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NY PAID SURROGACY

Agreements.
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NY PAID SURROGACY




Judgment of Parentage

May be issued prior
to birth anytime after
surrogacy agreement

was executed

Becomes effective

immediately upon
birth of the child
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e County where parentage proceeding can be
commenced:

e County where intended parent resided any time
after surrogacy agreement was executed

e County where surrogate resided any time after
surrogacy agreement was executed

e County where child was born/resides
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Petition must be Verified

Must include statement that:

Parentage
Petition * Intended Parent (at least one) is
resident of NY for at least 6 months;
OR

e |[f Intended Parent is not NY resident,
that the child will be or was born in
NY state within 90 days of filing
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Petition for
Judgement of
Parentage

‘POAIDBS

Must include certification from
attorney for intended parent, and
attorney for surrogate that
requirements of Part 4 of CPSA Art. 5 of
Family Court Act (CPSA) have been met.

Must include a statement from all
parties that the surrogacy agreement
was executed knowingly and voluntarily
and that all parties are jointly
requesting the judgment of parentage
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CPSA:
Judgement of
Parentage

If requirements are met, judgement of parentage includes:

(1) declaring, that upon the birth of the child born during the term of the surrogacy
agreement, the intended parent or parents are the only legal parent or parents of
the child;

(2) declaring, that upon the birth of the child born during the term of the surrogacy
agreement, the person acting as surrogate, and the spouse of the person acting as
surrogate, if any, is not the legal parent of the child;

(3) declaring that upon the birth of the child born during the term of the surrogacy
agreement, the donors, if any, are not the parents of the child;

(4) ordering the person acting as surrogate and the spouse of the person acting as
surrogate, if any, to transfer the child to the intended parent or parents if this has
not already occurred;

5) ordering the intended parent or parents to assume responsibility for the
maintenance and support of the child immediately upon the birth of the child; and




 If certification that requirements of part four of CPSA
cannot be made because of technical or non-material
deviation rom the requirements of the CPSA, the
C PSA Court may still enforce the agreement and issue a
judgment of parentage if:

J U d ge me ﬂt Of e Court determines the agreement is in substantial
compliance with the requirements of the CPSA;

Parentage OR

If surrogacy agreement does not meet material
requirements of CPSA, then court can determine
parentage based on intent of the parties, taking
into consideration the best interests of the child.
(Intended parent’s absence of genetic
connection to the child is not a sufficient basis to
deny parentage).
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* CPSA lists several requirements for the
surrogacy agreement:

e Surrogate must be 21 years of age
CPSA Citizenship/Residency

SU rroga Cy Informed Consent

Insurance (Medical; Life; Disability)
Ag reement Independent Escrow

Independent Attorney representation

Meet DOH guidelines

Surrogate must have received Bill of
Rights

©Shaltiel Law Group, LLC, 2022. All Rights Reserved.
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Intended
Parents
VEIREINETRS

* To enter into an enforceable surrogacy agreement, at time of
execution of the agreement the Intended Parents must be:

A single adult not in a spousal relationship;

Two spousal adults together (legal relationship e.g.
married/civil union/domestic partnership);

Any two adults who are intimate partners together (not
married but intimate);

One adult in a spousal (legal) relationship but:

* They are living separate and apart pursuant to
decree or judgment of separation or a recorded
written separation agreement; or

* They have been living separate and apart for at least
3 years prior to execution of the surrogacy
agreement

* Non-participating spouse will not be acknowledged
as the Intended Parent. (But if using non-
participating spouse’s genetics, then it can get very
messy).



Surrogacy agreement must provide that the intended
parents agree to be responsible for the support of all
resulting children immediately upon birth.

If Intended Parents execute and enter into an enforceable

Divorce of
surrogacy agreement, then a separation or divorce of the

n t e n d e d Intended Parents will not affect the Intended Parents rights,
duties and responsibilities that they have to the surrogate

and to the child that was conceived.

Example: Parents will still be (jointly and severally)
responsible for all obligations and responsibilities agreed to

in regards to the surrogate, and upon birth of the child they
will both be responsible to support the resulting child.
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Citizenship/Residency

To enter into an enforceable surrogacy
agreement, at time of execution of the
agreement citizenship/residency requirements
must be met:

Surrogate must be US Citizen or Lawful
permanent resident, and must be resident of
NY for at least 6 consecutive months.

At least one of the intended parents must be
US citizen or a lawful permeant resident AND
that intended parent must have been a resident
of NY for at least 6 consecutive months.




Compensation

Compensation is for medical risks

that surrogate is taking, physical Compensation cannot be
ST S T G R discomfort, inc.or.\\./e"nience'and conditioned on outco.me, such-as
the responsibilities she is quality of embryos, birth of child,
undertaking in connection with or a healthy child.

the surrogacy arrangement.

Compensation must be placed in
escrow prior to start of
medication.

No minimum compensation, it is
negotiated between the parties.
Should be in good faith.

Final payment must be made no
later than 8 weeks post-delivery.
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Eligibility of Surrogate
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Eligibility of Surrogate
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Health Insurance for Surrogate

e A Compassionate Surrogate may waive payments by the Intended Parents.
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Surrogate must have life insurance in place prior to start of
medication or prior to any treatment for an embryo transfer.

Life
Insurance

Life insurance must provide coverage of a minimum of S750K for the
benefit of a beneficiary that the surrogate designates, or if she is not
eligible for S750K, then the maximum amount that she is eligible for.

Policy has to be for a “term” that extends throughout the duration
of the surrogacy pregnancy and for 12 months post pregnancy.

for
Surrogate

Policy must be paid for by Intended Parents (directly, via
reimbursements, or other means).

* A Compassionate Surrogate may waive payments by the Intended Parents.

aw Group, LLC, 2022. All Rights Reserved.




Disability
nsurance
’_‘Or

Surrogate

Surrogate has a right to request that the
intended parents procure and pay for
disability insurance policy for the surrogate.

Surrogate may designate the beneficiary of
the policy.

Intended parents must pay for the disability
insurance policy if such policy is requested
by the surrogate.
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Intended parents must execute a Will prior to the

Execute embryo transfer.

Last Will and

The Will must designate a legal guardian for all
resulting children.

Designate

Testament

The Will must authorize their executor to perform the
Al e = intended parent’s obligations pursuant to the
surrogacy agreement.
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Surrogacy
°rograms
Regulations

Surrogacy programs must be licensed in

NY by DOH if:

Surrogacy program does not include the
parties to a surrogacy agreement or
assisted reproduction service providers
(e.g. fertility clinics).

Surrogacy programs include programs
that match intended parents with
surrogates, plan and coordinate details of

ART services for the intended parents,
and coordinating ART services with third-
party licensed professionals.

©Shaltiel Law Group, LLC, 2022. All Rights Reserved.

Surrogacy program is doing business in
NY; OR

Surrogate resides in NY during the term
of the surrogacy agreement; OR

Any medical procedures under the
surrogacy agreement are performed
within the state of NY




Surrogates’

Bill of Rights

©Shaltiel Law Group, LLC, 2022. All Rights Reserved.

* Surrogates’ Bill of Rights include:

The right to make her own health and welfare
decisions, including agreeing to C-section,
multiple embryo transfer, choosing her own
health care providers, and terminating or
continuing with the pregnancy.

The right to have her own independent counsel

The right to have health insurance and medical
costs coverage

The right to obtain counseling
The right to have life insurance coverage

The right to terminate a surrogacy agreement
prior to pregnancy
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CHILD PARENT SECURITY ACT (CPSA)

MELISSA B. BRISMAN, ESQ.



CONTACT INFORMATION

MELISSA B. BRISMAN, ESQ., LLC
ONE PARAGON DRIVE, SUITE 115
MONTVALE, NJ 07645
PHONE: 201-505-0099
FAX: 201-505-0097

FOLLOW ME ON FACEBOOK
@ MELISSA B. BRISMAN ESQ.

FOLLOW ME ON
TWITTER@

31 WASHINGTON SQUARE WEST
NEW YORK, NY 10011
EMAIL:
MELISSAB@REPRODUCTIVELAWYER.COM



LEGAL DISCLAIMER

BY VIEWING THESE SLIDES, MELISSA B. BRISMAN, ESQ. IS NOT ACTING AS
YOUR ATTORNEY. THE INFORMATION CONTAINED IN THESE SLIDES IS
PROVIDED FOR INFORMATIONAL PURPOSES ONLY, AND NOT AS LEGAL
ADVICE. THE LEGAL INFORMATION IN THESE SLIDES IS NOT INTENDED OR
MEANT TO SUBSTITUTE FOR THE ADVICE PROVIDED BY YOUR ATTORNEY OR
OTHER LEGAL REPRESENTATIVE.



NY CPSA COMPLIANCE & PARENTAGE ORDER




JUDGMENT OF PARENTAGE

(A) PROCEEDING MAY BE COMMENCED
- IN ANY COUNTY WHERE INTENDED PARENT(S) RESIDED ANY TIME AFTER SURROGACY AGREEMENT WAS EXECUTED
- IN THE COUNTY WHERE CHILD WAS BORN OR RESIDES
- IN THE COUNTY WHERE SURROGATE RESIDED ANY TIME AFTER SURROGACY AGREEMENT WAS EXECUTED

(B) PROCEEDING MAY BE COMMENCED AT ANY TIME AFTER SURROGACY AGREEMENT HAS BEEN EXECUTED. SURROGATE AND
INTENDED PARENT(S) ARE NECESSARY PARTIES.

(C) PETITION FOR A JUDGMENT OF PARENTAGE MUST BE VERIFIED AND INCLUDE:

- A STATEMENT THAT SURROGATE OR AT LEAST ONE INTENDED PARENT HAS BEEN A RESIDENT OF NY FOR AT LEAST 6
MONTHS AT THE TIME SURROGACY AGREEMENT WAS EXECUTED; AND

- A CERTIFICATION FROM ATTORNEY REPRESENTING INTENDED PARENT(S) AND ATTORNEY REPRESENTING SURROGATE
THAT REQUIREMENTS OF CPSA HAVE BEEN MET; AND

- A STATEMENT FROM ALL PARTIES THAT EACH VOLUNTARILY ENTERED SURROGACY AGREEMENT AND THAT THEY ARE
JOINTLY REQUESTING A JUDGMENT OF PARENTAGE.



SUBSTANTIAL COMPLIANCE

THE COURT MAY NEVERTHELESS ENFORCE THE AGREEMENT AND ISSUE A JUDGMENT OF
RENTAGE IF THE COURT DETERMINES THE AGREEMENT IS IN SUBSTANTIAL COMPLIANC
THE REQUIREMENTS OF CPSA




INSUFFICIENT AGREEMENT

IF A SURROGACY AGREEMENT DOESNOT MEET THE MATERIAL REQUIREMENTS OF THIS
ARTICLE, THE AGREEMENT IS NOT ENFORCEABLE AND THE COURT SHALL DETERMINE
PARENTAGE BASED ON THE INTENT OF THE PARTIES, TAKING INTO ACCOUNT THE BEST
INTERESTS OF THE CHILD. AN INTENDED PARENT'S ABSENCE OF GENETIC CONNECTION TO
THE CHILD ISNOT A SUFHCIENT BASIS TO DENY THAT INDIVIDUAL A JUDGMENT OF LEGAL
PARENTAGE.



LACK OF SURROGACY AGREEMENT

WHERE THERE IS NO SURROGACY AGREEMENT, THE PARENTAGE OF THE CHILD WILL BE
TERMINED BASED ON OTHER LAWS OF THIS STATE.




WHAT JUDGMENT OF PARENTAGE
DECLARES/ORDERS

e UPON THE BIRTH OF CHILD, INTENDED PARENT(S) IS RECOGNIZED AS THE ONLY LEGAL PARENT OF CHILD;

* SURROGATE (AND SPOUSE) IS NOT THE LEGAL PARENT OF CHILD;

* DONOR(S), IF ANY, IS NOT THE LEGAL PARENT OF CHILD;

* SURROGATE (AND SPOUSE) TO TRANSFER CUSTODY OF CHILD TO INTENDED PARENT(S) IF THIS HAS NOT ALREADY OCCURRED;
e |INTENDED PARENT(S) TO ASSUME RESPONSIBILITY FOR MAINTENANCE AND SUPPORT OF CHILD IMMEDIATELY UPON BIRTH; AND

(I) ORDERS CLERK OF THE COURT TO TRANSMIT TO DOH ON A FORM PRESCRIBED BY THE COMMISSIONER, WRITTEN
NOTIFICATION OF ENTRY OF THE ORDER, TOGETHER WITH SUCH OTHER FACTS AS MAY ASSIST IN IDENTIFYING BIRTH RECORD OF THE
PERSON WHOSE PARENTAGE WAS IN ISSUE; AND

() UPON RECEIPT OF A JUDGMENT OF PARENTAGE, LOCAL REGISTRAR WHERE CHILD WAS BORN WILL REPORT THE
PARENTAGE OF CHILD TO APPROPRIATE DOH IN CONFORMITY WITH THE COURT ORDER. IF AN ORIGINAL BIRTH CERTIFICATE HAD
ALREADY BEEN ISSUED, THE APPROPRIATE DOH WILL AMEND THE BIRTH CERTIFICATE IN AN EXPEDITED MANNER AND SEAL THE
PREVIOUSLY ISSUED BIRTH CERTIFICATE.



CHOICE OF LAW

* INTENDED PARENT(S) LIVES OUTSIDE NEW YORK STATE IN A SURROGATE
FRIENDLY STATE

* SURROGATE DELIVERS OUTSIDE NEW YORK STATE

e USE LAW OF STATE WHERE AGENCY AND/OR CLINIC LOCATED TO GOVERN
THE AGREEMENT AND PARENTAGE ORDER



FULL FAITH AND CREDIT

* UNDER CPSA, PARENTAGE ORDER OF ANOTHER STATE WILL BE GIVEN FULL
ITH AND CREDIT BY THE STATE OF NEW YORK




CASES POST ENACTION OF THE CPSA

ENDS ON THE JUDGE

SUPREME COURT




CASES WHERE SURROGACY WAS ENTERED INTO PRIOR TO CPSA

AIN UP TO THE JUDGE

RT SPECIFIC




TAKE AWAYS

* [T MAY BE IN THE BEST INTEREST OF INTENDED PARENT(S) TO OBTAIN JUDGMENT OF
PARENTAGE BASED ON THE INTENTION OF THE PARTIES AND NOT BASED ON AN
ENFORCEABLE NY SURROGACY AGREEMENT; OR

* IT MAY BE IN THE BEST INTEREST OF INTENDED PARENT(S) TO NEGOTIATE AND
EXECUTE A SURROGACY AGREEMENT BASED ON THE LAW OF A FRIENDLY
SURROGATE STATE, WHERE ONE PARTY RESIDES (OTHER THAN NY); WHERE THE
AGENCY, CLINIC, AND/OR DONOR IS LOCATED AND OBTAIN THE JUDGMENT OF
PARENTAGE IN THAT STATE

* ONCE THE JUDGMENT IS OBTAINED IN THE OTHER STATE, PRESENT THAT SISTER
STATE'S ORDER FOR ENFORCEMENT IN NEW YORK



FAMILY COURT OF THE STATE OF NEW YORK

county of I

IN THE MATTER OF A PARENTAGE PROCEEDING

ORDER AND JUDGMENT
, PARENTAGE
Petitioners,
Docket No.
-against-
9
Respondents.

NOTICE: Pursuant to Family Court Act §1113, an appeal must be taken within 30 days of
the receipt of this order by the appellant in court, 35 days from the mailing of the order to
the appellant by the Clerk of the Court, or 30 days after service by a party or attorney for
the child upon the appellant, whichever is earliest.

WHEREAS, the Petitioners | IENENEE -~J I

B 1.0 arc residents of New York State for six (6) consecutive months, filed a
Petition with this Court verified the ||| | | | || NN, 25 1ntcnded Parents requesting a
Declaration of Parentage recognizing the Petitioners as the legal and genetic parents of the Child,
P, being carried by a person acting as the surrogate, ||

, who is a New York Resident and has been a New York resident for six (6)
consecutive months, and plans on delivering the Child in the County of || JJilif on or about
; and

WHEREAS, Petitioners Intended Parents, and -

. - ccutcd affidavits on supporting the Petition for

Declaration of Parentage to recognize Petitioners as the legal mother and father of the subject

Child, | -
WHEREAS, Respondents, _ and , the person

acting as a surrogate and her spouse, executed affidavits on acknowledging that
Respondent acted as a compassionate uncompensated surrogate for the
Petitioners Intended Parents, and that the both Respondents fully support the Petitioners’ Petition
and reliefs requested therein; and

, reproductive endocrinologist and Director of .
(hereinafter “Fertility Clinic”), located at
, executed an affidavit on ||| | | |, cstablishing the chain of custody of
Petitioners Intended Parents’ embryos, and that the Childithe
genetic Child of the Petitioners Intended Parents, created

gametes, and that the Child is not genetically related to the surrogate or her spouse ; and

WHEREAS,
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WHEREAS, on . thc Parties knowingly and voluntarily entered into and
executed a surrogacy agreement; and

WHEREAS, on _, the Parties respective attorneys filed a certification that the
requirements of part four of Article 5-C of the Family Court Act have been met; and

WHEREAS, this Court taking the requirements of Article 5-C of the Family Court Act into
consideration, and based on the intent of the Parties, and taking into account the best interest of
the Child, that this Court determines a judgment of legal parentage in favor of the Intended
Parents, the Petitioners herein:

NOW, IT IS HEREBY

ORDERED ADJUDGED AND DECREED, that upon birth of the Child, ||| | GG—_-_
, born during the term of the surrogacy arrangement and/or agreement, the Intended
, are the only legal

Parents,
parents of the Child

; and it is further

ORDERED ADJUDGED AND DECREED, that upon birth of the Child, ||| GGc—_-_
, born during the term of the surrogacy arrangement and/or agreement, the person
acting as a Surrogate, , and her spouse, , are
not the legal parents of the Child, ; and it is further

ORDERED ADJUDGED AND DECREED, that upon birth of the Child, ||| | GGc—_-_
_, born during the term of the surrogacy arrangement and/or agreement, the donors, if
any, are not the parents of the Child, &; and it is further

ORDERED ADJUDGED AND DECREED, that upon birth of the Child, ||| [ Gc—_-_
, the person acting as a Surrogate, , and her spouse,
, shall transfer the Child, , to the Intended
and ; and it is further

Parents,

ORDERED ADJUDGED AND DECREED, that the Intended Parents, ||| | GTcG

B - . (1 ossume responsibility for the

maintenance and support of the Child immediately upon the birth of the _
; and it is further

ORDERED ADJUDGED AND DECREED that it is hereby directed that the Child’s birth
certificate be issued in conformity with this Order and Judgment; and it is further

Page 2 of 3



ORDERED ADJUDGED AND DECREED, that pursuant to section two hundred fifty-four of
the judiciary law, the clerk of the court shall transmit to the state commissioner of health, or for a
person born in New York city, to the commissioner of health of the city of New York, on a form
prescribed by the commissioner, a written notification of such entry together with such other
facts as may assist in identifying the birth record of the person whose parentage was in issue and,
if the person whose parentage has been determined is under eighteen years of age, the clerk shall
also transmit to the registry operated by the department of social services pursuant to section
three hundred seventy-two-c of the social services law a notification of the determination; and it
is further

ORDERED ADJUDGED AND DECREED, that pursuant to section forty-one hundred thirty-
eight of the public health law (and NYC Public Health Code section 207.05) that upon receipt of
a judgement of parentage the local registrar where a child is born will report the parentage of the
child to the appropriate department of health in conformity with the court order. If an original
birth certificate has already been issued, the appropriate department of health will amend the
birth certificate in an expedited manner and seal the previously issued birth certificate except that
it may be rendered accessible to the child at eighteen years of age or the legal parent or parents.

ORDERED ADJUDGED AND DECREED that a true certified copy of this Order and
Judgment together with any incorporated documents in this Order and Judgment shall be
provided to all parties and respective counsel.

ENTER:

Dated: , 2022

HON.
FAMILY COURT JUDGE
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Recommendations for gamete
and embryo donation:
a committee opinion

The Practice Committee of the American Society for Reproductive Medicine and the Practice Committee of
the Society for Assisted Reproductive Technology

American Society for Reproductive Medicine and Society for Assisted Reproductive Technology, Birmingham, Alabama

This document provides the latest recommendations for evaluation of potential sperm, oocyte, and embryo donors, incorporating recent
information about optimal screening and testing for sexually transmitted infections, genetic diseases, and psychological assessments.
This revised document incorporates recent information from the U.S. Centers for Disease Control and Prevention, the US Food and
Drug Administration, and the American Association of Tissue Banks, with which all programs offering gamete and embryo

donation services must be thoroughly familiar, and replaces the document titled, “2008 Guide-

lines for Gamete and Embryo Donation: A Practice Committee Report,” last published in Fertil
Steril 2008;90:S30-44. (Fertil Steril® 2013;99:47-62. ©2013 by American Society for Repro-

ductive Medicine.)

