If the mediation does not successfully 

resolve the dispute, the dispute shall be submitted to binding arbitration in Orange County, 

California in accordance with California Code of Civil Procedure § 1281, et seq., before a retired 
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judge affiliated with JAMS or Judicate West to be agreed upon by the Parties.  If the Parties 

cannot agree upon an mediator or arbitrator within ten days after any party requests mediation or 

arbitration, then the matter shall be submitted to JAMS and JAMS will select the mediator or 

arbitrator. The arbitrator who is selected/appointed shall have final and binding authority to 

make any necessary rulings, orders and awards. Any award rendered by such arbitration shall be 

final and binding on the Parties and judgment confirming the award may be entered thereon in 

the Orange County Superior Court. The parties agree that the provisions of California law 

applicable to health care providers shall apply to all disputes within the ambit of this agreement, 

including, without limitation, Code of Civil Procedure sections 340.5 and 667.7 and Civil Code 

sections 3333.1 and 3333.2. Any party may bring before the arbitrator a motion for summary 

judgment or summary adjudication in accordance with the Code of Civil Procedure section 437 

(c) and the arbitrator shall have the authority to make rulings or render an award in the same 

manner and under the same circumstances that a sitting judge would have the authority to grant a 

motion a motion for summary adjudication or summary judgment.  Discovery shall be conducted 

pursuant to Code of Civil Procedure section 1283.5.  The prevailing party in any such dispute 

shall be entitled to recover attorney fees. 

b. The Parties agree to submit to the jurisdiction of the Orange County 

Superior Court in any action arising out of this Agreement.  Patient and Partner also understand 

and agree that they are waiving their right to a trial by a jury of their peers. 

16. Future Disposition. Should something unexpected happen to Patient or Partner, 

Patient and Partner would like WCFC to process the Cryopreserved Material in accordance with 

their instructions set forth in this Section 16. (Please choose one option each from paragraphs a, 
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b and c, below. Both partners must agree upon and initial the choice for it to be effective.)  

a. If either Patient or Partner should die, the Cryopreserved Material should be: 

i. 	 _______/______ Destroyed according to WCFC’s policy for destruction 
of 

Patient/Partner 

bio-hazardous material.  

ii. 	 _______/______ Given to Partner or Patient, whichever remains alive. 
Patient/Partner 

iii. 	 _______/______ Donated to the University of California, Irvine or to 
Patient/Partner 

California Stem Cell, Inc. to be used to create stem cells or stem cell lines 

which will be used by qualified researchers in both the for-profit and not-

for-profit sectors in research about human development, in testing new 

pharmaceuticals and, perhaps one day for therapeutic uses in humans. 

(This choice requires you to also sign an agreement entitled “West Coast 

Fertility Center Consent to Act a Human Research Subject” which will be 

provided to you.) 

b. 	 If both Patient and Partner die, the Cryopreserved Material should be: 

i. 	 _______/______ Destroyed according to WCFC’s policy for destruction 
of 

Patient/Partner 

 bio-hazardous material. 

ii. 	 _______/______ Donated to another infertile couple. 
Patient/Partner 

iii. 	 _______/______ Donated to the University of California, Irvine or to 
Patient/Partner 

California Stem Cell, Inc to be used to create stem cells or stem cell lines 
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which will be used by qualified researchers in both the for-profit and not-

for-profit sectors in research about human development, in testing new 

pharmaceuticals and, perhaps one day for therapeutic uses in humans 

(This choice requires you to also sign an agreement entitled “West Coast 

Fertility Center Consent to Act a Human Research Subject” which will be 

provided to you.) 

c. If Patient and Partner are divorced the Cryopreserved Material should be: 

i. 	 _______/______ Destroyed according to WCFC’s policy for destruction 
of 

Patient/Partner 

bio-hazardous material.  

ii. _______/______ Given to: _______________________________ 
Patient/Partner 

(must be either Patient or Partner)  

17. Entire Agreement. Except for the instructions given to WCFC in the Disposition 

of Extra Eggs/Embryos agreement that Patient and Partner have signed with WCFC, Patient and 

Partner acknowledge and agree that all of their rights and duties and all of WCFC’s rights and 

duties concerning the Cryopreserved Material are set forth in this Agreement and that there are 

no understandings or agreements concerning the Cryopreserved Material except as expressly set 

forth in this Agreement.  Patient and Partner expressly represent to WCFC that they are not 

relying on any oral representations of WCFC, or any staff member of WCFC, concerning the 

Cryopreserved Material that are not set forth in this Agreement. 
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18. Receipt of Agreement. Patient and Partner acknowledge that they have received 

a signed copy of this Agreement and that this Agreement forms a binding contract among Patient 

and Partner and WCFC. 

Dated: 
Patient Signature 

(Print Name) 

(Address for Notice Purposes) 

Partner Signature 

(Print Name) 

(Address for Notice Purposes) 

Dated: 
W.C.F.C. Representative Signature 

(Print Name) 
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