Earn online CME credit related to this document at www.asrm.org/elearn

Use your smartphone
to scan this QR code
and connect to the

discussion forum for

Discuss: You can discuss this article with its authors and with other ASRM members at http://

fertstertforum.com/goldsteinj-recommendations-gamete-and-embryo-donation-

committee-opinion/

he 2012 Recommendations for
TGamete and Embryo Donation

provide the latest recommenda-
tions for evaluation of potential sperm,
oocyte, and embryo donors, incorporat-
ing recent information about optimal
screening and testing for sexually trans-
mitted infections (STIs), genetic dis-
eases, and psychological assessments.
The current document represents an ef-
fort to make the screening guidelines
for donors of embryos and gametes
more consistent and incorporates recent
information from the US Centers for
Disease Control and Prevention (CDC),
US Food and Drug Administration
(FDA), and American Association of Tis-
sue Banks (AATB). The risks for trans-
mission of STIs via donations of sperm,
oocytes, and embryos differ, and
leukocyte-rich semen donation poses

unique risks that are reflected in the
recommendations.

These guidelines use terminology
from the federal agencies in addition to
the AATB. In that context, the term
“screening” refers to specific historical
factors that place an individual at a higher
risk for a given disease, such as human
immunodeficiency virus (HIV), transmis-
sible spongiform encephalopathy (TSE),
or Creutzfeldt-Jakob disease (CJD). “Test-
ing” refers to specific laboratory studies
such as serologic tests. The distinction be-
tween screening and testing is consistent
within the document.

These guidelines for the screening
and testing of gamete and embryo do-
nors apply to potential donors in the
United States. Because the prevalence
of STIs and genetic diseases may vary
in other locales, these guidelines may

Received September 19, 2012; accepted September 21, 2012; published online October 22, 2012.

No reprints will be available.

Correspondence: Practice Committee, American Society for Reproductive Medicine, 1209 Montgom-
ery Hwy., Birmingham, AL 35216 (E-mail: ASRM®@asrm.org).

Fertility and Sterility® Vol. 99, No. 1, January 2013 0015-0282/$36.00
Copyright ©2013 American Society for Reproductive Medicine, Published by Elsevier Inc.

http://dx.doi.org/10.1016/j.fertnstert.2012.09.037

this article now.*

* Download a free QR code scanner by searching for “QR
scanner” in your smartphone’s app store or app marketplace.

not be appropriate for other countries
or individuals who come to the United
States from other countries. Whereas
the FDA does not require screening or
testing of the recipients of donated
gametes, the American Society for
Reproductive Medicine (ASRM) recom-
mends testing of recipients as
described. Other areas where the
ASRM recommendations may be more
stringent than the FDA minimum re-
quirements are noted in the text. Addi-
tionally, state requirements may be
more restrictive than the FDA, and
clinics are encouraged to check with
government officials in the state where
their practice is located to determine
minimum screening and testing re-
quirements for their state.

The promulgation of FDA regula-
tions has added considerable oversight
to gamete and embryo donation,
including mandatory registration of
all assisted reproductive technology
(ART) programs with the federal gov-
ernment, federal inspections of pro-
grams that are performing donation,
required documentation, and written
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ASRM PAGES

protocols attendant to donor screening, testing, selection, re-
jection, and follow-up. Complete records of all donor cycles,
including documentation of adherence to FDA regulations,
must be made available to FDA inspectors at their request.
Federal regulations may be viewed at the following Web sites:
http://www.fda.gov/cber/tiss.htm
http://www.fda.gov/BiologicsBloodVaccines/default.htm
http://www.fda.gov/cber/rules/gtp.pdf

GUIDELINES FOR SPERM DONATION

I. Introduction
Therapeutic donor insemination (TDI) may be used to
achieve pregnancy where appropriate indications exist.
The clinical procedures should take into account the age
and health status of the recipient. The FDA has published
requirements for the screening and testing of donors of hu-
man cells, tissues, and cellular and tissue-based products
(HCT/Ps), which are included here. These are the minimum
requirements mandated by the federal government. In
some instances, the federal requirements may be less rigor-
ous than those in the state in which an individual practice is
located or than those recommended by ASRM and the So-
ciety for Assisted Reproductive Technology (SART). It is the
responsibility of all clinics to know the regulations of their
individual states and local municipalities and to comply
with those standards.

II. Indications for TDI

A. The male partner has azoospermia, severe oligozoo-
spermia, or other significant sperm or seminal fluid
abnormalities.

B. The male partner has ejaculatory dysfunction.

C. The male partner demonstrates significant male factor
infertility (i.e., significant oligoasthenospermia or
prior failure to fertilize after insemination in vitro
and intracytoplasmic sperm injection [ICSI] is not
elected or feasible).

D. The male partner has a significant genetic defect or the
couple previously has produced an offspring affected
by a condition for which carrier status cannot be
determined.

E. The male partner has a sexually transmissible infec-
tion that cannot be eradicated.

F. The female partner is Rh-negative and severely Rh-
isoimmunized and the male partner is Rh-positive.

G. Females without male partners.

III. Psychological consultation for recipients
The decision to proceed with donor insemination is com-
plex, and patients and their partners (if applicable) may
benefit from psychological counseling to aid in this deci-
sion. The clinician should strongly recommend psycho-
logical counseling by a qualified mental health
professional to all donor sperm recipients and their part-
ners. The assessment should include a clinical interview
and, where appropriate, psychological testing. The clini-
cian should require psychological consultation for cou-
ples in whom factors appear to warrant further
evaluation. In cases of directed donation, the potential
impact of the relationship between the donor and recipi-

ent should be explored, as well as any plans that may exist
relating to disclosure and future contact.

IV. Evaluation of the partner

A. The partner in any couple that requests TDI should
have completed an appropriate clinical evaluation.
Medical records should be reviewed before performing
the insemination procedure. If appropriate, alternative
treatments should be discussed with the couple. While
not required by the FDA, infectious disease testing of
the male partner is recommended by the ASRM to ad-
dress any potential medical/legal issues that could
arise should the partner seroconvert during or after
TDL

B. Human immunodeficiency virus (HIV-1 antibody [AB]
and nucleic acid testing [NAT]), HIV-2 AB testing and
screening, or testing for HIV group O antibodies on the
male partner is strongly recommended. If the male
partner is HIV infected, he should be referred to an ap-
propriate infectious disease specialist for counseling
on safe sex practices for preventing HIV transmission,
on treatment options, and on other issues concerning
HIV disease. A positive HIV test result for the male
partner should not be used as an exclusionary crite-
rion for treatment of a couple with TDL

C. Testing for other STIs similar to that recommended for
the female partner (detailed in section V) is encour-

aged. This includes:

. Serologic test for syphilis.

. Hepatitis B surface antigen.

. Hepatitis B core antibody (IgG and IgM).

. Hepatitis C antibody and NAT.

. Neisseria gonorrhoeae and Chlamydia trachomatis

NAT on urine or a swab obtained from the urethral
meatus.
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Note: There are no FDA-licensed, approved, or cleared

tests for donor screening of these organisms in an

asymptomatic, low-prevalence population. Tests using

NAT technology adequately and appropriately reduce

the risk of transmission of these relevant communica-

ble agents.

6. Human T-cell lymphotropic virus (HTLV) type I
and II also may be obtained at the discretion of
the clinician in the appropriate clinical setting.

V. Evaluation of the female recipient

A. Routine medical and reproductive history should be
obtained according to the standards that are applied
to women anticipating pregnancy. Abnormalities
detected from history or physical examination may
require more detailed evaluation and treatment before
proceeding with insemination.

B. A complete general physical examination should be
performed, including a pelvic examination.

C. Standard preconceptional screening, testing, and
counseling:

1. Although there are no federal requirements for test-
ing donor sperm recipients, the following tests are
recommended:

a. Blood type, Rh factor, and antibody screen.
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b. Rubella and varicella titers. Vaccination should
be offered if the individual is not immune to ei-
ther virus.

c. Neisseria gonorrhoeae and Chlamydia trachoma-
tis NAT on urine or a swab obtained from the cer-
vix, urethral meatus, or vagina.

d. HIV-1 (AB and NAT), HIV-2 AB testing, and test-
ing or screening for HIV group O antibodies
should be performed to address potential medi-
cal/legal complications that could arise if the re-
cipient seroconverts during or after treatment. In
addition, if the female recipient is found to be
HIV-infected before treatment, she should be re-
ferred to an appropriate infectious disease spe-
cialist for counseling on issues concerning HIV
disease, including reproductive issues such as
safe sex practices for preventing HIV transmis-
sion to uninfected partners and treatment op-
tions to reduce the probability of transmission
to her child. A positive HIV test of the female re-
cipient should not be used as an exclusionary cri-
terion for treatment with TDI as long as the
couple makes an informed decision after coun-
seling and agrees to comply with recommended
clinical management for the positive HIV status
during pregnancy.

. Serologic test for syphilis.

Hepatitis B surface antigen.

. Hepatitis B core antibody (IgG and IgM).

. Hepatitis C antibody and NAT.

Cytomegalovirus (CMV) antibody (IgG and IgM).
For women who test positive for active infection
(positive urine or throat culture or paired serum
samples demonstrating a four-fold rise in IgG anti-
body and IgM antibody at least 30% of the IgG
level), attempts to conceive should be postponed
until they no longer exhibit active infection, owing
to the risk of transmitting the infection to their fe-
tus and the serious potential consequences of fetal
CMV infection.

j- HTLV type I and Il also may be obtained at the dis-
cretion of the clinician in the appropriate clinical
setting,.

D. Documentation and timing of ovulation
1. Women with regular cyclic menses and molimina are

assumed to be ovulating. When doubt exists, an in-

dex of ovulation, such as serum progesterone level,
basal body temperature recordings, LH surge detec-
tion, and ultrasound monitoring of follicular matu-
ration, may be used to document ovulation.

Appropriate timing of the insemination procedure

optimizes chances for success.

E. Evaluation for possible tubal or peritoneal
abnormalities

F. Patients who fail to conceive after 4 to 6 well-timed in-
seminations may be candidates for hysterosalpingog-
raphy (HSG), laparoscopy, or other appropriate tests
to detect possible causes for their failure to conceive.

Eqe tho
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Pretreatment HSG or laparoscopy may be indicated
by the history and/or physical findings.
G. Informed consent should be obtained from the patient

(and her partner, if applicable).

VI. Donors
A. Selection of donor
1. The main qualities to seek in selecting a donor for

TDI are an assurance of good health status and the
absence of known genetic abnormalities.

. The donor should be of legal age and, ideally, less

than 40 years of age.

. Selection of donors with established fertility is desir-

able but not required.

. Psychological evaluation and counseling by a quali-

fied mental health professional is strongly recom-
mended for all sperm donors. The assessment
should include a clinical interview and, where ap-
propriate, psychological testing. Psychological con-
sultation should be required for individuals in whom
there appear to be factors that warrant further eval-
uation. In cases of directed donation, psychological
evaluation and counseling are strongly recommen-
ded for the donor and his partner (if applicable) as
well as for the recipient female and her partner (if ap-
plicable). The potential impact of the relationship
between the donor and recipient should be explored.
The psychological assessment also should address
the potential psychological risks and evaluate for ev-
idence of coercion (financial or emotional). It is im-
portant to ascertain whether the donor is well
informed about the extent to which information
about him might be disclosed and about any plans
that may exist relating to future contact.

. No owner, operator, laboratory director, or em-
ployee of a facility performing TDI may serve as
a donor in that practice.

. Neither the patient’s physician nor the individual
performing the actual insemination can be the
sperm donor.

B. Screening and testing of donors
1. Semen testing

a. It is suggested that more than one sample be ex-
amined (each after a 2- to 5-day abstinence inter-
val) before proceeding with a more extensive
evaluation of the donor candidate.

b. The sample should be examined within 1 to 2
hours after ejaculation into a sterile container.
The criteria used to judge the normality of the
sample can vary among laboratories. There are
no uniformly accepted standards, but, in general,
the minimum criteria for normal semen quality
can be applied (1).

. Genetic evaluation

Genetic screening for heritable diseases should be

performed in potential sperm donors. Testing for

cystic fibrosis carrier status should be performed
on all donors. Other genetic testing should be per-
formed as indicated by the donor’s ethnic
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background in accordance with current recommen-
dations after obtaining a proper family history.
Chromosomal analyses on all sperm donors are not
required (see Appendix A for further details regard-
ing genetic screening and testing) (2-4).

. Medical history

a. Donors should be healthy and give no history to
suggest hereditary disease.

b. A complete personal and sexual history should be
obtained to exclude as donors individuals who
might be at high risk for HIV, STIs, or other infec-
tions that might be transmissible via gamete do-
nation. Prospective sperm donors with any of the
following factors should not be accepted (for
a complete list of screening questions, see “Uni-
form Donor Application” at www.sart.org):

1

il

iv.

vi.

vii.

viii.

ix.

Men with a history of sex with another
man in the preceding 5 years.

ii. Men who have injected drugs for non-

medical reasons in the preceding 5 years,
including intravenous, intramuscular,
and subcutaneous injections.

Men with hemophilia or other related
clotting disorders who have received
human-derived clotting factor concen-
trates in the preceding 5 years.

Men who received clotting factors once to
treat an acute bleeding event more than
12 months ago may be eligible to donate.

. Men who have had sex in exchange for

money or drugs in the preceding 5 years.
Men who have had sex in the preceding 12
months with any person meeting any of
the criteria described immediately above,
or with any person having HIV infection,
including a positive or reactive test to
HIV virus, hepatitis B infection, or clini-
cally active (symptomatic) hepatitis C
infection.

Men who have been exposed within the last
12 months through percutaneous inocula-
tion or contact with an open wound, non-
intact skin, or mucous membrane to blood
that is known or suspected to be infected
with HIV, hepatitis B, and/or hepatitis C
virus.

Men who have had close contact (e.g., liv-
ing in the same household wherein shar-
ing of kitchen and bathroom facilities
occurs regularly) within 12 months pre-
ceding the donation with another person
who has hepatitis B or clinically active
(symptomatic) hepatitis C infection.

Men who have been incarcerated in lock-
up, jail, or prison for more than 72 consec-
utive hours within the previous 12 months.

. Men who have had or have been treated for

syphilis, gonorrhea, or chlamydia within

Xi.

Xii.

xiii.

Xiv.

XV.

XVi.

the preceding 12 months. Deferral of do-
nors is not necessary when there is evi-
dence of successful treatment more than
12 months before.

Men who have undergone body piercing
and/or tattooing procedures within the pre-
ceding 12 months in which sterile proce-
dures were not used or it is unclear
whether sterile procedures were used (e.g.,
contaminated instruments and/or ink
were used, or shared instruments that had
not been sterilized between uses were
used).

Men who have received a smallpox vacci-
nation (vaccinia virus) for 21 days after
vaccination or until the scab separates
spontaneously and physical examination
confirms the absence of a scab at the vac-
cination site (whichever is later). The do-
nor should be deferred for 2 months if
the scab was removed before spontaneous
separation. If the donor experienced com-
plications from vaccination, he should be
deferred until 14 days after complete res-
olution of those complications. If the do-
nor became infected as a result of close
contact with a person recently vaccinated
for vaccinia, he may be considered eligi-
ble for donation if the scab spontaneously
separated, if 14 days have elapsed since
resolution of all the vaccinia-related com-
plications, or 3 months after the scab was
otherwise removed.

Men who have had a medical diagnosis or
suspicion of West Nile virus (WNV) infec-
tion (based on symptoms and/or labora-
tory results or confirmed WNV viremia)
should be deferred for 120 days after the
onset of symptoms or diagnosis, which-
ever is later.

Men who have tested positive or reactive
for WNV infection using an FDA-
licensed or investigational WNV NAT in
the preceding 120 days.

Men who have been diagnosed with var-
iant CJD (vCJD) or any other form of
CJD.

Men who have been diagnosed with de-
mentia or any other degenerative or de-
myelinating disease of the central
nervous system or other neurologic dis-
ease of unknown etiology. Potential do-
nors who have a diagnosis of delirium
(e.g., delirium caused by toxic/metabolic
diseases or recent head trauma) would
not be considered necessarily to have a di-
agnosis of dementia and should be evalu-
ated by the medical director.
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xvii. Men who are at increased risk for CJD.
Donors are considered to have an in-
creased risk for CJD if they have received
a non-synthetic dura mater transplant,
human pituitary-derived growth hor-
mone, or have one or more blood relatives
diagnosed with CJD.

xviii. Men who have a history of CJD in a blood
relative unless: the diagnosis of CJD was
subsequently found to be in error, the
CJD was iatrogenic, or laboratory testing
(gene sequencing) demonstrates that the
donor does not have a mutation associ-
ated with familial CJD.

xix. Men who spent 3 months or more cumula-
tively in the United Kingdom (U.K.) from the
beginning of 1980 through the end of 1996.

xx. Men who are current or former US mili-
tary members, civilian military em-
ployees, or dependants of a military
member or civilian employee who resided
at US military bases in Northern Europe
(Germany, Belgium, and the Netherlands)
for 6 months or more cumulatively from
1980 through 1990, or elsewhere in Eu-
rope (Greece, Turkey, Spain, Portugal,
and Italy) for 6 months or more cumula-
tively from 1980 through 1996.

xxi. Men who spent 5 years or more cumula-
tively in Europe from 1980 until present.

xxii. Men who received any transfusion of
blood or blood components in the United
Kingdom or France between 1980 and
the present.

xxiii. Men or their sexual partners who were
born or lived in certain countries in Africa
(Cameroon, Central African Republic,
Chad, Congo, Equatorial Guinea, Gabon,
Niger, or Nigeria) after 1977 (risk factor
for HIV group 0).

xxiv. Menwho havereceived a blood transfusion
or any medical treatment that involved
blood in the countries listed in xxiii after
1977 (risk factor for HIV group O).

Note: Establishments using an HIV-1/2 antibody
donor screening test that has been licensed by
the FDA and is specifically labeled in the In-
tended Use section of the package insert as sen-
sitive for the detection of HIV group O antibodies
may delete items VL.B.3.b.xxiii and xxiv from
their screening procedures. If screening ques-
tions VI.B.3.b.xxiii and xxiv also are asked, do-
nor eligibility may be based on the donor test
results, regardless of the answers to those two
questions.
xxv. Men who have received xenotransplants
(live cells, tissues, or organs from a nonhu-
man animal source or human body fluids,
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cells, tissues, or organs that have had
ex vivo contact with live nonhuman ani-
mal cells, tissues, or organs) or have been
in close contact with a xenotransplant
recipient.

xxvi. Men who have received human organ or
tissue transplants or treatment with hu-
man extracts.

4. Physical examination
a. Before acceptance, and every 6 months while re-
maining an active donor, donors should un-
dergo a complete physical examination and
should be declined when any of the following
findings are present (see www.sart.org Male Do-
nor Physical Examination Form):

i. Physical evidence for risk of sexually trans-
mitted disease such as genital ulcerative le-
sions, herpes simplex, chancroid, or
urethral discharge.

ii. Physical evidence for risk of, or evidence of,
syphilis.

iii. Physical evidence of anal intercourse in-
cluding perianal condylomata.

iv. Physical evidence of non-medical percuta-
neous drug use such as needle tracks; the ex-
amination should include examination of
tattoos, which might be covering needle
tracks.

v. Physical evidence of recent (within 12
months) tattooing, ear piercing, or body
piercing where sterile technique was not
used.

vi. Disseminated lymphadenopathy.

vii. Unexplained oral thrush.

viii. Blue or purple spots consistent with Kaposi

sarcoma.

ix. Unexplained jaundice, hepatomegaly, or
icterus.

x. Large scab consistent with recent history of
smallpox immunization.

xi. Eczema vaccinatum, generalized vesicular
rash, severely necrotic lesion (consistent
with vaccinia necrosum), or corneal scarring
(consistent with vaccinial keratitis).

5. Laboratory testing

There is no method to ensure completely that infec-
tious agents will not be transmitted by TDI. However,
the following guidelines, combined with an ade-
quate history and specific exclusion of individuals
at high risk for HIV and other STIs, should signifi-
cantly reduce these risks. The FDA requires that the
following tests be performed, using methods re-
quired for purposes of determining donor eligibility,
and that negative results are documented before use
of the donor’s sperm. The list of test methods ap-
proved by the FDA for this purpose is available at
the following Web sites:

http://www.fda.gov/cber/products/testkits.htm
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Vaccines/GuidanceComplianceRegulatoryInfor
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Clinics using donor sperm from a commercial

sperm bank should have documentation from the

bank that they adhere to federal and local require-

ments (5).

a. HIV-1 antibody as well as NAT.

b. HIV-2 antibody.

c. HIV group O antibody. Establishments that do
not use an FDA-licensed test for HIV group O
antibodies must evaluate donors for risk associ-
ated with HIV group O infection with additional
screening questions as described in VI.B.3.b.x-
xiii and xxiv.

. Hepatitis C antibody and NAT.

. Hepatitis B surface antigen.

. Hepatitis B core antibody (IgG and IgM).

. Serologic test for syphilis.

. HTLV-1 and HTLV-2.

. CMV (IgG and IgM). Men who test positive for
active infection (positive urine or throat culture
or paired serum samples demonstrating a four-
fold rise in IgG antibody and IgM antibody at
least 30% of the IgG level) should be excluded.
Because CMYV is so common, insemination with
semen from a CMV-seropositive man (without
active infection) is permissible when the female
partner is also CMV seropositive. Although the
practice is not entirely without risk, because
there are many strains of CMV and superinfec-
tion is possible, the associated risk of newborn
CMV infection is approximately 1%, and such
infants appear to have no significant illness or
other abnormality.

j. Neisseria gonorrhoeae and Chlamydia trachoma-

tis NAT on urine or a swab obtained from the
urethral meatus. These tests should be repeated
if clinically indicated. Retesting of the donor at
6-month intervals is required as long as the do-
nor remains active.

N.B. There are no FDA-licensed, approved or
cleared tests for donor screening of these organ-
isms in an asymptomatic, low-prevalence popu-
lation. Tests using NAT technology adequately
and appropriately reduce the risk of transmission
of these relevant communicable agents.

k. Donors found to be positive for syphilis, Neisseria

gonorrhoeae, or Chlamydia trachomatis should
be treated, retested, and deferred from donation
for 12 months after documentation that treat-
ment was successful before being reconsidered.
If evidence is presented that treatment occurred
more than 12 months ago and was successful,
no further deferral is needed as long as current
testing does not indicate an active infection.

I. Abbreviated donor screening documenting no
change in the donor’s medical and/or social

history should be performed at 6-month
intervals.

m. Additional testing should be performed as dic-
tated by local or state requirements.

n. Additional testing not required by the FDA but
recommended by the ASRM includes blood
type and Rh. If the use of donor oocytes creates
the potential for Rh incompatibility, couples
should be informed about obstetric significance
of this condition.

6. Managing laboratory results

a. Iftesting is negative, semen samples may be col-
lected and prepared for cryopreservation.

b. A positive test should be verified before
notifying the potential donor. If a test is con-
firmed positive, the individual should be
referred for appropriate counseling and
management.

c. Individuals who initially test positive (except for
treated syphilis, Neisseria gonorrhoeae, or Chla-
mydia trachomatis as described earlier) are not
eligible for anonymous donation.

d. False-positive results for syphilis using non-
treponemal assays that are confirmed to be
negative using a treponemal-based assay are el-
igible for donation.

e. After donation, anonymous donor specimens
must be quarantined for a minimum of 180
days. The donor must be retested (see section
VILB.5) after the required quarantine interval,
and specimens may be released only if the re-
sults of repeat testing are negative.

f. Screening and testing of donors for STIs and ge-
netic risk factors may change over time as tests
improve and new tests become available. There-
fore, samples of sperm that are cryopreserved
and stored for periods of time may not meet ex-
isting testing standards at the time they are re-
leased for use. In such instances, every effort
should be made to have the donor tested in ac-
cordance with current standards. In situations
where the donor is not available or refuses
such additional testing, the sample(s) may be re-
leased provided that the recipient is informed
that the specimen does not meet current screen-
ing and testing guidelines, is informed of what
tests have not been performed, and is counseled
regarding the clinical implications of the missing
information.

7. Directed donation
Directed (non-anonymous or known) donation is
acceptable if all parties agree. Directed donors
must undergo the same screening and testing as
anonymous donors. Directed donors who test posi-
tive or demonstrate a risk factor for a relevant com-
municable disease are not prohibited from use
according to current FDA rules, provided that the
tissue is labeled to indicate any associated increased
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risks and that physicians using samples are aware of
the status of the results. Although the FDA does not
require informing the recipients of the test results, in
the opinion of the ASRM the recipients must be in-
formed and counseled appropriately before use of
the samples. Directed donor specimens also are ex-
empt from quarantine under the current FDA guide-
lines, which require only retesting as described
earlier (see section VI.B.5) within 7 days before do-
nation. However, in the opinion of the ASRM, di-
rected donor specimens should be treated in the
same manner as anonymous donor specimens; re-
sults of testing that would exclude an anonymous
donor also should exclude a directed donor, and di-
rected donor specimens should be quarantined and
released in the same manner required for anony-
mous donor specimens (see sections VI.B.1-6).

. Use of fresh semen

In the opinion of the ASRM, the use of fresh semen
can be justified only for sexually intimate couples. It
is possible for HIV and other infectious organisms to
be transmitted by fresh donor semen before the do-
nor has become seropositive. Consequently, the po-
tential for transmission of infections by fresh semen
cannot be eliminated. The ASRM recommends that
all directed donor specimens be frozen and quaran-
tined for a minimum of 180 days, with the donor
then retested as described above (see section
VILB.5) and demonstrated seronegative before the
specimen is released.

C. Management of donors
1. Monitoring health status

The single most important method for reducing the
risk of transmitting infectious agents to women dur-
ing insemination is to screen carefully and test the
potential donors and to develop an ongoing proce-
dure for monitoring their health status.

. Payment to donors

Payment to donors varies from area to area but
should not be such that the monetary incentive is
the primary motivation for donating sperm. How-
ever, the donor may be compensated for his time
and expenses.

. Limitations to donor use

Institutions, clinics, and sperm banks should main-
tain sufficient records to allow a limit to be set for
the number of pregnancies for which a given donor
is responsible. It is difficult to provide a precise num-
ber of times that a given donor can be used because
one must take into consideration the population
base from which the donor is selected and the geo-
graphic area that may be served by a given donor.
It has been suggested that in a population of
800,000, limiting a single donor to no more than
25 births would avoid any significant increased
risk of inadvertent consanguineous conception.
This suggestion may require modification if the pop-
ulation using donor insemination represents an iso-
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lated subgroup or if the specimens are distributed
over a wide geographic area.
4. Consent
It is essential for the donor to sign a consent form,
which should include a firm denial of having any rec-
ognized risk factors for STIs and genetic diseases. It is
recommended that the donor acknowledge in the con-
sent form his responsibility to notify the donor pro-
gram of any changes in his health or risk factor status.
5. Record keeping
The FDA requires that records pertaining to each do-
nor (screening and test results) be maintained for at
least 10 years. However, in the opinion of the ASRM,
a permanent record of each donor’s initial selection
process and subsequent follow-up evaluations
should be maintained. Ideally, the clinical outcome
of each insemination cycle should be recorded as
well as a mechanism for reporting any adverse out-
comes including heritable diseases identified pre-
conceptually or post natally. In the event that
a previously unidentified heritable disease is en-
countered in a child produced from anonymous do-
nation, the donor as well as the recipient of the
donated sperm should be tested and further release
of samples from the donor should be prohibited. If
the donor is found to be the carrier for the heritable
disease, all recipients of that donated sperm as well
as the clinics performing the procedures should be
notified and counseled. A mechanism must exist to
maintain records on the donor as a future medical
resource for any offspring produced.
6. Protection of confidentiality
Individuals participating in donor programs should
be assured that their confidentiality will be protected
insofar as federal and local statutes permit. Medical
records detailing the donation should be maintained
as stipulated by federal and local requirements.
VII. Choosing donor characteristics
There are several methods for matching the male partner
with the donor. The couple should be encouraged to list
the characteristics that they desire in a prospective do-
nor, including race and/or ethnic group, height, body
build, complexion, eye color, and hair color and texture.
Consideration should be given to blood type and Rh fac-
tor, particularly for Rh-negative recipients. If the use of
donor sperm creates the potential for Rh incompatibility,
recipients should be informed of the obstetric implica-
tions of the condition.

GUIDELINES FOR OOCYTE DONATION

I. Introduction
Oocyte donation requires ovarian stimulation with moni-
toring and oocyte retrieval, involving significant inconve-
nience, discomfort, and risks for the donor.
II. Indications for use of donor oocytes
A. Women with hypergonadotropic hypogonadism.
B. Women of advanced reproductive age.
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III.

C. Women who have diminished ovarian reserve.

D. Women who are known to be affected by or known to
be the carrier of a significant genetic defect or who
have a family history of a condition for which carrier
status cannot be determined.

E. Women with poor oocyte and/or embryo quality or
multiple previous failed attempts to conceive via ART.

Psychological consultation for oocyte donor recipients

The decision to proceed with donated oocytes is complex,

and patients and their partners (if applicable) may benefit

from psychological counseling to aid in this decision. The
clinician should strongly recommend psychological
counseling by a qualified mental health professional to
all donor oocyte recipients and their partners. The assess-
ment should include a clinical interview and, where ap-
propriate, psychological testing. The clinician should
require psychological consultation for couples in whom
there appear to be factors that warrant further evaluation.

In cases of directed donation, the potential impact of the

relationship between the donor and recipient should be

explored, as well as any plans that may exist relating to
disclosure and future contact.

. Evaluation of the oocyte recipient

A. Medical and reproductive history
1. Routine medical and reproductive histories should
be obtained according to the standards that are ap-
plied to women anticipating pregnancy. Reproduc-
tive abnormalities detected from history or physical
examination may require more detailed evaluation
and treatment before donor oocytes are used.
B. A complete general physical examination should be
performed, including a pelvic examination.
C. Assessment of the uterine cavity
1. HSG, saline infusion ultrasonography, or another
suitable procedure should be performed to detect
any significant uterine abnormality.
D. Standard preconceptional testing and counseling
1. Although there are no federal requirements for test-
ing oocyte recipients, the following tests are
recommended:
a. Blood type, Rh factor, and antibody screen.
b. Rubella and varicella titers. Recipients should be
offered immunization if not immune.
c. HIV-1 (AB and NAT), HIV-2 AB testing and
screening or testing for HIV group O antibodies.
HIV testing should be performed to address po-
tential medical/legal complications that could
arise if the recipient seroconverts during or after
treatment. In addition, if the female recipient is
found to be HIV infected before treatment, she
should be referred to an appropriate infectious
disease specialist for counseling on issues con-
cerning HIV disease, including reproductive is-
sues such as safe sex practices for preventing
HIV transmission to uninfected partners and
treatment options to reduce the probability of
transmission to her child; counseling should be
documented in the medical record. A positive

HIV test of the female recipient should not be
used as an exclusionary criterion for treatment,
provided that the couple makes an informed de-
cision after counseling and agrees to comply with
recommended clinical management for the posi-
tive HIV state.

. Serologic test for syphilis.

Hepatitis B surface antigen.

Hepatitis B core antibody (IgG and IgM).

. Hepatitis C antibody and NAT.

. Neisseria gonorrhoeae and Chlamydia trachoma-
tis NAT on urine or a swab obtained from the cer-
vix, urethral meatus, or vagina.
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V. Evaluation of the partner of the oocyte recipient

A. Laboratory tests. Although there are no federal re-
quirements for testing the partner of the oocyte recip-
ient, the following tests are recommended:

. Semen analysis for male partners.

Blood type and Rh factor.

. Serologic test for syphilis.

. Hepatitis B surface antigen.

. Hepatitis B core antibody (IgG and IgM).

. Hepatitis C antibody and NAT.

. HIV-1 (AB and NAT), HIV-2 AB testing and screen-
ing, or testing for HIV group O antibodies. HIV test-
ing should be performed to address potential
medical/legal complications that could arise if the
recipient seroconverts during or after treatment. In
addition, if the partner is found to be HIV infected
before treatment, he should be referred to an appro-
priate infectious disease specialist for counseling on
issues concerning HIV disease, including reproduc-
tive issues such as safe sex practices for preventing
HIV transmission to uninfected partners. Counseling
should be documented in the medical record. A pos-
itive HIV test of the partner should not be used as an
exclusionary criterion for treatment.

8. Appropriate genetic screening and testing based on

history, in accordance with ethnic background and
current recommendations (see Appendix A) (2-4).

NouhWwN

VI. Donors

A. Selection of donors

1. Oocyte donation may be undertaken with known
or anonymous donors depending on the clinical
circumstances.

2. Psychological evaluation and counseling by a qual-
ified mental health professional is strongly recom-
mended for the oocyte donor and her partner (if
applicable). The assessment should include a clini-
cal interview and, where appropriate, psychologi-
cal testing. Psychological consultation should be
required for individuals in whom there appear to
be factors that warrant further evaluation. In cir-
cumstances involving known donors, psychologi-
cal evaluation and counseling is strongly
recommended for the donor and her partner, if ap-
plicable, as well as for the recipient and her partner,
if applicable. The potential impact of the
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relationship between the donor and recipient
should be explored. The psychological assessment
also should address the potential psychological
risks and evaluate for evidence of coercion (finan-
cial or emotional). It is important to ascertain
whether the donor is well informed about the ex-
tent to which information about her may be dis-
closed and about any plans that may exist
relating to future contact.

3. Oocyte donors should be of legal age and prefer-
ably between the ages of 21 and 34 years.

4. Donors less than 21 years of age should have psy-
chological evaluation by a qualified mental health
professional, and the decision to proceed with such
adonor should be determined on an individual basis.

5. If a prospective donor is over 34 years of age, the
age of the donor should be revealed to the recipient
as part of the informed consent discussion con-
cerning cytogenetic risks and the effect of donor
age on pregnancy rates.

6. Proven fertility in the donor is desirable but not
required.

7. The donor should undergo appropriate genetic
evaluation based on history, in accordance with
ethnic background and current guidelines. Cystic
fibrosis testing should be performed on all donors.
Consideration should be given to fragile X testing
on donors, but is not required (see Appendix A)
(2-4).

8. Sharing of oocytes from an assisted reproduction
cycle: If sharing of oocytes is contemplated, in-
formed consent must be obtained before the start
of the cycle of retrieval. The conditions governing
the sharing of oocytes should be specified in ad-
vance, be included in the informed consent, and
comply with existing ASRM Ethics Committee
guidelines (6).

9. No owner, operator, laboratory director, or em-
ployee of a facility screening for or performing oo-
cyte donation may serve as a donor in that practice.

10. Ifan agency is used to recruit oocyte donors, no in-

dividual who has a financial interest in that agency
may be used as an oocyte donor.
B. Screening and testing of oocyte donors

1. Donors should be healthy and give no history to
suggest hereditary disease.

2. A complete personal and sexual history should be
obtained to exclude as donors individuals who
might be at high risk for HIV, STIs, or other infec-
tions that might be transmissible via gamete
donation. Prospective oocyte donors with any of
the following factors should not be accepted (for
a complete list of screening questions, see “Uniform
Donor Application” at www.sart.org):

a. Women who have injected drugs for non-medical
reasons in the preceding 5 years, including intra-
venous, intramuscular, and subcutaneous
injections.
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b. Women with hemophilia or other related clotting

disorders who have received human-derived

clotting factor concentrates in the preceding 5

years.

i. Women who received clotting factors to treat
an acute bleeding event more than 12 months
prior to planned donation may be eligible to
donate.

. Women who have had sex with a man who has

had sex with another man in the past 5 years.

. Women who have had sex in exchange for

money or drugs in the preceding 5 years.

. Women who have had sex in the preceding 12

months with any person meeting any of the crite-
ria described immediately above, or with any per-
son having HIV infection including a positive or
reactive test to HIV virus, hepatitis B infection, or
clinically active (symptomatic) hepatitis C
infection.

. Women who have been exposed within the last 12

months, through percutaneous inoculation or
contact with an open wound, non-intact skin,
or mucous membrane, to blood that is known or
suspected to be infected with HIV, hepatitis B,
and/or hepatitis C virus.

. Women who have had close contact (e.g., living

in the same household wherein sharing of
kitchen and bathroom facilities occurs regularly)
within 12 months preceding the donation with
another person who has hepatitis B or clinically
active (symptomatic) hepatitis C infection.

. Women who have been incarcerated in lock-up,

jail, or prison for more than 72 consecutive hours
within the previous 12 months.

i. Women who have had or have been treated for

syphilis, gonorrhea, or chlamydia within the pre-
ceding 12 months. Deferral of donors is not nec-
essary if evidence is presented that treatment
occurred more than 12 months ago and was
successful.

j. Women who have undergone body piercing and/

or tattooing procedures within the preceding 12
months in which sterile procedures were not
used or it is unclear whether sterile procedures
were used (e.g., contaminated instruments and/
or ink were used or shared instruments that had
not been sterilized between uses were used).

. Women who have received a smallpox vaccina-

tion (vaccinia virus) for 21 days after
vaccination or until the scab separates spontane-
ously and physical examination confirms the ab-
sence of a scab at the vaccination site (whichever
is later). The donor should be deferred for 2
months if the scab was removed before spontane-
ous separation. If the donor experienced compli-
cations from vaccination, she should be deferred
until 14 days after complete resolution of those
complications. If the donor became infected as
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a result of close contact with a person recently
vaccinated for vaccinia, she may be considered
eligible for donation if the scab spontaneously
separated, if 14 days have elapsed since resolu-
tion of all the vaccinia-related complications, or
3 months after the scab was otherwise removed.
1. Women who have had a medical diagnosis or sus-
picion of WNV infection (based on symptoms
and/or laboratory results or confirmed WNV vire-
mia) should be deferred for 120 days after the on-
set of symptoms or diagnosis, whichever is later.

m. Women who have tested positive or reactive for

WNV infection using an FDA-licensed or investi-
gational WNV NAT donor-screening test in the
preceding 120 days.

n. Women who have been diagnosed with vCJD or

any other form of CJD.

o. Women who have been diagnosed with dementia

or any other degenerative or demyelinating dis-
ease of the central nervous system or other neuro-
logic disease of unknown etiology. Potential
donors who have a diagnosis of delirium (e.g., de-
lirilum caused by toxic/metabolic diseases or re-
cent head trauma) would not be considered
necessarily to have a diagnosis of dementia and
should be evaluated by the medical director.

p- Women who are at increased risk for CJD. Donors

are considered to have an increased risk for CJD if
they have received a non-synthetic dura mater
transplant, human pituitary-derived growth hor-
mone, or have one or more blood relatives diag-
nosed with CJD.

q- Women who have a history of CJD in a blood rela-

tive unless the diagnosis of CJD was subsequently
found to be in error, the CJD was iatrogenic, or lab-
oratory testing (gene sequencing) demonstrates
that the donor does not have a mutation associated
with familial CJD.

r. Women who spent 3 months or more cumula-
tively in the United Kingdom from the beginning
of 1980 through the end of 1996.

s. Women who are current or former US military
members, civilian military employees, or depen-
dants of a military member or civilian employee
who resided at US military bases in Northern Eu-
rope (Germany, Belgium, and the Netherlands) for
6 months or more cumulatively from 1980
through 1990, or elsewhere in Europe (Greece,
Turkey, Spain, Portugal, and Italy) for 6 months
or more cumulatively from 1980 through 1996.

t. Women who spent 5 years or more cumulatively
in Europe from 1980 until present.

u. Women who received any transfusion of blood or

blood components in the United Kingdom or
France between 1980 and the present.

v. Women or their sexual partners who were born or
lived in certain countries in Africa (Cameroon,
Central African Republic, Chad, Congo, Equato-

rial Guinea, Gabon, Niger, or Nigeria) after 1977
(risk factor for HIV group 0).

w. Women who have received a blood transfusion or
any medical treatment that involved blood in the
countries listed above after 1977 (risk factor for
HIV group 0).

Note: Establishments using an HIV-1/2 antibody

donor screening test that has been licensed by the

FDA and is specifically labeled in the Intended Use

Section of the package insert as sensitive for the de-

tection of HIV group O antibodies may delete items

VLB.2.v and VLB.2.w from their screening proce-

dures. If screening questions VI.B.2.v and VL.B.2.w

also are asked, donor eligibility may be based on
the results of the donor test results regardless of
the answers to those two questions.

x. Women who have received xenotransplants (live
cells, tissues, or organs from a nonhuman animal
source or human body fluids, cells, tissues, or or-
gans that have had ex vivo contact with live nonhu-
man animal cells, tissues, or organs) or have been in
close contact with a xenotransplant recipient.

y. Women who have received human organ or tissue
transplants or treatment with human extracts.

. Before acceptance, and every 6 months while remain-
ing an active donor, donors should undergo a com-
plete physical examination and should be declined
when any of the following findings are present (see fe-
male donor physical exam at www.sart.org):

a. Physical evidence for risk of sexually transmitted
disease such as genital ulcerative lesions, herpes
simplex, chancroid, and urethral discharge.

b. Physical evidence for risk of or evidence of
syphilis.

c. Physical evidence of anal intercourse including
perianal condylomata.

d. Physical evidence of non-medical percutaneous
drug use such as needle tracks; the examination
should include examination of tattoos, which
might be covering needle tracks.

e. Physical evidence of recent (within 12 months)
tattooing, ear piercing, or body piercing where
sterile procedure was not used.

f. Disseminated lymphadenopathy.

g. Unexplained oral thrush.

h. Blue or purple spots consistent with Kaposi
sarcoma.

i. Unexplained jaundice, hepatomegaly, or icterus.

j- Large scab consistent with recent history of

smallpox immunization.

k. Eczema vaccinatum, generalized vesicular rash,
severely necrotic lesion (consistent with vaccinia
necrosum), or corneal scarring (consistent with
vaccinial keratitis).

4. Laboratory testing

There is no method to ensure completely that infec-
tious agents will not be transmitted via oocyte dona-
tion. However, the following guidelines, combined
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with an adequate medical history and specific exclu-
sion of individuals at high risk for HIV and other
STIs, should dramatically reduce these risks. The
FDA requires that the following tests be performed
within 30 days of oocyte collection, using methods
required for purposes of determining donor eligibil-
ity, and that negative results are documented before
use of the donor’s oocytes. The list of test methods
approved by the FDA for this purpose is available
at the following Websites:

http://www.fda.gov/cber/products/testkits.htm

http://www.fda.gov/downloads/BiologicsBlood
Vaccines/GuidanceComplianceRegulatoryInfor
mation/Guidances/Tissue/ucm091345.pdf

a. HIV-1 antibody as well as NAT.

b. HIV-2 antibody.

c. HIV group O antibody. Establishments that do
not use an FDA-licensed test for group O anti-
bodies must evaluate donors for risk associated
with HIV group O infection as described in
VLB.2.v and w.

. Hepatitis C antibody and NAT.

. Hepatitis B surface antigen.

. Hepatitis B core antibody (IgG and IgM).

. Serologic test for syphilis.

. Neisseria gonorrhoeae and Chlamydia tracho-
matis NAT on urine or a swab obtained from
the cervix, urethral meatus, or vagina.

i. Although not required by the FDA, recommended
tests also include blood type and Rh factor. If the
use of donor oocytes creates the potential for Rh
incompatibility, couples should be informed
about the obstetric significance of this condition.

C. Managing laboratory results

1. A positive test should be verified before notifying
the potential donor. If a test is confirmed positive,
the individual should be referred for appropriate
counseling and management.

2. Individuals who initially test positive (except for
treated syphilis, Neisseria gonorrhoeae, or Chlamydia
trachomatis as described above) are not eligible for
anonymous donation.

3. False positive results for syphilis using nontrepone-
mal assays that are confirmed to be negative using
a treponemal-based assay are eligible for donation.

4. Donors found to be positive for syphilis, Neisseria
gonorrhoeae, or Chlamydia trachomatis should be
treated, retested, and deferred from donation for
12 months after documentation that treatment was
successful before being reconsidered. If evidence is
presented that treatment occurred more than 12
months ago and was successful, no further deferral
is needed as long as current testing does not indicate
an active infection.

D. Quarantining of oocytes

At this time, oocyte freezing cannot be performed re-

liably; therefore, the quarantining of oocytes is not
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practical. All potential recipient couples should be of-
fered the option of cryopreserving and quarantining
embryos derived from donor oocytes for 180 days,
with release of embryos only after the donor has
been retested with confirmed negative results (see sec-
tion VLB.4). However, couples also should be in-
formed that embryo cryopreservation may
significantly reduce implantation rates. The recipient
couple should be counseled appropriately in the event
of seroconversion of the oocyte donor after cryopres-
ervation of the embryos or if the donor refuses to be
retested.

. Directed donation

Directed (non-anonymous or known) donation is ac-
ceptable if all parties agree. Directed donors must un-
dergo the same screening and testing as anonymous
donors. Directed donors who test positive or demon-
strate a risk factor for a relevant communicable dis-
ease are not prohibited from use according to current
FDA rules, provided that the tissue is labeled to indi-
cate any associated increased risks and that physicians
using samples are aware of the status of the results.
Although the FDA does not require informing the re-
cipients of the test results, the ASRM recommends
that the recipients must be informed and counseled
appropriately before use of the samples. Additionally,
the ASRM recommends that directed-donor specimens
should be treated in the same manner as anonymous-
donor specimens; results of testing that would exclude
an anonymous donor also should exclude a directed
donor.

F. Payment to the donor

1. Compensation to the donor should be in compliance
with the ASRM Ethics Committee report on the sub-
ject (7).

2. Monetary compensation of the donor should reflect

the time, inconvenience, and physical and emo-
tional demands and risks associated with oocyte do-
nation and should be at a level that minimizes the
possibility of undue inducement of donors and the
suggestion that payment is for the oocytes
themselves.

3. Financial obligations and responsibilities in the

event of complications or medical expenses of a do-
nor should be agreed upon contractually before ini-
tiation of a stimulation cycle.

4. Payment may be prorated based on the number of

steps completed in the procedure.

5. Payment should not be predicated on clinical

outcome.

G. Multiple oocyte donations

This subject is addressed specifically in the ASRM
Practice Committee Opinion entitled “Repetitive Oo-
cyte Donation” (8).

. Unintended donor pregnancies

The donor should be counseled about the possibility of
unintended pregnancy and offered options for
prevention.
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I. Age of the recipient

In view of the concerns about pregnancy in women of

advanced reproductive age, it is recommended that po-

tential recipients over the age of 45 undergo thorough
medical evaluation (including cardiovascular testing)
and a high-risk obstetric consultation before undertak-
ing IVF with donor oocytes.

J. Record keeping
The FDA requires that records pertaining to each do-
nor (screening and test results) be maintained for at
least 10 years. However, in the opinion of the
ASRM, a permanent record of each donor’s initial se-
lection process and subsequent follow-up evaluations
should be maintained. Ideally, the clinical outcome
for each donation cycle should be recorded as well
as a mechanism for reporting any adverse outcomes
including  heritable diseases identified pre-
conceptually or post natally. In the event that a previ-
ously unidentified heritable disease is encountered in
a child produced from anonymous donation, the do-
nor as well as the recipient of the donated oocytes
should be tested and the donor should be prohibited
from further donation until the results of such testing
are known. If the donor is found to be the carrier for
the heritable disease, all women who received oocytes
from that donor as well as the clinics performing the
procedures should be notified and counseled. A
mechanism must exist to maintain records on the do-
nor as a future medical resource for any offspring
produced.
K. Legal issues and informed consent

1. All oocyte donors should be advised explicitly of the
risks and adverse effects of ovarian stimulation and
retrieval, with such counseling documented by in-
formed consent in the patient’s permanent medical
record.

2. Donors and recipients and their partners, if applica-
ble, should execute documents that define or limit
their rights and duties with regard to any offspring.

3. Couples and donors who have legal concerns not ad-
dressed in the informed-consent process should be
advised to seek legal consultation.

4. Protection of confidentiality: Individuals participat-
ing in donor programs should be assured that their
confidentiality will be protected insofar as federal
and local statutes permit. Medical records detailing
the donation should be maintained as stipulated
by local requirements.

5. It is recommended that the donor acknowledge in
the consent form her responsibility to notify the do-
nor program of any changes in her health or risk-
factor status.

GUIDELINES FOR CRYOPRESERVED EMBRYO
DONATION
Background

In the current clinical practice of ART, more embryos than
can be transferred safely at one time commonly are generated.

In the majority of ART practices, these embryos may be cry-
opreserved for later transfer. Couples who become pregnant
and do not desire another pregnancy, or have other reasons
for choosing not to use their embryos, may have the option
of discarding these embryos or donating them to other indi-
viduals or to research. It is the purpose of this document to
present guidelines for embryo donation. It should be noted
that these guidelines represent minimum standards for
screening, testing, and counseling of potential embryo donors
and recipients. The federal government has published mini-
mum requirements for embryo donation (6). Some states
and other localities may have laws or regulations that pertain
to embryo donation that may supersede these guidelines.

I. Guidelines for ART practices that offer embryo donation

A. The practice should be knowledgeable in the storage,
thawing, and transfer of frozen embryos.

B. The practice may charge a professional fee to the po-
tential recipients for embryo thawing, the embryo
transfer procedure, cycle coordination and documen-
tation, and infectious disease screening and testing of
both recipients and donors. However, the selling of
embryos per se is ethically unacceptable.

C. Itis acceptable for a practice or cryostorage facility to
have conservatorship of embryos given up for poten-
tial embryo donation by patients whose gametes were
used to generate the embryos.

D. Embryos should be quarantined for a minimum of 6
months before the potential donors are screened and
tested or retested as noted in section II, with documen-
tation of negative results.

E. Physicians and employees of an infertility practice
should be excluded from participating in embryo do-
nation as either donors or recipients within that
practice.

II. Embryo donation

Eligibility of donors is determined by the gametes, not
the embryos being donated. For embryos derived from
gametes obtained from an anonymous donor or donors,
the donor or donors must have met all FDA screening
and testing requirements and must have been determined
eligible for anonymous donation as described above for
anonymous sperm and/or oocyte donation. If one or
both of the donors is known to the recipient, gametes
that were determined to be ineligible still can be used
and those embryos are not prohibited from use according
to current FDA rules, provided that the tissue is labeled to
indicate any associated increased risks and that physi-
cians using samples are aware of the status of the results.
Although the FDA does not require informing the recip-
ients of the test results, the ASRM recommends that the
recipients be informed and counseled appropriately be-
fore transfer of the embryos.

Embryos derived from the gametes of a sexually intimate
couple and created for use by that couple are exempt from
the requirements for donor screening and testing before cre-
ation of the embryos. The following guidelines apply to sex-
ually intimate couples who decide to donate unused embryos
that are the product of their own biological gametes:
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A. Embryo donors must provide a medical and genetic

B.

history.

The gamete donors used to create the embryos should
be screened for relevant risk factors for HIV, other
transmissible infections, and TSE (9).

. There is no method to ensure completely that infec-

tious agents will not be transmitted, but the following
guidelines, combined with an adequate medical his-
tory and specific exclusion of individuals at high
risk for HIV and other transmissible infections, should
dramatically reduce these risks. The practice should
determine if the cost of such tests will be borne by
the donor couple, by the practice mediating the em-
bryo donation, or by the potential recipients. The fol-
lowing recommended tests should be performed using
methods approved by the FDA for use in determining
donor eligibility, on both partners, before gamete col-
lection and more than 180 days after cryopreservation
of the embryos to be donated.

1. HIV-1 antibody and NAT.

2. HIV-2 antibody.

3. HIV group O antibody. Establishments that do not
use an FDA-licensed test for group O antibodies
should evaluate donors for risk associated with
HIV group O infection (see screening question-
naires for anonymous sperm and oocyte donation).

. Hepatitis B surface antigen.

. Hepatitis B core antibody (IgG and IgM).

. Hepatitis C antibody and NAT.

. Serologic test for syphilis.

. Neisseria gonorrhoeae and Chlamydia trachomatis
NAT.

9. Although not required by the FDA, recommended
tests also include:
a. Blood type and Rh factor.
10. In addition, the male gamete donor should be
tested for:
a. HTLV-1 and HTLV-2.
b. CMV (IgG and IgM) antibody.

11. If not already performed, appropriate genetic eval-

uation and testing should be conducted.
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D. Often, screening and testing of the biological source

of the gametes used to create the embryos in sexu-
ally intimate partners was not done, and the decision
to donate embryos occurred subsequent to their cre-
ation. If the decision to donate is made more than
180 days after cryopreservation of the embryos, the
donors may be rescreened and tested. In this in-
stance, the documentation that accompanies the em-
bryos must include the following label: “Advise
recipient that screening and testing of the donors
were not performed at the time of cryopreservation
of the reproductive cells or tissue but have been per-
formed subsequently.”

. If the donors are not available or refuse to undergo the

required screening and testing, FDA guidelines do not
preclude the use of their embryos, provided that the
documentation that accompanies the embryos in-
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cludes the following labels: “NOT EVALUATED FOR
INFECTIOUS SUBSTANCES,” and “WARNING: Advise
recipient of communicable disease risks.” However,
the ASRM recommends careful counseling regarding
the risks of transfer of these embryos.

. Embryos that are shipped to another facility must be

accompanied by a summary of records and must be
appropriately labeled, in accordance with FDA guide-
lines. The receiving facility should not accept embryos
that are not accompanied by a summary of records or
that are not appropriately labeled (10).

. The embryo donors must sign an informed-consent

document indicating their permission to use their em-
bryos for embryo donation. Issues to be addressed in
the consent form include:
1. Relinquishing all rights of the donor(s) to the em-
bryo(s) and any child or children that may result
from the transfer of such embryo(s).

2. Inadvertent loss or damage to the embryo(s).
3. The right of the practice to refuse transfer to an in-

appropriate recipient.

4. The length of time that donated embryos will be

maintained in cryostorage, and the alternatives for
their disposition thereafter.

5. Jurisdiction and process for medical/legal proce-

dures and/or dispute resolution.

H. Proper chain-of-custody procedures must be followed

and documented for the handling of all test specimens
and for donated embryos.

1. Donors should receive no compensation for the embryos.
J. The decision to proceed with embryo donation is com-

plex, and patients may benefit from psychological
counseling to aid in the decision. Psychological con-
sultation with a qualified mental health professional
is strongly recommended for all couples considering
donating embryos. The assessment should include
a clinical interview and, where appropriate, psycholog-
ical testing. The clinician should require psychological
consultation for couples in whom there appear to be
factors that warrant further evaluation. In circum-
stances involving known donors, psychological evalu-
ation and counseling is strongly recommended for the
donor and partner, if applicable, as well as for the recip-
ient and her partner, if applicable. The potential impact
of the relationship between the donor and recipient
should be explored. It is important to ascertain whether
the donor is well informed about the extent to which
information about her may be disclosed and about
any plans that may exist relating to future contact.

K. Donors should be advised that additional testing may

be necessary prior to releasing embryos for donation.

III. Guidelines for potential recipients
A. The recipient(s) must take full responsibility for the

embryo(s) and any child or children that may result
from the transfer.

B. The recipient(s) must release the gamete donors from

any and all liability from any potential complications
of the pregnancies, congenital abnormalities, heritable

VOL. 99 NO. 1/JANUARY 2013

59



ASRM PAGES

diseases, or other complications of the embryo dona-
tion. The ART program should also be absolved of lia-
bility from potential complications of pregnancy,
congenital abnormalities, and heritable diseases.

C. The ASRM recommends that the recipient(s) submit to
the same blood tests for infectious disease testing as
the donors (V.C.1.a-j under Guidelines for Sperm
Donation).

D. Although not required by the FDA, recommended tests
also include blood type and Rh factor. If the use of do-
nor embryos creates the potential for Rh incompatibil-
ity, couples should be informed about the obstetric
significance of this condition.

E. The decision to proceed with embryo donation is com-
plex, and patients may benefit from psychological
counseling to aid in this decision. Psychological con-
sultation with a qualified mental health professional
is strongly recommended for all individuals receiving
donated embryos. The assessment should include a clin-
ical interview and, where appropriate, psychological
testing. The physician should require psychological
consultation for couples in whom there appear to be
factors that warrant further evaluation. In circum-
stances involving known donors, psychological evalu-
ation and counseling is strongly recommended for the
recipient and her partner, if applicable. The potential
impact of the relationship between the donor and recip-
ient should be explored. It is important to ascertain
whether the recipient is well informed about any plans
that may exist relating to future contact.

IV. Record keeping

The FDA requires that records pertaining to each donor

(screening and test results) be maintained for at least 10

years. However, in the opinion of the ASRM, a permanent

record of each donor’s screening and test results should be
maintained. To the extent possible, the clinical outcome
should be recorded for each donation cycle. A mechanism
must exist to maintain such records as a future medical
resource for any offspring produced.

V. Protection of confidentiality

Individuals participating in donor programs should be as-
sured that their confidentiality will be protected insofar as
federal and local statutes permit. Medical records detailing
the donation should be maintained as stipulated by local
requirements.

PSYCHOLOGICAL ASSESSMENT OF GAMETE
DONORS AND RECIPIENTS
Statement of Purpose

The following recommendations are intended to provide
general guidelines for addressing the many complex moral,
ethical, and psychosocial issues that confront gamete donors,
recipients, and offspring.

I. Donors
A. The decision to proceed with gamete donation is com-
plex, and individuals may benefit from psychological
counseling to aid in the decision. Psychological

consultation with a qualified mental health profes-
sional is strongly recommended for all individuals
considering gamete donation. The assessment should
include a clinical interview and, where appropriate,
psychological testing. The physician should require
psychological consultation for donors in whom there
appear to be factors that warrant further evaluation.
1. Ifindicated, psychological testing should document
and validate in a standardized objective manner the
information gathered from the clinical interview
and should include an objective personality test
and other self-report measures to assess potential
instability or psychopathology.

B. A psychosocial history should include:

. Family history.

. Educational background.

. Assessment of stability.

. Motivation to donate.

. Current life stressors and coping skills.

. Difficult or traumatic reproductive history.

Interpersonal relationships.

. Sexual history.

. Travel history.

. History of major psychiatric and personality
disorders.

11. Substance abuse in donor or first-degree relatives.

12. Legal history.

13. History of abuse or neglect.
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C. The psychological assessment should ensure that the

donor has been informed about all relevant aspects
of the medical treatment. Donors should be counseled
about the number and type of infectious disease tests
that will be performed and informed about how that
information will be used and shared with others.

. The psychological assessment also should address the

potential psychological risks and should evaluate for
evidence of coercion (financial or emotional). It also
is important to ascertain whether the donor is well in-
formed about the extent to which information about
him/her might be disclosed and about any plans that
may exist relating to future contact. The donor must
be aware of all aspects of potential embryo manage-
ment and disposition applicable to that practice. Do-
nors should be informed about how the information
will be used, stored, and secured.

E. Relative exclusion criteria for a gamete donor include:

1. Presence of significant psychopathology.
2. Positive family history of heritable psychiatric
disorders.

3. Substance abuse.

4. Two or more first-degree relatives with substance
abuse.

. Current use of psychoactive medications.

. History of sexual or physical abuse with no profes-
sional treatment.

. Excessive stress.

. Marital instability.

. Impaired cognitive functioning.

10. Mental incompetence.

[ INS]
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11. High-risk sexual practices.

F. Candidates who are excluded from the donor practice
should be counseled regarding the reasons for their ex-
clusion and, if appropriate, offered referral.

G. In cases involving known donors, related issues such
as the potential impact of the relationship between
the donor and recipient should be explored. The im-
pact on treatment failure also should be addressed.

II. Recipients

A. The decision to proceed with gamete donation is com-
plex, and patients may benefit from psychological
counseling to aid in the decision. Psychological con-
sultation with a qualified mental health professional
is strongly recommended for all patients considering
gamete donation. The assessment should include
a clinical interview and, where appropriate, psycho-
logical testing. The physician should require psycho-
logical consultation for patients in whom there
appear to be factors that warrant further evaluation.

B. The recipient should be counseled about his/her subse-
quent feelings concerning the medical conditions that
necessitated the use of donor gametes.

C. Counseling should address the impact of successful
treatment: feelings during pregnancy, positive and
negative aspects of disclosure and nondisclosure
with offspring, potential impact of multiple preg-
nancy, transition to parenthood, parenting at an older
age (if applicable), and nonbiological parenting issues.

D. The impact of treatment failure also should be ad-
dressed: coping with treatment termination, the griev-
ing process, and developing alternatives for the
future.

E. In cases involving known donors, related issues, such
as the potential impact of the relationship between do-
nor and recipient, should be explored.

F. The recipients should be informed about the screen-
ing and testing required of the donor. The couple
should be made aware that a donor may be deemed
unsuitable for donation and that the practice may re-
fuse to use these gametes for treatment. If the recip-
ient couple elects to use a donor who is deemed
unsuitable, then additional counseling must involve
risk management and an agreement that the recipient
couple understands and assumes the risk. Couples
should be informed that the records related to the
screening and testing of the donor will be stored.
The storage of this information is relevant to the re-
cipients because it relates to other information-
sharing decisions they may make.

PSYCHOLOGICAL GUIDELINES FOR EMBRYO
DONATION
Statement of Purpose

The following recommendations are intended to provide
general guidelines for addressing the many complex moral,
ethical, and psychosocial issues that confront embryo donors,
recipients, and offspring.

Fertility and Sterility®

1. Donors
A. All potential donor couples should be informed about

all aspects of their medical treatments and the rele-
vant psychological and ethical issues inherent in do-
nating embryos.

. There should be a discussion of embryo disposition

options before cryopreservation. After couples have
concluded their own reproductive attempts, embryo
disposition options should be re-evaluated.

. The decision to proceed with embryo donation is com-

plex, and patients may benefit from psychological
counseling to aid in the decision. Psychological consul-
tation with a qualified mental health professional is
strongly recommended for all patients considering do-
nating embryo(s). The assessment should include a clin-
ical interview and, where appropriate, psychological
testing. The clinician should require psychological con-
sultation for patients in whom there appear to be factors
that warrant further evaluation. In circumstances in-
volving known donors, psychological evaluation and
counseling is strongly recommended for the donors.
The potential impact of the relationship between the do-
nor and recipient should be explored. It is important to
ascertain whether the donor is informed about any
plans that may exist relating to future contact. The
assessment should occur after couples have concluded
their own reproductive attempts and have clearly indi-
cated their desire to donate embryos.

. The clinical interview should include a psychosocial

history of both partners, which addresses:

. Family history.

. Educational background.

Assessment of stability.

Motivation to donate.

. Current life stressors and coping skills.

. Difficult or traumatic reproductive history.

. Interpersonal relationships.

. Sexual history.

. History of major psychiatric and personality
disorders.

10. Substance abuse in donor or first-degree relatives.

11. Legal history.

12. History of abuse or neglect.

13. Emotional attachment to embryo.

LN U A WD~

E. If indicated, psychological testing is recommended to

document and validate in a standardized objective
manner the information gathered from the clinical in-
terview and should include an objective personality
test and other self-report measures to assess potential
instability or psychopathology.

. Relative exclusion criteria for an embryo donor

include:

1. Presence of significant psychopathology.

2. Positive family history of heritable psychiatric
disorders.

3. Substance abuse.

4. Two or more first-degree relatives with substance
abuse.

5. Current use of psychoactive medications.

VOL. 99 NO. 1/JANUARY 2013

61



ASRM PAGES

6. History of sexual or physical abuse with no profes-
sional treatment.
7. Excessive stress.
8. Marital instability.
9. Impaired cognitive functioning.
10. Mental incompetence.
11. High-risk sexual practices.

G. A minimum 3-month waiting period with appropriate
follow-up assessment is recommended between the
time a couple signs the consent form to donate em-
bryos and the actual donation to a recipient couple.

H. Physicians and employees of an infertility practice
may not participate in embryo donation (as donors
or recipients) within that practice.

1. Donors should not be compensated for their donated
embryos.

J. Donors should be at least 21 years of age.

K. All potential donor couples should be advised at the
time of the IVF procedure that additional screening
and testing may be required if they elect to donate
their embryos. The couple should be counseled about
their possible ineligibility to donate embryos.

II. Recipients and their partners

A. Recipients of donor embryos and their partners should
receive counseling about the potential psychosocial
implications.

B. The decision to proceed with embryo donation is com-
plex, and patients may benefit from psychological
counseling to aid in the decision. Psychological con-
sultation with a qualified mental health professional
is strongly recommended for all patients considering
embryo donation. The assessment should include
a clinical interview and, where appropriate, psycho-
logical testing. The physician should require psycho-
logical consultation for patients in whom there
appear to be factors that warrant further evaluation.

C. The recipient and her partner should be counseled
about their subsequent feelings concerning the medi-
cal conditions that made necessary the use of donor
embryos.

D. The impact of treatment failure also should be ad-
dressed, including coping with treatment termination,
the grieving process, and developing alternatives for
the future.

E. Relative issues, such as the impact of the relationship
between known donors, recipients, and offspring,
should be explored.

F. This assessment should attempt to exclude significant
psychiatric illness and current substance abuse and to
evaluate their ability to cope with the stress of ART.

G. Recipients of donor embryos should be advised of
screening and testing requirements and be prepared
either to not use or to assume the risks related to the
use of donor embryos.
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APPENDIX A

MINIMUM GENETIC TESTING FOR GAMETE
AND EMBRYO DONORS (2-4)

The American Society for Reproductive Medicine; Birming-
ham, Alabama

I. The donor

A. Should not have any major Mendelian disorder. Men-
delian disorders fall into the following categories:

a. Autosomal dominant or X-linked disorders. Pro-
viders should be aware that some autosomal domi-
nant or X-linked disorders can have variable
expressivity (meaning that mutation carriers may
not have noticeable symptoms) or have an age of
onset that extends beyond the age of the donor
(one example is Huntington disease).

b. Autosomal recessive disorders. Donors who are het-
erozygous need not necessarily be excluded if the re-
productive partner has had appropriate carrier
screening. The recipient and reproductive partner
(as appropriate) should be counseled about the accu-
racy of the carrier screening test and the residual risk
to be a carrier following a negative test. Counseling
regarding residual risk is complex and may be best
provided by a genetic counselor.

B. Should not have (or have had) any major malforma-
tion of complex cause (multifactorial/polygenic),
such as spina bifida or cardiac malformation. A major
malformation is defined as one that carries serious
functional or cosmetic handicap. However, the defini-
tion of “major” is a matter of judgment.

C. Should not have any significant familial disease with

a major genetic component.
Note: Assessment of hereditary risk factors by family
history review is performed best by a genetic coun-
selor. However, this screening may be performed by
any professional trained in medical genetics at the dis-
cretion of the individual program.

D. Should not have a known karyotypic abnormality that
may result in chromosomally unbalanced gametes. In
the general population, the chance of having a chro-
mosomal rearrangement that could be transmitted in
unbalanced form to offspring is small, provided the
family history is negative for risk factors. Therefore,
routine karyotyping of all donors is optional.

E.

Fertility and Sterility®

Should undergo general population and ethnicity (an-
cestry)-based genetic screening. Donors should give
informed consent prior to carrier screening. Informed
consent should include discussion of the natural his-
tory of the condition being screened, carrier frequency
in the respective ethnic group, detection rate of the
test, residual risk to be a carrier when testing negative,
and options for persons testing positive. If
a prospective donor is identified as a carrier, genetic
counseling for both the donor and recipient is recom-
mended (6).

The recommended list of tests may change as tests for
other disorders are developed. Guidelines regarding
ethnicity and population-based genetic screening are
published by the American Congress of Obstetricians
and Gynecologists (http://[www.acog.org) and the
American College of Medical Genetics (http://
www.acmg.net/). All gamete donors should be evalu-
ated by the current tests recommended at the time of
the donation.

Note: It is not appropriate to screen gamete donors for
adult onset conditions (such as cancer predisposition,
Huntington disease, etc.) without full consent of
the gamete donor, including formal genetic counseling

(7).

. Should be generally healthy and young. Advanced ma-

ternal age is associated with an increased risk for aneu-
ploid offspring. Advanced paternal age is associated
with a moderately increased risk for new mutations in
offspring, and an emerging body of evidence suggests
an increased risk for complex disorders, including
some congenital anomalies, schizophrenia, autism
spectrum disorders, and specific forms of cancer.

II. The donor’s first-degree relatives (parents, siblings, and
offspring) should be free of:

A.
B.
C.

D.

E.

Mendelian disorders as described in Section L.A.
Major malformations as described in Section L.B.
Significant familial disease with a major genetic
component.

A chromosomal abnormality, unless the donor has
a normal karyotype.

Mental retardation of undocumented etiology.

If family history reveals a disorder for which definitive
testing is available, then it is appropriate to refer the prospec-
tive donor for genetic counseling for that specific disorder.
Testing without a formal genetic consultation would be inap-
propriate. Genetic test results may determine the appropriate-
ness of using that donor.
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STATEMENT OF PURPOSE

The following recommendations are in-
tended to provide guidance for when it is
appropriate to consider using a gesta-
tional carrier, provide guidelines for
screening and testing of genetic parents
and gestational carriers to reduce the
possibility of complications, and to
address the complex medical and psy-
chological issues that confront the
gestational carrier and intended parents,
as well as the children. A gestational
carrier is defined as a woman who
carries a pregnancy and is not sexually
intimate with the genetic parents or
gamete donors. These guidelines incor-
porate recent information about optimal
screening and testing for sexually trans-
mitted infections (STI) and psychologi-
cal assessments.

The current document represents an
effort to make the screening procedures
for individuals involved in third-party
reproduction using a gestational carrier
more consistent and incorporates recent

information from the US Centers for Dis-
ease Control and Prevention (CDC), US
Food and Drug Administration (FDA),
and American Association of Tissue
Banks (AATB). These recommendations
use terminology from the federal
agencies in addition to the AATB. In
that context, the term “screening” refers
to specific historical factors that place
an individual at a higher risk for a given
disease, such as human immunodefi-
ciency virus (HIV) and transmissible
spongiform encephalopathy (TSE), or
Creutzfeldt-Jakob disease (CJD).
“Testing” refers to specific laboratory
studies, such as serologic tests. The
distinction between screening and testing
is consistent within the document. The
term  “ineligible” does mnot mean
excluded, but eligible with appropriate
informed consent. These recommenda-
tions for the screening and testing of
gestational carriers and the genetic par-
ents apply to individuals in the United
States. Because the prevalence of STIs

Received November 3, 2016; accepted November 3, 2016; published online January 6, 2017.
Reprint requests: Practice Committee, American Society for Reproductive Medicine, 1209 Montgom-
ery Hwy, Birmingham, Alabama 35216 (E-mail: ASRM@asrm.org).

and genetic diseases may vary in other
geographic areas, these recommenda-
tions may not be appropriate for other
countries or individuals who come to
the United States from other countries.
Whereas the FDA does not require
screening or testing of the gestational
carrier, the American Society for Repro-
ductive Medicine (ASRM) recommends
testing these individuals as described.
Other areas where the ASRM rec-
ommendations may be more stringent
than the FDA minimum requirements
are noted in the text. Additionally, state
requirements may be more restrictive
than the FDA, and clinics should be
aware of minimum screening and
testing requirements for their state.

1. Indications for the use of a gesta-
tional carrier
a. Gestational carriers may be used
when a true medical condition
precludes the intended parent
from carrying a pregnancy or
would pose a significant risk of
death or harm to the woman or
the fetus. The indication must
be clearly documented in the pa-
tient’s medical record. Examples

Fertility and Sterility® Vol. 107, No. 2, February 2017 0015-0282/$36.00 of such medical indications
Copyright ©2016 American Society for Reproductive Medicine, Published by Elsevier Inc. would include:
http://dx.doi.org/10.1016/j.fertnstert.2016.11.007
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i. Absence of uterus (congenital or acquired)

ii. Significant uterine anomaly (e.g., irreparable
Asherman syndrome; unicornuate uterus
associated with recurrent pregnancy loss)

iii. Absolute medical contraindication to pregnancy
(e.g., pulmonary hypertension)

iv. Serious medical condition that could be exacer-
bated by pregnancy or cause significant risk to
the fetus

v. Biologic inability to conceive or bear a child,
such as single male or homosexual male couple

b. Gestational carriers may be considered when an un-

identified endometrial factor exists, such as for patients
with multiple unexplained previous in vitro fertiliza-
tion (IVF) failures despite transfer of good-quality
embryos.

. No owner, operator, laboratory director, or employee of

the practice may serve as a carrier or intended parent in
that practice.

2. Intended parents

a. Psychosocial education

The decision to use a gestational carrier is complex,
and patients and their partners (if applicable) may
benefit from psychosocial education to aid in this de-
cision. The physician should strongly recommend psy-
chosocial education and counseling by a qualified
mental health professional to all intended parents.
The assessment should include a clinical interview
and, where appropriate, psychological testing. Psy-
chological test data should be handled in accordance
with American Psychological Association ethical
standards (1). The clinician should refer patients in
whom factors appear to warrant further evaluation
to a qualified mental health professional. The potential
impact of the relationship between the intended parent
and carrier should be explored, as should any plans
that may exist relating to disclosure and future contact
(see section titled “Psychosocial consultation for
gestational carriers and intended parents,” 4.a.).

b. Screening and testing of genetic parents.

i. Genetic parents should undergo appropriate
genetic evaluation. Universal testing should be
considered for diseases that are common in all
genetic backgrounds (such as cystic fibrosis and
spinal muscular atrophy). Targeted testing based
on ethnicity should be considered for diseases
that are common to certain ethnicities (such as
sickle cell, TaySachs, etc.).

ii. The genetic parents should undergo a complete
medical evaluation, including a thorough
history and physical examination, to ensure that
they are healthy enough to proceed with
procedures involving assisted reproductive
technology (ART).

iii. Genetic parents must be screened in the same
manner as gamete donors (2-4). Prospective
genetic parents with any identified risk factors
based on screening questionnaires are considered

ineligible according to guidelines issued by the
FDA. According to current FDA guidelines,
embryos created by such individuals can still be
transferred into a gestational carrier provided
that the tissue is labeled to indicate any
associated increased risks and that physicians
transferring the embryos are aware of the status
of the results. Although the FDA does not require
that the gestational carrier be informed of the
results of the screening, ASRM recommends that
embryos created using gametes from individuals
considered ineligible should only be transferred
to a gestational carrier who is adequately
informed and counseled regarding the associated
potential risks.

. Before acceptance, and within 6 months of

creating the embryos to be transferred, the ge-
netic parents must undergo a complete physical
examination (Society for Assisted Reproductive
Technology [SART] physical examination forms,
www.sart.org). When any of the following is
present, the genetic parents are considered inel-
igible (see above).

1. Physical evidence for risk of sexually trans-
mitted disease, such as genital ulcerative le-
sions, herpes simplex, chancroid, and
urethral discharge

2. Physical evidence of risk for syphilis or evi-
dence of syphilis

3. Physical evidence of anal intercourse in the
male partner, including perianal
condylomata

4. Physical evidence of nonmedical percuta-
neous drug use, such as needle tracks;
the examination should include examina-
tion of tattoos, which might obscure needle
tracks

5. Physical evidence of recent tattooing, ear
piercing, or body piercing (within the past
12 months) where sterile technique was not
used

6. Disseminated lymphadenopathy

7. Unexplained oral thrush

8. Blue or purple spots consistent with Kaposi
sarcoma

9. Unexplained jaundice, hepatomegaly, or
icterus

10. Large scab consistent with recent history of
smallpox immunization

11. Eczema vaccinatum, generalized vesicular
rash, severely necrotic lesion (consistent
with vaccinia necrosum), or corneal scarring
(consistent with vaccinial keratitis)

v. Laboratory testing

There is no method that completely ensures that in-

fectious agents will not be transmitted to the gesta-

tional carrier. However, the following guidelines,

combined with an adequate medical history and
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specific exclusion of individuals at high risk for HIV
and other STIs should significantly reduce these
risks. The FDA requires that the following tests be
performed within 30 days of oocyte retrieval and
within 7 days of sperm collection, using methods
approved specifically for purposes of determining
donor eligibility, and that negative results be docu-
mented before use of the genetic parent’s gametes.
Tests using nucleic acid testing (NAT) technology
to target sequences located in specific genes
adequately and appropriately reduce the risk of
transmission of these relevant communicable
agents. The list of test methods approved by the
FDA for the purpose of donor screening is available
at the following website, http://www.fda.gov/Bio
logicsBloodVaccines/BloodBloodProducts/ Approved
Products/LicensedProductsBLAs/BloodDonorScreen
ing/InfectiousDisease/UCM080466
1. Human immunodeficiency virus (HIV)-1
antibody and NAT
2. HIV-2 antibody
3. HIV group O antibody. Establishments that
do not use an FDA-licensed test for HIV
group O antibodies must evaluate the genetic
parents for risk associated with HIV group O
infection with additional screening ques-
tions (see “risk factor questionnaire for do-
nors,” available at www.sart.org).
4. Hepatitis C antibody and NAT
5. Hepatitis B surface antigen
6. Hepatitis B core antibody immunoglobulin
G [IgG] and immunoglobulin M [IgM]
7. Serologic test for syphilis
8. Additional testing for the female genetic
parent must include:

a. Neisseria gonorrhoeae and Chlamydia tra-
chomatis NAT on urine or a swab obtained
from the cervix, urethral meatus, or vagina.
Because there are no tests licensed, approved,
or cleared by the FDA for screening donors
for N. gonorrhea and C. trachomatis, the
laboratory must use an FDA-licensed,
-approved, or -cleared test labeled for the
detection of these organisms in an asymp-
tomatic, low-prevalence population.

9. Additional testing for the male genetic parent
must include:

a. N. gonorrhoeae and C. trachomatis testing
using a NAT on urine or a swab obtained
from the urethral meatus using an FDA-
licensed, -approved, or -cleared test labeled
for the detection of these organisms in an
asymptomatic, low-prevalence population.

b. (Human T-lymphotropic virus HTLV)-1
and HTLV-2

c. Cytomegalovirus (CMV) (IgG and IgM)

10. ASRM recommends testing the genetic par-
ents’ blood type and Rhesus (Rh) factor. If

Fertility and Sterility®

there is the potential for Rh incompatibility,
couples should be informed about the obstet-
ric significance of this condition.

vi. Managing laboratory results

1. A positive test should be confirmed before
notifying the potential genetic parent. If a
test is confirmed positive, the individual
should be referred for appropriate counseling
and management.

2. Individuals with false-positive test results for
syphilis using non-treponemal assays that
are confirmed to be negative using a
treponemal-based assay are considered
eligible.

3. Individuals with positive tests for syphilis, N.
gonorrhoeae, or C. trachomatis should be
treated, retested, and deferred from creating
embryos for use in a gestational carrier for
12 months after documentation that treatment
was successful before being reconsidered. If
evidence is presented documenting successful
treatment more than 12 months prior, no
further deferral is needed as long as current
testing does not indicate an active infection.

4. Men who test positive for active CMV infec-
tion (positive urine or throat culture or paired
serum samples demonstrating a 4-fold rise in
IgG antibody and IgM antibody at least 30%
ofthe IgG level) should be excluded until signs
of active infection are no longer present.
There are many strains of CMV, and superin-
fection in the gestational carrier is possible
even if she is CMV IgG positive. The risk of
CMV transmission and newborn CMV infec-
tion from an embryo transfer is extremely
low, and such infants appear to have no sig-
nificant illness or other abnormality.

5. Individuals who initially test positive for HIV-
1 antibody and NAT, HIV-2 antibody, HIV
group O antibody, hepatitis C antibody and
NAT, hepatitis B surface antigen, hepatitis B
core antibody (IgG and IgM), and HTLV-1
and HTLV-2 are considered ineligible. Ac-
cording to current FDA guidelines, embryos
created by such individuals can still be trans-
ferred into a gestational carrier provided that
the tissue is labeled to indicate any associated
increased risks and that physicians transfer-
ring the embryos are aware of the status of
the results. Although the FDA does not require
that recipients be informed of the test results,
in the opinion of the ASRM, recipients must be
informed and counseled appropriately before
such embryos can be transferred into a gesta-
tional carrier.

vii. Quarantining of embryos

All potential gestational carriers should be

offered the option of cryopreserving and
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viii.

1. Protection of confidentiality:

quarantining embryos derived from the genetic
parents for 180 days, with release of embryos
only after the genetic parents have been retested
with confirmed negative results (see section on
Laboratory Testing for intended parents, 2.v.1-
10). However, couples also should be informed
that historically embryo cryopreservation had
lower implantation rates. The gestational carrier
should be counseled appropriately in the event
of seroconversion of a genetic parent after cryo-
preservation of the embryos.

Record keeping

The FDA requires that records pertaining to each
genetic parent (screening and test results) be
maintained for at least 10 years. However, in
the opinion of the ASRM, a permanent record
of each intended parent’s initial screening,
testing, and subsequent follow-up evaluations
should be maintained. To the extent possible,
the clinical outcome for each cycle should be re-
corded. A mechanism must exist to maintain
such records as a future medical resource for
any offspring produced.

Individuals
participating in gestational carrier programs
should be assured that their confidentiality
and medical information will be protected in-
sofar as federal and local statutes permit. Med-
ical records detailing the eligibility of the
intended parents should be maintained as stip-
ulated by federal and local requirements.

ix. Legal issues and informed consent
1. The genetic parents should be counseled

regarding the risks and adverse effects of
ovarian stimulation and retrieval, with such
counseling documented in the patients’ per-
manent medical records.

2. Intended parents must have ongoing legal

counsel by an appropriately qualified legal
practitioner who is experienced with third-
party reproduction and licensed to practice
in the relevant state or states, or in the event
of an international arrangement, in addition
to any relevant states, in the intended par-
ent(s)’ home country.

3. Gestational carriers

a. Selection and evaluation of gestational carriers

i. Psychosocial evaluation and counseling by a
qualified mental health professional area strongly
recommended for all potential gestational carriers
and their partners. The assessment should include

a

clinical interview and, where appropriate, psy-

chological testing. Psychological test data should
be handled in accordance with American Psycho-
logical Association ethical standards (1). The
clinician should refer patients in whom factors
appear to warrant further evaluation to a quali-
fied mental health professional. The potential

impact of the relationship between the gestational
carrier and intended parent should be explored, as
well as any plans that may exist relating to disclo-
sure and future contact (see section on Laboratory
Testing, 4.a.).

1.

The psychosocial evaluation and counseling
should consider the impact of the pregnancy
on family and community dynamics.

. Carriers must be of legal age, and preferably

between the ages of 21 and 45 years. Certain
situations may dictate the use of a carrier
older than 45 years of age, but all parties
involved must be informed about the potential
risks of pregnancy with advancing maternal
age.

. Ideally, the carrier should have had at least

one, term, uncomplicated pregnancy before
being considered as a gestational carrier for
another couple.

. Ideally, the carrier should not have had more

than a total of five previous deliveries or three
deliveries via cesarean section.

. Ideally, the carrier should have a stable family

environment with adequate support to help
her cope with the added stress of pregnancy.

b. Screening and testing of a gestational carrier

i A

complete personal and sexual history should be

obtained to identify individuals who might be at
high risk for HIV, STIs, or other acquired infec-
tions that might be transmissible to the fetus.
Although the FDA does not require screening or
testing of gestational carriers for possible trans-
missible infectious diseases to the fetus, ASRM
recommends testing of all gestational carriers
and their partners within 30 days before embryo
transfer to protect the health and interests of all
parties involved (see www.sart.org for screening
questionnaire).

ii. B

efore acceptance, the potential gestational car-

rier should undergo a complete medical evalua-
tion by a qualified medical professional and be
cleared for pregnancy before being considered.

iii. The carrier should not be used when any of the
following findings are present:

1. Physical evidence for risk of sexually trans-
mitted disease, such as genital ulcerative le-
sions, herpes simplex, chancroid, and
urethral discharge

2. Physical evidence of risk for syphilis or evi-

dence of syphilis

3. Physical evidence of nonmedical percuta-

neous drug use, such as needle tracks; the
examination should include examination of
tattoos, which might obscure needle tracks

4. Physical evidence of recent tattooing, ear

piercing, or body piercing (within the past
12 months) where sterile technique was not
used
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5. Disseminated lymphadenopathy

6. Unexplained oral thrush

7. Blue or purple spots consistent with Kaposi
sarcoma

8. Unexplained jaundice, hepatomegaly, or
icterus

9. Large scab consistent with recent history of
smallpox immunization
10. Eczema vaccinatum, generalized vesicular
rash, severely necrotic lesion (consistent
with vaccinia necrosum), or corneal scarring
(consistent with vaccinial keratitis)
iv. Laboratory testing
There is no method to completely ensure that the
carrier will not have infectious agents that could
be transmitted to the fetus. However, the
following guidelines, combined with an
adequate medical history and specific exclusion
of individuals at high risk for HIV and other
STIs, should dramatically reduce these risks.
The ASRM recommends the following tests be
performed on the carrier and her partner and
that negative results be documented before use
of the gestational carrier.
1. Carrier and her sexually intimate partner
a. HIV-1 antibody as well as NAT
b. HIV-2 antibody
c. HIV group O antibody

d. HTLV-1 and HTLV-2 (male partner only)

e. Hepatitis C antibody and NAT

f. Hepatitis B surface antigen

g. Hepatitis B core antibody (IgG and IgM)

h. Serologic test for syphilis

i. CMV (IgG and IgM)

j. N. gonorrhoeae and C. trachomatis testing
using NAT on urine or a cervical or urethral
swab using an FDA-licensed, -approved, or
-cleared test labeled for the detection of
these organisms in an asymptomatic, low-
prevalence population

2. Carrier only
a. Blood type and Rh factor. If there is the po-
tential for Rh incompatibility, couples
should be informed about the obstetric sig-
nificance of this condition.
b. Papanicolaou smear
¢. Mammogram according to American Col-
lege of Obstetricians and Gynecologists
guidelines
d. Titers for varicella and rubella
e. Urine drug screen
v. Managing laboratory results
1. A positive test should be confirmed before
notifying the individual. If a test is confirmed
positive, the individual should be referred for
appropriate counseling and management.
2. Individuals who test positive for HIV-1, HIV-
2, HIV group O antibody, hepatitis B, or hep-
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atitis C should generally not be allowed to
serve as gestational carriers. Exceptions to
this recommendation require careful coun-
seling, informed consent, and documentation
of risks in the medical records.

. Individuals found to be positive for syphilis,

N. gonorrhoeae, or C. trachomatis should be
treated, retested, and deferred from use as a
gestational carrier for 12 months after docu-
mentation that treatment was successful
before being reconsidered. If evidence is pre-
sented documenting successful treatment
more than 12 months prior, no further deferral
is needed as long as current testing does not
indicate an active infection.

. Individuals with false-positive results for

syphilis using non-treponemal assays that
are confirmed to be negative using a
treponemal-based assay are eligible to be
used as gestational carriers.

. Women or their partners who test positive for

active infection with CMV (positive urine or
throat culture or paired serum samples
demonstrating a 4-fold rise in IgG antibody
and IgM antibody at least 30% of the IgG
level) should be excluded from serving as a
carrier until signs of active infection are no
longer present.

vi. Legal issues and informed consent
a. Gestational carriers and their partners/spouses

should be advised explicitly of the risks of the
procedures and medications as well as potential
complications of pregnancy, including the pos-
sibility of prolonged bed rest or hospitalization.
This counseling should be documented in the
patients’ permanent medical record.

. Gestational carriers must have ongoing inde-

pendent legal representation by an appropri-
ately qualified legal practitioner who is
experienced with gestational carrier contracts
and who is licensed in the relevant state or
states, or in the event of an international
arrangement, in addition to any relevant
states, the intended parent(s)’ home country.

. Special consideration should be given to

transferring a single embryo in an effort to
limit the risks of multiple pregnancy for the
carrier. After appropriate counseling and
agreement by all parties, additional embryos
may be transferred based on the age of the ge-
netic parent, in an effort to improve the prob-
ability of pregnancy.

. Protection of confidentiality: Individuals

participating in gestational carrier programs
should be assured that their confidentiality
and medical/psychological information will
be protected insofar as federal and local stat-
utes permit.
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4.

e. Issues regarding screening and testing of the
fetus during pregnancy should be discussed
and the discussion documented in the medical
record or legal contract between the carrier
and the intended parents. Contingency plans
for management of specific complications
(i.e., abnormal genetic testing of the fetus,
birth defects, etc.) should be discussed and
agreed upon in advance of treatment. The pos-
sibility of pregnancy termination for preg-
nancy complications (in the gestational
carrier or fetus) or for multifetal gestations
also should be discussed before treatment.

f. Behavior of the gestational carrier: Individuals
who smoke, consume alcohol (>1 drink per
day), or have other potentially harmful habits
should not be considered as gestational car-
riers. Activity of the carrier (travel, exercise,
diet, sexual activity, vitamin supplements,
etc.) should be discussed between the parties
and agreed upon in advance of treatment.

g. Compensation to the gestational -carrier:
Compensation to the gestational carrier
should be agreed upon in writing in the legal
contract between the intended parents and
carrier before any treatment begins. The
amount of compensation paid to the carrier
can be prorated based on the procedure(s)
performed.

vii. Quarantining of embryos
All potential gestational carriers should be
offered the option of cryopreserving and quar-
antining embryos derived from the intended
parents for 6 months, with release of embryos
only after the intended parents have been
retested with confirmed negative results (see
section on Laboratory testing of gestational
carriers, 3.b.iv.1.a-j.). In the event of serocon-
version of an intended parent after cryopreser-
vation of the embryos, the ASRM recommends
that the embryos should not be transferred into
a gestational carrier.
viii. Record keeping
A permanent record of each gestational carrier’s
initial selection process, medical evaluation,
eligibility, and subsequent follow-up evalua-
tions should be maintained indefinitely. The
clinical outcome for each cycle should be re-
corded. A mechanism must exist to maintain
such records as a future medical resource for
any offspring produced.
Psychosocial consultation for gestational carriers and in-
tended parents
a. Psychosocial consultation for intended parents
includes:
i. A clinical interview and psychological assessment
including the intended parent(s)’ history of infer-
tility and methods of coping

ii. Psychological evaluation of each intended parent
is strongly recommended as a means to alert the
team to significant psychological issues that
could compromise successful collaboration with
the gestational carrier

iii. Informing intended parent(s) of potential psy-

chological issues and risks associated with the
gestational carrier process

iv. Discussion of the medical protocol, scheduling
demands, risks of cancelled cycles or unsuccess-
ful cycles, number of embryos transferred, mul-
tiple pregnancy, multifetal pregnancy reduction,
prenatal diagnostic testing, and elective
termination

v. Requirement of intended parent(s)’ agreement
with the gestational carrier regarding all medical
issues

vi. Definition of the role/function of qualified
mental health professionals

vii. Counseling topics include:

1.

10.

11.

12.

13.

14.
15.

16.

17.

18.

Management during pregnancy of expecta-
tions and relationship with the gestational
carrier and her family

. Meeting the emotional and physical needs of

the gestational carrier and her family

. Understanding the gestational carrier’s right

to make choices for her body over the rights
of the intended parents

. Rights of the gestational carrier to refuse or

to accept medical interventions or testing

. Number of embryos to be transferred and

number of cycles planned to be determined
by the gestational carrier and physician

. Multiple pregnancy and associated risks
. Multifetal pregnancy reduction and discus-

sion of psychological risks and concerns

. Possibility of abortion in the event of an

abnormal fetus

. Gestational carrier's behavior during preg-

nancy and methods for resolving conflicts
(e.g., eating habits, prescription drugs, alcohol)
Disclosure to offspring

Disclosure to family members and friends
Expectations of relationship between gesta-
tional carrier, intended parent(s), and chil-
dren after birth

Need for gestational carrier and her children
to interact with baby after birth

Disposition of extra embryos

Need for separate legal consultation and a
written contract

Potential guilt reaction of gestational carrier
associated with failed attempts or problems
that may arise

Matching of gestational carrier and intended
parent(s)

Relationship issues, expectations, and
impact of failed cycle
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b. Criteria for rejection of intended parents ix. Social history, including family of origin
i. Absolute criteria for rejection include: x. Psychiatric history including prior hospitaliza-
1. Inability to maintain respectful and caring tions, suicide attempts, medication, and
relationship with gestational carrier counseling
2. Abnormal psychological evaluation as deter- xi. Occupational and financial history
mined by the qualified mental health xii. Sexual and reproductive history
professional xiii. History of smoking, substance use, and physical,
3. Unresolved or untreated addiction, child emotional, or sexual abuse
abuse, sexual or physical abuse, depression, xiv. History of postpartum disorder(s) and other unre-
eating disorder solved negative reproductive events
4. Unresolved or untreated major depression, bi- xv. Religious beliefs that may influence behavior
polar disorder, psychosis, or significant anxi- xvi. Maturity, judgment, assertiveness, and decision-
ety disorder or personality disorder making skills
5. Current marital or relationship instability xvii. Legal history
6. Intended parent(s)’ failure to agree with gesta- xviii. Negative medical history as it relates to the psy-
tional carrier’s decision on number of em- chosocial adjustment of being a gestational car-
bryos transferred rier (e.g., bed rest, gestational diabetes,
ii. Relative criteria for rejection include: preeclampsia)
1. Ongoing legal disputes xix. Personality style and coping skills, capacity for
2. Significant and ongoing problematic inter- empathy
personal relationships xx. Current major life stressors or anticipated
3. History of noncompliance or ongoing problem- changes within the next 2 years
atic interactions with program or medical staff xxi. Previous gestational carrier experience or appli-
c. Psychosocial consultation for gestational carriers cation to another facility
includes: xxii. Motivation to become a gestational carrier
i. Informing the potential gestational carrier and xxiii. Support of significant other
her partner regarding the potential psychological xxiv. Social network
issues and risks associated with the process xxv. Desire for more children of her own
ii. Discussion of the medical protocol, including xxvi. Anticipated impact of gestational experience
scheduling demands, risks of cancelled cycle upon her children and significant other
and unsuccessful cycle, multiple pregnancy, mul- xxvii. Anticipated type and duration of relationship
tifetal pregnancy reduction, prenatal diagnostic with intended parents
testing, and elective termination xxviii. Ability to separate from and relinquish the child
iii. Discussion of requirement of intended parent(s)’ xxix. Anticipated feelings toward the child
agreement with gestational carrier regarding all xxx. Feelings about multiple pregnancy, bed rest, hos-
medical issues pitalization, and pregnancy loss
iv. Definition of role/function of the qualified mental xxxi. Feelings about possible sexual abstinence
health professional xxxii. Feelings and decisions about termination of
v. Counseling topics include: pregnancy, multifetal pregnancy reduction,
1. Management of the relationship between the amniocentesis, chorionic villi sampling, and
intended parent(s) and the gestational carrier; other prenatal diagnostic testing
past, present, and future xxxiii. Reactions to the possibility of becoming infertile
2. Coping appropriately with the pregnancy as a result of the process
3. Risks of attachment to the child and risk to the xxxiv. Agreement with the financial compensation
gestational carrier’s children arrangement
4. Impact on gestational carrier’'s marriage or d. Criteria for rejection of a gestational carrier
partnership i. Absolute rejection criteria include:
5. Impact on gestational carrier’s employment 1. Cognitive or emotional inability to comply or
6. The balance between the gestational carrier’s consent
right to privacy and the intended parent(s)’ 2. Evidence of financial or emotional coercion
right to information 3. Abnormal psychological evaluation/testing as
vi. Offer of group/individual counseling with quali- determined by the qualified mental health
fied mental health professional professional
vii. Separate, ongoing legal counsel and representa- 4. Unresolved or untreated addiction, child
tion for gestational carrier and intended parents abuse, sexual abuse, physical abuse, depres-
viii. Informing the gestational carrier of source of sion, eating disorders, or traumatic preg-
gametes before legal consent nancy, labor and/or delivery
VOL. 107 NO. 2 / FEBRUARY 2017 €9
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5. History of major depression, bipolar
disorder, psychosis, or a significant anxiety
disorder

6. Current marital or relationship instability

7. Chaotic lifestyle, current major life stressor(s)

8. Inability to maintain respectful and caring
relationship with intended parent(s)

9. Evidence of emotional inability to separate
from/surrender the child at birth

ii. Relative rejection criteria include:

1. Failure to exhibit altruistic commitment to
become a gestational carrier

2. Problematic personality disorder

3. Insufficient emotional support from partner/
spouse or support system

4. Excessively stressful family demands

5. History of conflict with authority

6. Inability to perceive and understand the
perspective of others

7. Motivation to use compensation to solve own
infertility

8. Unresolved issues with a negative reproduc-
tive event
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A01071 Memo:

NEW YORK STATE ASSEMBLY
MEMORANDUM IN SUPPORT OF LEGISLATION
submitted in accordance with Assembly Rule III, Sec 1(f)

BILL NUMBER: Al071C

SPONSOR: Paulin (MS)

TITLE OF BILL: An act to amend the family court act, in relation to
judgments of parentage of children conceived through assisted reprod-
uction or pursuant to surrogacy agreements; to amend the domestic
relations law, in relation to restricting genetic surrogate parenting
contracts; to amend the public health law, in relation to voluntary
acknowledgments of parentage, gestational surrogacy and regulations
concerning ova donation; to amend the general business law, in relation
to the regulation of surrogacy programs; and to repeal section 73 of the
domestic relations law, relating to legitimacy of children born by arti-
ficial insemination

PURPOSE OR GENERAL IDEA OF BILL:

To legally establish a child's relationship to his or her parents where
the child is conceived through assisted reproduction, except for chil-
dren born to a person acting as surrogate who contributed the gametes
used in conception.

SUMMARY OF SPECIFIC PROVISIONS:

Section 1 of the bill adds a new article 5-C to the Family Court Act
entitled "Judgments of Parentage for Children Conceived Through Assisted
Reproduction or Pursuant to Surrogacy Agreements."

PART ONE: GENERAL PROVISIONS

-Section 581-101 establishes the purpose of the bill.

-Section 581-102 establishes definitions used throughout article 5-C.
PART TWO: JUDGMENT OF PARENTAGE

-Section 581-201 establishes civil proceedings to adjudicate the legal
parentage of a child born via assisted reproduction or a surrogacy
agreement (i.e. judgments of parentage).

-Section 581-202 establishes the conditions under which a proceeding for
judgment of parentage may be commenced and adjudicated to determine
parentage of a child conceived through assisted reproduction.

-Section 581-203 establishes the conditions under which a proceeding for
judgment of parentage may be commenced and adjudicated to determine
parentage of a child conceived pursuant to a surrogacy agreement.
-Section 581-204 allows parents who are each others' spouses to obtain a
judgment of parentage, notwithstanding any other legal presumptions of

parentage.

-Section 581-205 states that court records related to judgments of
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parentage are sealed, but parties to the proceeding and resulting chil-
dren have the right to inspect the record, including, but not limited
to, the name of the person acting as surrogate and any known donors.

-Section 581-206 allows judgment of parentage proceedings to be initi-
ated in either Supreme Court or Family Court.

PART THREE: CHILD OF ASSISTED REPRODUCTION

-Section 581-301 clarifies that Article 5-C does not apply to the birth
of a child conceived through sexual intercourse.

-Section 581-302 clarifies that a donor in not a legal parent of a child
conceived through assisted reproduction.

-Section 581-303 clarifies that a person who provides gametes for, or
consents to, assisted reproduction with the intent to be a parent of the
resulting child with the consent of the gestating parent is a legal
parent of the resulting child.

-Section 581-304 establishes when consent to assisted reproduction is
presumed and how to prove consent when it is not presumed.

-Section 581-305 places limitations on a spouse's ability to dispute the
parentage of a child born through assisted reproduction.

-Section 581-306 discusses the effect of embryo disposition agreements
between intended parents which transfer legal rights and dispositional
control of the embryo(s) to one intended parent.

-Section 581-307 clarifies that a person who consented to be a parent by
assisted reproduction who dies before the transfer of gametes is not the
legal parent of any resulting children unless they consented in a signed
record to be the parent to children conceived through assisted reprod-
uction after their death.

PART FOUR: SURROGACY AGREEMENT

-Section 581-401 authorizes surrogacy agreements that meet the require-
ments of this article, establishes that such agreements may provide for
compensation, and clarifies that a surrogacy agreement shall not apply
to the birth of a child conceived through sexual intercourse.

-Section 581-402 establishes the eligibility requirements for persons
acting as surrogates and intended parents who wish to enter surrogacy
agreements, including the requirement that the person acting as surro-
gate and at least one intended parent be United States citizens or
lawful permanent residents.

-Section 581-403 establishes the requirements that must be met for a
surrogacy agreement to be enforceable.

-Section 581-404 clarifies that if the person acting as surrogate gets
married after executing a surrogacy agreement, or intended parents get
separated or divorced after executing a surrogacy agreement, it does not
affect the validity of the agreement or any of the rights, duties or
responsibilities outlined in the agreement.

-Section 581-405 provides that any party to a surrogacy agreement may
terminate the agreement before the person acting as surrogate has become

pregnant.

-Section 581-406 clarifies that upon birth of a child under an enforcea
ble surrogacy agreement, each intended parent is the legal parent of the
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child and neither the person acting as surrogate or their spouse (if
any) is the legal parent.

-Section 581-407 establishes that surrogacy agreements that don't meet
the material requirements of Article 5-C are not enforceable, and in
such cases the court will determine parentage based on the intent of the
parties, taking into account the best interests of the child.

-Section 581-408 establishes that if there is no surrogacy agreement,
the court will determine parentage of the child under New York law.

-Section 581-409 gives the Supreme Court jurisdiction to hear any
dispute related to a surrogacy agreement other than disputes as to
parentage, and clarifies that there is no specific performance remedy
that would require a person acting as surrogate to either be impregnat-
ed, terminate or continue the pregnancy, or to reduce or retain the
number of fetuses or embryos they are carrying.

PART FIVE: PAYMENT TO DONORS AND PERSONS ACTING AS SURROGATES

-Section 581-501 establishes that donors who enter into valid agreements
to be a donor may reimbursed for economic losses incurred in connection
with donation.

-Section 581-502 establishes that compensation to a donor or person
acting as surrogate may be paid based on medical risks, physical discom-
fort, inconvenience and the responsibilities they are undertaking in
connection with their participation in assisted reproduction. Such
compensation must be reasonable and negotiated in good faith between
parties, and cannot be conditioned upon the purported quality or traits
of the gametes or embryos, or the actual genotypic or phenotypic charac-
teristics of the donor or any resulting children.

PART SIX: SURROGATES' BILL OF RIGHTS

This part enumerates rights that apply to any person acting as surrogate
in New York, and establishes that unless otherwise provided by law, any
written or verbal agreement purporting to waive or limit any of the
rights enumerated in this part are void as against public policy.

The rights enumerated in this part include: health and welfare deci-
sions; independent legal counsel; health insurance and medical costs;
counseling; life insurance; and termination of surrogacy agreements.

PART SEVEN: MISCELLANEOUS PROVISIONS

-Section 581-701 establishes that the article is to be construed liber-
ally to secure the beneficial interests and purposes thereof for the
best interests of the child.

-Section 581-702 is a severability clause.

-Section 581-703 establishes that the term "parent" as used in section
70 of the Domestic Relations Law includes parents established pursuant
to this article.

-Section 581-704 establishes that unless context indicates otherwise,
singular words may be interpreted as plural and vice versa.
Section 2 of the bill repeals section 73 of the Domestic Relations Law.

Sections 3 through 6 of the bill amend Article 8 of the Domestic
Relations Law to no longer apply the legal prohibition on surrogacy
contracts to surrogacy agreements authorized and regulated under section
1 of this bill, but continuing to render void and enforceable so called
"traditional" surrogacy agreements where the person acting as surrogate
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provided, the egg used in conceiving the resulting child.

Section 7 of the bill amends section 4135-b of the Public Health Law to
update and modernize terminology throughout the section to reflect same-
sex parents and conform the provisions of the section with the judgments
of parentage and surrogacy agreements authorized and regulated in
section 1 of this bill.

Section 8 of the bill amends the heading of article 8 of the Domestic
Relations Law.

Section 9 of the bill adds a new article 44 to the General Business Law
entitled "Regulation of Surrogacy Programs."

-Section 1400 establishes definitions used throughout the newly-created
article.

-Section 1401 applies the newly-created article to any agency, agent,
business or individual engaged in, arranging or facilitating trans-
actions contemplated in a surrogacy agreement if the program does busi-
ness in New York, a person acting as surrogate party to a surrogacy
agreement resides in New York during the term of the agreement, or any
medical procedure under the surrogacy agreement is performed in New
York.

-Section 1402 states that surrogacy programs to which the newly-created
article applies: must keep all funds paid by or on behalf of intended
parents in separate, licensed escrow funds; may not be owned or managed
by any attorney representing a party to a surrogacy agreement; may not
make or receive paid referrals to attorneys representing any party to a
surrogacy agreement, or any health care providers providing health
services to any party to a surrogacy agreement; must be licensed to
operate in New York State pursuant to regulations promulgated by the
Department of Financial Services in consultation with the Department of
Health; and must ensure that all potential parties to a surrogacy agree-
ment are provided with written notice of the Surrogates' Bill of Rights
enumerated in setions 581601 to 581-607 of the Family Court Act.

-Section 1403 directs the Department of Financial Services, in consulta-
tion with the Department of Health to promulgate regulations to imple-
ment the requirements of this newly-created article, and annually report
to the Legislature regarding the practices of surrogacy programs and all
business transactions related to surrogacy, along with recommendations
for any necessary legislative changes.

Section 10 of the bill creates a new article 25-B of the Public Health
Law entitled "Gestational Surrogacy.

-Section 2599-C requires the Commissioner of the Department of Health to
promulgate regulations on the practice of gestational surrogacy, includ-
ing establishing guidelines and procedures for obtaining fully informed
consent from potential persons acting as surrogates, developing and
distributing informational material relating to gestational surrogacy,
and establishing a voluntary central tracking registry of persons acting
as. surrogates.

Section 11 of the bill adds a new subdivision 4 to section 4365 of the
Public Health Law to require the Commissioner of the Department of
Health, in consultation with the Transplant Council, to promulgate regu-
lations on the donation of ova (i.e. eggs), including establishing
guidelines and procedures for obtaining fully informed consent from
donors, developing and distributing informational material, relating to
egg donation, and establishing a voluntary central tracking registry of
egg donors.
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Section 12 of the bill is the effective date.

JUSTIFICATION:

New York law has failed to keep pace with medical advances in assisted
reproduction, causing uncertainty about who the legal parents of a child
are upon birth. In many cases, the parentage of children created through
donated sperm, eggs and embryos is unsettled or open to attack at the
time of the child's birth and thereafter. Confusion or uncertainty
regarding the parental rights of donors and intended parents (both
genetic and non-genetic) who participate in the conception of the child
through assisted reproduction is detrimental to the child, and secure
family relations. Where children are born to a person acting as surro-
gate the parentage of the intended parents may not be recognized under
current law. This is not only detrimental to the child; it also causes
confusion in many critical situations. For example, a hospital does not
know who must give consent when a newborn requires medical procedures.
This bill will provide clear and decisive legal procedures to ensure
that children born through assisted reproduction have secure and legally
recognized parental relationships with their intended parents. The law
will make it clear that donors do not have parental rights or obli-
gations and that those rights and obli gations reside with the intended
parents.

Importantly, this legislation lifts the existing ban on surrogacy
contracts to permit enforceable surrogacy agreements and sets forth the
criteria for such agreements. When all of the requirements set forth in
the law are met, the intended parents can seek a "Judgment of Parentage"
from a court, prior to the birth of the child, which becomes effective
immediately upon birth. The requireMents are designed to ensure that all
parties enter into the agreement on an equal footing and with full know-
ledge of their duties and obligations. For example, all parties must be
represented by independent legal counsel, and the agreement may not
limit the right of the person acting as surrogate to make their own
healthcare decisions.

Because of existing New York laws, couples facing infertility and same-
sex couples are forced to go out of state in order to have a child with
the assistance of a person acting as surrogate. This is overly burden-
some to the parents, who have often struggled for many years to have a
child. Having an out-of-state person acting as surrogate may make it
difficult, if not impossible, for the parents to fully participate in
the pregnancy by attending doctor's appointments, etc. It also requires
the participants to use out-of-state clinics and medical professionals
despite the fact that New York is home to world-class medical facilities
and fertility professionals.

New York appellate courts have repeatedly called upon the Legislature to
act to provide much needed clarity to the essential question of who is a
parent. The need to answer that call is more important today than ever
as increasing numbers of children are being conceived and born through
assisted reproduction. This bill clarifies the issue of who is a parent
and establishes clear legal procedures which ensure that each child's®
relationship to his or her parent(s) is legally recognized from birth.
As the New York Court of Appeals held in Brooke S.B. v Elizabeth A.C.O
biology and adoption are not the only touchstones to determine parent-
age. This legislation provides a framework for determining the parentage
of the large number of children unprotected under existing New York
state law.

PRIOR LEGISLATIVE HISTORY:

S.0017-A of 2017-2018 (Hoylman): Died on 3rd Reading; Died in Judiciary
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A.6959-A of 2017-2018 (Paulin): Died in Judiciary

S.2765 of 2015-2016 (Hoylman): Died in Children & Families
A.4319 of 2015-2016 (Paulin): Died in Judiciary

S.4617 of 2013-2014 (Hoylman): Died in Children & Families
A.6701 of 2013-2014 (Paulin): Died in Judiciary

FISCAL IMPLICATION:

To be determined.

EFFECTIVE DATE:

This act shall take effect on the one hundred twentieth day after it
shall have become a law. Effective immediately, the addition, amendment
and/or repeal of any rule or regulation necessary for the implementation
of this act on its effective date are authorized to be made on or before
such date.
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A01071 Text:

STATE OF NEW YORK

1071--C

2019-2020 Regular Sessions

IN ASSEMBLY

January 14, 2019

Introduced by M. of A. PAULIN, ZEBROWSKI, WEPRIN, GALEF, JAFFEE, OTIS,
COOK, STIRPE, BENEDETTO, BRONSON, MOSLEY, ORTIZ, DINOWITZ, L. ROSEN-
THAL, STECK, SIMON, WOERNER, SOLAGES, CARROLL, DE LA ROSA, ROZIC,
SIMOTAS, LAVINE, EPSTEIN, DICKENS, REYES, WALKER, RODRIGUEZ, STERN,

PICHARDO, CRUZ, BLAKE, QUART, NIOU, SAYEGH -- Multi-Sponsored by -- M.
of A. ENGLEBRIGHT, GOTTFRIED, PEOPLES-STOKES, THIELE -- read once and
referred to the Committee on Judiciary -- committee discharged, bill

amended, ordered reprinted as amended and recommitted to said commit-
tee -- reported and referred to the Committee on Codes -- committee
discharged, bill amended, ordered reprinted as amended and recommitted
to said committee -- again reported from said committee with amend-
ments, ordered reprinted as amended and recommitted to said committee

AN ACT to amend the family court act, in relation to Jjudgments of
parentage of children conceived through assisted reproduction or
pursuant to surrogacy agreements; to amend the domestic relations law,
in relation to restricting genetic surrogate parenting contracts; to
amend the public health law, in relation to voluntary acknowledgments
of parentage, gestational surrogacy and regulations concerning ova
donation; to amend the general business law, in relation to the regu-
lation of surrogacy programs; and to repeal section 73 of the domestic
relations law, relating to legitimacy of children born by artificial
insemination

The People of the State of New York, represented in Senate and Assem-—

bly, do enact as follows:

Section 1. The family court act is amended by adding a new article 5-C
to read as follows:
ARTICLE 5-C
JUDGMENTS OF PARENTAGE OF CHILDREN CONCEIVED THROUGH ASSISTED
REPRODUCTION OR PURSUANT TO SURROGACY AGREEMENTS

PART 1. General provisions (581-101 - 581-102)

2. Judgment of parentage (581-201 - 581-206)

3. Child of assisted reproduction (581-301 - 581-307)

4. Surrogacy agreement (581-401 - 581-409)

W 00 9 o U W N -

EXPLANATION--Matter in italics (underscored) is new; matter in brackets
[—] is old law to be omitted.
LBD01279-28-9
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5. Payment to donors and persons acting as surrogates (581-501 -
581-502)

6. Surrogates' bill of rights (581-601 - 581-607)

7. Miscellaneous provisions (581-701 - 581-704)

PART 1
GENERAL PROVISIONS
Section 581-101. Purpose.
581-102. Definitions.
§ 581-101. Purpose. The purpose of this article is to legally estab-

lish a child's relationship to his or her parents where the child is

conceived through assisted reproduction except for children born to a

person acting as surrogate who contributed the gametes used in

conception. No fertilized egg, embryo or fetus shall have any independ-

ent rights under the laws of this state, nor shall any fertilized egg,

embryo or fetus be viewed as a child under the laws of this state.

§ 581-102. Definitions. (a) "Assisted reproduction" means a method of

causing pregnancy other than sexual intercourse and includes but is not
limited to:
1. intrauterine or vaginal insemination;

2. donation of gametes;

3. donation of embryos;

4. in vitro fertilization and transfer of embryos; and

5. intracytoplasmic sperm injection.

(b) "child" means a born individual of any age whose parentage may be

determined under this act or other law.

(c) "Compensation" means payment of any valuable consideration in

excess of reasonable medical and ancillary costs.

(d)_ "Donor" means an individual who does not intend to be a parent who

produces gametes and provides them to another person, other than the

individual's spouse, for use in assisted reproduction. The term does

not include a person who is a parent under part three of this article.

Donor also includes an individual who had dispositional control of an

embryo who then transfers dispositional control and relinquishes all

present and future parental and inheritance rights and obligations to a

resulting child.

complement of chromosomes or group of such cells, not a gamete or

gametes, that has the potential to develop into a live born human being

if transferred into the body of a person under conditions in which

gestation may be reasonably expected to occur.

(f) "Embryo transfer" means all medical and laboratory procedures that

are necessary to effectuate the transfer of an embryo into the uterine

cavity.

has the potential to form an embryo when combined with another gamete.

Sperm and eggs are gametes.

(h) "Surrogacy agreement"” is an agreement between at least one

intended parent and a person acting as surrogate intended to result in a
live birth where the child will be the legal child of the intended
parents.

(i) "Person acting as surrogate" means an adult person, not an

intended parent, who enters into a surrogacy agreement to bear a child

who will be the legal child of the intended parent or parents so long as

the person acting as surrogate has not provided the egg used to conceive

the resulting child.

12/11/20, 1:37 PM
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(j.)_"Health care practitioner" means an individual licensed or certi-

fied under title eight of the education law acting within his or her

scope of practice.

(k) "Intended parent" is an individual who manifests the intent to be

legally bound as the parent of a child resulting from assisted reprod-

uction or a surrogacy agreement provided he or she meets the require-

ments of this article.

(1) _"In vitro fertilization" means the formation of a human embryo

outside the human body.

(m)__ "Parent" means an individual who has established a parent-child

relationship under this act or other law.

(n) "Participant" is an individual who either: provides a gamete that

is used in assisted reproduction, is an intended parent, is a person

acting_as surrogate, or is the spouse of an intended parent or person

acting_as surrogate.

(o)  "Record" means information inscribed in a tangible medium or

stored in an electronic or other medium that is retrievable in perceiva-

ble form.
(p)_"Retrieval" means the procurement of eggs or sperm from a gamete

provider.
(g)__ "Spouse" means an individual married to another, or who has a

legal relationship entered into under the laws of the United States or

of any state, local or foreign jurisdiction, which is substantially

equivalent to a marriage, including a civil union or domestic partner-

ship.
(r) "State" means a state of the United States, the District of Colum-
bia, Puerto Rico, the United States Virgin Islands, or any territory or

insular possession subject to the jurisdiction of the United States.

(s) "Transfer" means the placement of an embryo or gametes into the

body of a person with the intent to achieve pregnancy and live birth.

PART 2
JUDGMENT OF PARENTAGE
Section 581-201. Judgment of parentage.

581-202. Proceeding for judgment of parentage of a child

conceived through assisted reproduction.

581-203. Proceeding_for judgment of parentage of a child

conceived pursuant to a surrogacy agreement.

581-204. Judgment of parentage for intended parents who are

spouses.
581-205. Inspection of records.

581-206. Jurisdiction, and exclusive continuing jurisdiction.

§ 581-201. Judgment of parentage. (a) A civil proceeding may be main-

tained to adjudicate the parentage of a child under the circumstances

set forth in this article. This proceeding is governed by the civil

practice law and rules.

(b)_A judgment of parentage may be issued prior to birth but shall not
become effective until the birth of the child.
(c)_A petition for a judgment of parentage or nonparentage of a child

conceived through assisted reproduction may be initiated by (1) a child,

or (2)_ a parent, or (3) a participant, or (4) a person with a claim to

parentage, or (5) the support/enforcement agency or other governmental

agency authorized by other law, or (6) a representative authorized by

law to act for an individual who would otherwise be entitled to maintain

a proceeding but who is deceased, incapacitated, or a minor, in order to

legally establish the child-parent relationship of either a child born

12/11/20, 1:37 PM
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through assisted reproduction under part three of this article or a

child born pursuant to a surrogacy agreement under part four of this

article.
§ 581-202. Proceeding for judgment of parentage of a child conceived

through assisted reproduction. (a)_A proceeding for a judgment of

parentage with respect to a child conceived through assisted reprod-

uction may be commenced:

(1) if the intended parent resides in New York state, in the county

where the intended parent resides any time after pregnancy is achieved

or in the county where the child was born or resides; or

(2) if the intended parent and child do not reside in New York state,

up to ninety days after the birth of the child in the county where the

child was born.
(b)_The petition for a judgment of parentage must be verified.

(c)_Where a petition includes the following statements, the court must

adjudicate any intended parent to be the parent of the child:

(1) a statement that an intended parent has been a resident of the

state for at least ninety days or if an intended parent is not a New

York state resident, that the child will be or was born in the state

within ninety days of filing; and

(2)__a statement from the gestating_intended parent that the gestating

intended parent became pregnant as a result of assisted reproduction;

and
(3)__in cases where there is a non-gestating intended parent, a state-

ment from the gestating intended parent and non-gestating intended

parent that the non-gestating intended parent consented to assisted

reproduction pursuant to section 581-304 of this article; and

(4) proof of any donor's donative intent.

(d)_The following shall be deemed sufficient proof of a donor's dona-

tive intent for purposes of this section:

(1)_in the case of an anonymous donor or where gametes or embryos have

previously been relinquished to a gamete or embryo storage facility or

in the presence of a health care practitioner, a statement from the

gamete or embryo storage facility or health care practitioner that the

donor does not retain any parental or proprietary interest in the

gametes or embryos; or

(2)_in the case of a donation from a known donor, either: a. a record

from the gamete or embryo donor acknowledging the donation and confirm-

ing that the donor has no parental or proprietary interest in the

gametes or embryos. The record shall be signed by the gestating

intended parent and the gamete or embryo donor. The record may be, but

is not required to be, signed:

(i)_before a notary public, or

(ii) before two witnesses who are not the intended parents, or

(iii) before a health care practitioner; or

b. clear and convincing evidence that the gamete or embryo donor

agreed, prior to conception, with the gestating parent that the donor

has no parental or proprietary interest in the gametes or embryos.

(3)._In the absence of evidence pursuant to paragraph two of this

subdivision, notice shall be given to the donor at 1least twenty days

prior to the proceeding by delivery of a copy of the petition and

notice. Upon a showing to the court, by affidavit or otherwise, on or

before the date of the proceeding or within such further time as the

court may allow, that personal service cannot be effected at the donor's

last known address with reasonable effort, notice may be given, without

prior court order therefore, at least twenty days prior to the proceed-

12/11/20, 1:37 PM
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ing by registered or certified mail directed to the donor's last known

address. Notice by publication shall not be required to be given to a

donor entitled to notice pursuant to the provisions of this section.

(4) Notwithstanding the above, where sperm is provided under the

supervision of a health care practitioner to someone other than the

sperm provider's intimate partner or spouse without a record of the

sperm provider's intent to parent, the sperm provider is presumed to be

a donor and notice is not required.

(e)_In cases not covered by subdivision (c)_of this section, the court

shall adjudicate the parentage of the child consistent with part three

of this article.
(f)_Where the requirements of subdivision (c) of this section are met

or where the court finds the intended parent to be a parent under subdi-

vision (e) of this section, the court shall issue a judgment of parent-

age:
(1)_declaring, that upon the birth of the child, the intended parent
is the legal parent of the child; and

(2)__ordering the intended parent to assume responsibility for the

maintenance and support of the child immediately upon the birth of the

child; and
(3)__if there is a donor, ordering that the donor is not a parent of
the child; and

(4)_ordering that upon the birth of the child, a copy of the judgment

of parentage be served on the (i) department of health or New York city

department of mental health and hygiene, or (ii) registrar of births in

the hospital where the child is born and directing that the hospital

report the parentage of the child to the appropriate department of

health in conformity with the court order. If an original birth certif-

icate has already issued, the court shall issue an order directing the

appropriate department of health to amend the birth certificate in an

expedited manner and seal the previously issued birth certificate.

§ 581-203. Proceeding for judgment of parentage of a child conceived

pursuant to a surrogacy agreement. (a) The proceeding may be commenced

at any time after the surrogacy agreement has been executed by all of

the parties. Any party to the surrogacy agreement not joining in the

petition must be served with notice of the proceeding.

(b)_The petition for a judgment of parentage must be verified and

include the following:

(1)_a statement that the person acting_as surrogate or at least one of

the intended parents has been a resident of the state for at least nine-

ty days at the time the surrogacy agreement was executed; and

(2)_a certification from the attorney representing the intended parent

or parents and the attorney representing the person acting as surrogate

that the requirements of part four of this article have been met; and

(3)_a statement from all parties to the surrogacy agreement that they

entered into the surrogacy agreement knowingly and voluntarily.

(c) Where a petition satisfies subdivision (b) of this section the

court shall issue a judgment of parentage, without additional

proceedings or documentation:
(1) declaring, that upon the birth of the child born during_ the term
of the surrogacy agreement, the intended parent or parents is the legal

parent or parents of the child; and
(2) declaring, that upon the birth of the child born during_ the term
of the surrogacy agreement, the person acting as surrogate, and the

spouse of the person acting as surrogate, if any, is not the legal

parent of the child; and

12/11/20, 1:37 PM
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(3)_ordering the person acting as surrogate and the spouse of the

person acting as surrogate, if any, to transfer the child to the

intended parent or parents if this has not already occurred; and

(4)_ ordering the intended parent or parents to assume responsibility

for the maintenance and support of the child immediately upon the birth
of the child; and
(5)__ordering that upon the birth of the child, a copy of the judgment

of parentage be served on the (i) department of health or New York city

department of mental health and hygiene, or (ii)_ registrar of births in

the hospital where the child is born and directing that the hospital

report the parentage of the child to the appropriate department of

health in conformity with the court order. If an original birth certif-

icate has already issued, the court shall issue an order directing the

appropriate department of health to amend the birth certificate in an

expedited manner and seal the previously issued birth certificate.

(d)_In the event the certification required by paragraph two of subdi-

vision (b) of this section cannot be made because of a technical or

non-material deviation from the requirements of this article; the court

may nevertheless enforce the agreement and issue a judgment of parentage

if the court determines the agreement is in substantial compliance with

the requirements of this article.

§ 581-204. Judgment of parentage for intended parents who are spouses.

Notwithstanding or without limitation on presumptions of parentage that

apply, a judgment of parentage may be obtained under this part by

intended parents who are each other's spouse.

§ 581-205. Inspection of records. Court records relating to

proceedings under this article shall be sealed. The parties to the

proceeding and the child shall have the right to inspect the entire
court record, including, but not 1limited to, the name of the person

acting as surrogate and any known donors.

§ 581-206. Jurisdiction, and exclusive continuing jurisdiction. (a)

Proceedings pursuant to this article may be instituted in the supreme or

family court.

the domestic relations law, the court conducting a proceeding under this

article has exclusive, continuing jurisdiction of all matters relating

to the determination of parentage until the child attains the age of omne

hundred eighty days.

PART 3
CHILD OF ASSISTED REPRODUCTION
Section 581-301. Scope of article.
581-302. Status of donor.
581-303. Parentage of child of assisted reproduction.

581-304. Consent to assisted reproduction.

581-305. Limitation on spouses' dispute of parentage of child of

assisted reproduction.

581-306. Effect of embryo disposition agreement between intended

parents which transfers legal rights and disposi-

tioned control to one intended parent.
581-307. Effect of death of intended parent.
§ 581-301. Scope of article. This article does not apply to the birth

of a child conceived by means of sexual intercourse.

§ 581-302. Status of donor. A donor is not a parent of a child

conceived by means of assisted reproduction.
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§ 581-303. Parentage of child of assisted reproduction. (a) An indi-

vidual who provides gametes for, or who consents to, assisted reprod-

uction with the intent to be a parent of the child with the consent of

the gestating parent as provided in section 581-304 of this part, is a

parent of the resulting child for all legal purposes.

(b)__The court shall issue a judgment of parentage pursuant to this

article upon application by any participant.

§ 581-304. Consent to assisted reproduction. (a) Where the intended

parent who gives birth to a child by means of assisted reproduction is a

spouse, the consent of both spouses to the assisted reproduction is

presumed and neither spouse may challenge the parentage of the child,

except as provided in section 581-305 of this part.

(b)__Where the intended parent who gives birth to a child by means of

assisted reproduction is not a spouse, the consent to the assisted

reproduction must be in a record in such a manner as to indicate the

mutual agreement of the intended parents to conceive and parent a child

together.
(c)__The absence of a record described in subdivision (b) of this

section shall not preclude a finding that such consent existed if the

court finds by clear and convincing_evidence that at the time of the

assisted reproduction the intended parents agreed to conceive and parent
the child together.
§ 581-305. Limitation on spouses' dispute of parentage of child of

assisted reproduction. (a) Except as otherwise provided in subdivision

(b)_of this section, neither spouse may challenge the presumption of
parentage of the child unless:

(1) within two years after learning of the birth of the child a

proceeding_is commenced to adjudicate parentage; and

(2) the court finds by clear and convincing evidence that either

spouse did not consent for the non-gestating spouse to be a parent of
the child.
(b)_A proceeding for a judgment of parentage may be maintained at any

time if the court finds by clear and convincing_ evidence that:

(1)_ the spouse did not consent to assisted reproduction by the indi-

vidual who gave birth; and

(2)_the spouse and the individual who gave birth have not cohabited

since the spouse knew or had reason to know of the pregnancy; and

(3)_the spouse never openly held out the child as his or her own.

(c)__The limitation provided in this section applies to a spousal

relationship that has been declared invalid after assisted reproduction

or artificial insemination.

§ 581-306. Effect of embryo disposition agreement between intended

parents which transfers legal rights and dispositional control to one

intended parent. (a) An embryo disposition agreement between intended

parents with joint dispositional control of an embryo shall be binding

under the following circumstances:

(1) it is in writing;

(2)__each intended parent had the advice of independent legal counsel

prior to its execution; and

(3) _where the intended parents are married, transfer of legal rights

and dispositional control occurs only upon divorce.

(b)__The intended parent who transfers legal rights and dispositional

control of the embryo is not a parent of any child conceived from the

embryo unless the agreement states that he or she consents to be a

parent.
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(c) If the intended parent transferring legal rights and dispositional

control consents to be a parent, he or she may withdraw his or her

consent to be a parent upon written notice to the embryo storage facili-

ty and to the other intended parent prior to transfer of the embryo. If

he or she timely withdraws consent to be a parent he or she is not a

parent for any purpose including_support obligations but the embryo

transfer may still proceed.

(d) An embryo disposition agreement or advance directive that is not

in compliance with subdivision (a) of this section may still be found to

be enforceable by the court after balancing the respective interests of

the parties except that the intended parent who divested him or herself

of legal rights and dispositional control may not be declared to be a

parent for any purpose without his or her consent. The parent awarded

legal rights and dispositional control of the embryos shall, in this

instance, be declared to be the only parent of the child.
§ 581-307. Effect of death of intended parent. If an individual who
consented in a record to be a parent by assisted reproduction dies

before the transfer of eggs, sperm, or embryos, the deceased individual

is not a parent of the resulting child unless the deceased individual

consented in a signed record that if assisted reproduction were to occur

after death, the deceased individual would be a parent of the child,

provided that the record complies with the estates, powers and trusts

law.
PART 4
SURROGACY AGREEMENT
Section 581-401. Surrogacy agreement authorized.

581-402. Eligibility to enter surrogacy agreement.

581-403. Requirements of surrogacy agreement.

581-404. Surrogacy agreement: effect of subsequent spousal

relationship.
581-405. Termination of surrogacy agreement.

581-406. Parentage under compliant surrogacy agreement.

581-407. Insufficient surrogacy agreement.

581-408. Absence of surrogacy agreement.

581-409. Dispute as to surrogacy agreement.

§ 581-401. Surrogacy agreement authorized. (a) If eligible under this

article to enter into a surrogacy agreement, a person acting as surro-

gate, the spouse of the person acting_as surrogate, if applicable, and

the intended parent or parents may enter into a surrogacy agreement

which will be enforceable provided the surrogacy agreement meets the

requirements of this article.

(b)_A surrogacy agreement shall not apply to the birth of a child

conceived by means of sexual intercourse.

(c)__A surrogacy agreement may provide for payment of compensation

under part five of this article.

§ 581-402. Eligibility to enter surrogacy agreement. (a)__A person

acting as surrogate shall be eligible to enter into an enforceable

surrogacy agreement under this article if the person acting_as surrogate

has met the following requirements at the time the surrogacy agreement

is executed:
(1) _the person acting as surrogate is at least twenty-one years of
age; and

(2) the person acting as surrogate is a United States citizen or a

permanent lawful resident;
(3)__the person acting as surrogate has not provided the egg used to

conceive the resulting child; and

12/11/20, 1:37 PM
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(4)_the person acting_as surrogate has completed a medical evaluation

with a health care practitioner relating to the anticipated pregnancy;

and
(5)_ _the person acting as surrogate, and the spouse of the person

acting_as surrogate, if applicable, have been represented throughout the

contractual process and the duration of the contract and its execution

by independent legal counsel of their own choosing which shall be paid

for by the intended parent or parents except that a person acting as

surrogate who is receiving no compensation may waive the right to have

the intended parent or parents pay the fee for such legal counsel. Where

the intended parent or parents are paying for the independent 1legal

counsel of the person acting as surrogate, and the spouse of the person

acting as surrogate, if applicable, a separate retainer agreement shall

be prepared clearly stating that such legal counsel will only represent

the person acting as surrogate and the spouse of the person acting as

surrogate, if applicable, in all matters pertaining to the surrogacy

agreement, that such legal counsel will not offer legal advice to any

other parties to the surrogacy agreement, and that the attorney-client

relationship lies with the person acting as surrogate and the spouse of

the person acting as surrogate, if applicable; and

(6)_ _the person acting as surrogate has, or the surrogacy agreement

stipulates that prior to the embryo transfer, the person acting as

surrogate will obtain a health insurance policy that covers major

medical treatments and hospitalization, and the health insurance policy

has a term that extends throughout the duration of the expected pregnan-

cy and for twenty-six weeks after the birth of the child; the policy

shall be paid for, whether directly or through reimbursement or other

means, by the intended parent or parents on behalf of the person acting

as surrogate pursuant to the surrogacy agreement, except that a person

acting as surrogate who is receiving no compensation may waive the right

to have the intended parent or parents pay for the health insurance

policy. The intended parent or parents shall also pay for or reimburse

the person acting as surrogate for all co-payments, deductibles and any

other out-of-pocket medical costs associated with pregnancy, that accrue

through twelve weeks after the birth of the child or termination of the

pregnancy, except that such responsibility shall be extended for up to

six months after the birth of the child or termination of the pregnancy

in the event a medical complication related to the pregnancy is diag-

nosed within twelve weeks after the birth of the child or termination or

the pregnancy. A person acting as surrogate who is receiving no compen-

sation may waive the right to have the intended parent or parents make

such payments or reimbursements.

(b)_The intended parent or parents shall be eligible to enter into an

enforceable surrogacy agreement under this article if he, she or they

have met the following requirements at the time the surrogacy agreement

was executed:
(1) at least one intended parent is a United States citizen or a

permanent lawful resident;
(2)_the intended parent or parents has been represented throughout the

contractual process and the duration of the contract and its execution

by independent legal counsel of his, her or their own choosing; and

(3)_he or she is an adult person who is not in a spousal relationship,

or adult spouses together, or any two adults who are intimate partners

together, except an adult in a spousal relationship is eligible to enter

into an enforceable surrogacy agreement without his or her spouse if:
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(i)_they are living separate and apart pursuant to a decree or judg-

ment of separation or pursuant to a written agreement of separation

subscribed by the parties thereto and acknowledged or proved in the form

required to entitle a deed to be recorded; or

(ii) they have been living_ separate and apart for at least three years

prior to execution of the surrogacy agreement.

(4) where the spouse of an intended parent is not a required party to

the agreement, the spouse is not an intended parent and shall not have

rights or obligations to the child.

§ 581-403. Requirements of surrogacy agreement. A surrogacy agreement

shall be deemed to have satisfied the requirements of this article and

be enforceable if it meets the following requirements:

(a)_it shall be in a signed record verified by:
(1) each intended parent, and

(2)__the person acting as surrogate, and the spouse of the person

acting as surrogate, if any, unless:

(i) the person acting as surrogate and the spouse of the person acting

as surrogate are living separate and apart pursuant to a decree or judg-

ment of separation or pursuant to a written agreement of separation

subscribed by the parties thereto and acknowledged or proved in the form

required to entitle a deed to be recorded; or

(ii) have been 1living separate and apart for at least three years

prior to execution of the surrogacy agreement; and

(b)_it shall be executed prior to the embryo transfer; and

eligibility requirements of subdivision (a) of section 581-402 of this

part and by the spouse of the person acting as surrogate, unless the

signature of the spouse of the person acting as surrogate is not

required as set forth in this section; and

(d)_it shall be executed by intended parent or parents who met the

eligibility requirements of subdivision (b) of section 581-402 of this

part; and

(e)_the person acting_as surrogate and the spouse of the person acting

as surrogate, if applicable, and the intended parent or parents shall

have been represented throughout the contractual process and the dura-

tion of the contract and its execution by separate, independent legal

counsel of their own choosing; and

(f)_ _if the surrogacy agreement provides for the payment of compen-

sation to the person acting as surrogate, those funds shall have been

placed in escrow with an independent escrow agent prior to the person

acting_as surrogate commencing with any medical procedure other than

medical evaluations necessary to determine the person acting as surro-

gate's eligibility; and

(g)_the surrogacy agreement must include information disclosing how

the intended parent or parents will cover the medical expenses of the

person acting as surrogate and the child. If health care coverage is

used to cover the medical expenses, the disclosure shall include a

review of the health care policy provisions related to coverage for the

person acting as surrogate's pregnancy, including any possible liability

of the person acting as surrogate's third-party liability liens or other

insurance coverage, and any notice requirements that could affect cover-

age or liability of the person acting as surrogate.

(h)_ the surrogacy agreement must comply with all of the following

terms:
(1)_As to the person acting as surrogate and the spouse of the person

acting_as surrogate, if applicable:

..y=Y&Actions=Y&Memo=Y&Text=Y&Chamber%26nbspVideo%2FTranscript=Y
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(i)_ the person acting as surrogate agrees to undergo embryo transfer

and attempt to carry and give birth to the child; and

(ii) the person acting as surrogate and the spouse of the person

acting as surrogate, if applicable, agree to surrender custody of all

resulting children to the intended parent or parents immediately upon
birth; and

(iii) the surrogacy agreement shall include the name of the attorney

representing_the person acting as surrogate and, if applicable, the

spouse of the person acting as surrogate; and

(iv) the surrogacy agreement must permit the person acting as surro-

gate to make all health and welfare decisions regarding themself and

their pregnancy including but not limited to, whether to consent to a

cesarean section or multiple embryo transfer, and notwithstanding_ any

other provisions in this chapter, provisions in the agreement to the

contrary are void and unenforceable. This article does not diminish the

right of the person acting as surrogate to terminate a pregnancy; and

(v)_the surrogacy agreement must permit the person acting as a surro-

gate to utilize the services of a health care practitioner of the

person's choosing; and

(vi) the surrogacy agreement must not limit the right of the person

acting as surrogate to terminate or continue the pregnancy or reduce or

retain the number of fetuses or embryos the person is carrying; and

(vii) the surrogacy agreement must provide that, upon request, the

intended parent or parents have or will procure and pay for a life

insurance policy for the person acting_ as surrogate; the person acting
as surrogate may designate the beneficiary of the person's choosing; and

(viii)_ the surrogacy agreement shall provide for the right of the

person acting_as surrogate, upon request, to obtain counseling to

address issues resulting from the person's participation in the surroga-

cy agreement. The cost of that counseling shall be paid by the intended

parent or parents.
(2) As to the intended parent or parents:

(i)_the intended parent or parents agree to accept custody of all

resulting children immediately upon birth regardless of number, gender,

or mental or physical condition; and

(ii) the intended parent or parents agree to assume responsibility for

the support of all resulting children immediately upon birth; and

(iii) the surrogacy agreement shall include the name of the attorney

representing the intended parent or parents; and

(iv)_ the surrogacy agreement shall provide that the rights and obli-

gations of the intended parent or parents under the surrogacy agreement

are not assignable; and

(v)__the intended parent or parents agree to execute a will, prior to

the embryo transfer, designating a guardian for all resulting children

who is authorized to perform the intended parent's or parents' obli-

gations pursuant to the surrogacy agreement.

§ 581-404. Surrogacy agreement: effect of subsequent spousal relation-

ship. (a) After the execution of a surrogacy agreement under this arti-

cle, the subsequent spousal relationship of the person acting as surro-

gate does not affect the validity of a surrogacy agreement, the consent

of the spouse of the person acting as surrogate to the agreement shall

not be required, and the spouse of the person acting as surrogate shall

not be the presumed parent of any resulting children.

(b)___The subsequent separation or divorce of the intended parents does

not affect the rights, duties and responsibilities of the intended

parents as outlined in the surrogacy agreement.
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§ 581-405. Termination of surrogacy agreement. After the execution of

a surrogacy agreement but before the person acting as surrogate becomes

pregnant by means of assisted reproduction, the person acting as surro-

gate, the spouse of the person acting as surrogate, if applicable, or

any intended parent may terminate the surrogacy agreement by giving

notice of termination in a record to all other parties. Upon proper

termination of the surrogacy agreement the parties are released from all

obligations recited in the surrogacy agreement except that the intended

parent or parents remains responsible for all expenses that are reim-

bursable under the agreement which have been incurred by the person

acting_as surrogate through the date of termination. Unless the agree-

ment provides otherwise, the person acting as surrogate is entitled to

keep all payments received and obtain all payments to which the person

is entitled up until the date of termination. Neither a person acting as

surrogate nor the spouse of the person acting as surrogate, if any, is

liable to the intended parent or parents for terminating a surrogacy

agreement as provided in this section.

§ 581-406. Parentage under compliant surrogacy agreement. Upon the

birth of a child conceived by assisted reproduction under a surrogacy

agreement that complies with this part, each intended parent is, by

operation of law, a parent of the child and neither the person acting_ as

a surrogate nor the person's spouse, if any, is a parent of the child.

§ 581-407. Insufficient surrogacy agreement. If a surrogacy agreement

does not meet the material requirements of this article, the agreement

is not enforceable and the court shall determine parentage based on the

intent of the parties, taking into account the best interests of the

child. An intended parent's absence of genetic connection to the child

is not a sufficient basis to deny that individual a judgment of legal

parentage.
§ 581-408. Absence of surrogacy agreement. Where there is no surrogacy

agreement, the parentage of the child will be determined based on other

laws of this state.

§ 581-409. Dispute as to surrogacy agreement. (a) Any dispute which

is related to a surrogacy agreement other than disputes as to parentage

shall be resolved by the supreme court, which shall determine the

respective rights and obligations of the parties.

(b) Except as expressly provided in the surrogacy agreement, the

intended parent or parents and the person acting as surrogate shall be

entitled to all remedies available at law or equity in any dispute

related to the surrogacy agreement.

(c) There shall be no specific performance remedy available for a

breach by the person acting as surrogate of a surrogacy agreement term

that requires the person acting as surrogate to be impregnated or to

terminate or continue the pregnancy or to reduce or retain the number of

fetuses or embryos the person acting as surrogate is carrying.

PART 5
PAYMENT TO DONORS AND PERSONS ACTING AS SURROGATES
Section 581-501. Reimbursement.
581-502. Compensation.

§ 581-501. Reimbursement. (a) A donor who has entered into a valid

agreement to be a donor may receive reimbursement from an intended

parent or parents for economic losses incurred in connection with the

donation which result from the retrieval or storage of gametes or embr-

yos.
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(b)_Premiums paid for insurance against economic 1losses directly

resulting from the retrieval or storage of gametes or embryos for

donation may be reimbursed.

§ 581-502. Compensation. (a)_Compensation may be paid to a donor or

person acting as surrogate based on medical risks, physical discomfort,

inconvenience and the responsibilities they are undertaking in

connection with their participation in the assisted reproduction. Under

no circumstances may compensation be paid to purchase gametes or embryos

or for the relinquishment of a parental interest in a child.

(b)_The compensation, if any, paid to a donor or person acting as

surrogate must be reasonable and negotiated in good faith between the

parties, and said payments to a person acting as surrogate shall not

exceed the duration of the pregnancy and recuperative period of up to

eight weeks after the birth of any resulting children.

(c)_Compensation may not be conditioned upon the purported quality or

genome-related traits of the gametes or embryos.

(d)__ Compensation may not be conditioned on actual genotypic or pheno-

typic characteristics of the donor or of any resulting children.

PART 6
SURROGATES' BILL OF RIGHTS
Section 581-601. Applicability.
581-602. Health and welfare decisionms.
581-603. Independent legal counsel.

581-604. Health insurance and medical costs.
581-605. Counseling.
581-606. Life insurance.

581-607. Termination of surrogacy agreement.
§ 581-601. Applicability. The rights enumerated in this part shall
apply to any person acting as surrogate in this state, notwithstanding

any surrogacy agreement, judgment of parentage, memorandum of under-

standing, verbal agreement or contract to the contrary. Except as

otherwise provided by law, any written or verbal agreement purporting to

waive or limit any of the rights in this part is void as against public

policy. The rights enumerated in this part are not exclusive, and are

in addition to any other rights provided by law, regqulation, or a surro-

gacy agreement that meets the requirements of this article.

§ 581-602. Health and welfare decisions. A person acting as surrogate

has the right to make all health and welfare decisions regarding them-

self and their pregnancy, including but not limited to whether to

consent to a cesarean section or multiple embryo transfer, to utilize

the services of a health care practitioner of their choosing, whether to

terminate or continue the pregnancy, and whether to reduce or retain the

number of fetuses or embryos they are carrying.

§ 581-603. Independent legal counsel. A person acting as surrogate has

the right to be represented throughout the contractual process and the

duration of the surrogacy agreement and its execution by independent

legal counsel of their own choosing, to be paid for by the intended

parent or parents.
§ 581-604. Health insurance and medical costs. A person acting as

surrogate has the right to a health insurance policy that covers major
medical treatments and hospitalization for a term that extends through-

out the duration of the expected pregnancy and for twelve weeks after
the birth of the child, to be paid for by the intended parent or
parents. The intended parent or parents shall also pay for or reimburse

the person acting as surrogate for all co-payments, deductibles and any
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other out-of-pocket medical costs associated with pregnancy that accrue

through twelve weeks after the birth of the child or termination of the

pregnancy, except that such responsibility shall be extended for up to

six months after the birth of the child or termination of the pregnancy

in the event a medical complication related to the pregnancy is diag-

nosed within twelve weeks after the birth of the child or termination of

the pregnancy.
§ 581-605. Counseling. A person acting as surrogate has the right to

obtain counseling to address issues resulting from their participation

in a surrogacy agreement, to be paid for by the intended parent or

parents.
§ 581-606. Life insurance. A person acting as surrogate has the right

to be provided with a 1life insurance policy for the duration of the

surrogacy agreement, with a beneficiary or beneficiaries of their choos-

ing, to be paid for by the intended parent or parents.

§ 581-607. Termination of surrogacy agreement. A person acting as

surrogate has the right to terminate a surrogacy agreement prior to

becoming pregnant by means of assisted reproduction pursuant to section
581-405 of this article.

PART 7
MISCELLANEOUS PROVISIONS
Section 581-701. Remedial.
581-702. Severability.
581-703. Parent under section seventy of the domestic relations

law.
581-704. Interpretation.
§ 581-701. Remedial. This legislation is hereby declared to be a

remedial statute and is to be construed liberally to secure the benefi-

cial interests and purposes thereof for the best interests of the child.

§ 581-702. Severability. The invalidation of any part of this legis-

lation by a court of competent jurisdiction shall not result in the

invalidation of any other part.

§ 581-703. Parent under section seventy of the domestic relations law.

The term "parent" in section seventy of the domestic relations law shall

include a person established to be a parent under this article or any

other relevant law.

§ 581-704. Interpretation. Unless the context indicates otherwise,

words importing the singular include and apply to several persons,

parties, or things; words importing the plural include the singular.
§ 2. Section 73 of the domestic relations law is REPEALED.
§ 3. Section 121 of the domestic relations law, as added by chapter

308 of the laws of 1992, is amended to read as follows:
§ 121. Definitions. When used in this article, unless the context or
subject matter manifestly requires a different interpretation:
1.[—Birth—mother™] "Genetic surrogate" shall mean a [weman] person
who gives birth to a child who is the person's genetic child pursuant to

a genetic surrogate parenting [eentraet] agreement.

2. [“Genetiefather" sha mean—a—man—who—provid

4-—"'Surrogate parenting contract”] "Genetic surrogate parenting agree-

ment" shall mean any agreement, oral or written, in which:
(a) a [ ] genetic surrogate agrees either to be inseminated with

the sperm of a [man] person who is not [her—husband] their spouse or to
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be impregnated with an embryo that is the product of [an] the genetic

surrogate's ovum fertilized with the sperm of a [man] person who is not
[her—husband] their spouse; and
(b) the [ ] genetic surrogate agrees to, or intends to, surrender

or consent to the adoption of the child born as a result of such insemi-
nation or impregnation.

§ 4. Section 122 of the domestic relations law, as added by chapter
308 of the laws of 1992, is amended to read as follows:

§ 122. Public policy. [Surregate] Genetic surrogate parenting
[eentraets] agreements are hereby declared contrary to the public policy
of this state, and are void and unenforceable.

§ 5. Section 123 of the domestic relations law, as added by chapter
308 of the laws of 1992, is amended to read as follows:

§ 123. Prohibitions and penalties. [3+] No person or other entity
shall knowingly request, accept, receive, pay or give any fee, compen-
sation or other remuneration, directly or indirectly, in connection with
any genetic surrogate parenting [eentraet] agreement, or induce, arrange
or otherwise assist in arranging a genetic surrogate parenting
[eentraet] agreement for a fee, compensation or other remuneration,
except for:

(a) payments in connection with the adoption of a child permitted by
subdivision six of section three hundred seventy-four of the social
services law and disclosed pursuant to subdivision eight of section one
hundred fifteen of this chapter; or

(b) payments for reasonable and actual medical fees and hospital
expenses for artificial insemination or in vitro fertilization services

incurred by the [mother] genetic surrogate in connection with the birth
of the child.

§ 6. Section 124 of the domestic relations law, as added by chapter
308 of the laws of 1992, is amended to read as follows:

§ 124. Proceedings regarding parental rights, status or obligations.
In any action or proceeding involving a dispute between the [birth-moth—
er] genetic surrogate and [{i)—the—genetie—father,—(ii)—the—genetie

’
parent—orparents—ofthegenetie father-or—genetie—mother] any party

with a claim to legal parentage pursuant to a genetic surrogate parent-

ing agreement, regarding parental rights, status or obligations with
respect to a child born pursuant to a genetic surrogate parenting
[eontraet] agreement:

..y=Y&Actions=Y&Memo=Y&Text=Y&Chamber%26nbspVideo%2FTranscript=Y
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1. the court shall not consider the [birth—mother's] genetic surro-
gate's participation in a genetic surrogate parenting [eentraet] agree-
ment as adverse to [her] their parental rights, status, or obligations;
and

2. the court, having regard to the circumstances of the case and of
the respective parties including the parties' relative ability to pay
such fees and expenses, 1in its discretion and in the interests of
justice, may award to either party reasonable and actual counsel fees
and legal expenses incurred in connection with such action or proceed-
ing. Such award may be made in the order or Jjudgment by which the
particular action or proceeding is finally determined, or by one or
more orders from time to time before the final order or judgment, or by
both such order or orders and the final order or judgment; provided,
however, that in any dispute involving a [birth-—mether] genetic surro-
gate who has executed a valid surrender or consent to the adoption,
nothing in this section shall empower a court to make any award that it
would not otherwise be empowered to direct.

§ 7. Section 4135-b of the public health law, as added by chapter 59
of the laws of 1993, subdivisions 1 and 2 as amended by chapter 402 of
the laws of 2013, and subdivision 3 as amended by chapter 170 of the
laws of 1994, is amended to read as follows:

§ 4135-b. Voluntary acknowledgments of [paternity] parentage; child
born out of wedlock. 1. (a) Immediately preceding or following the
in-hospital birth of a child to an unmarried [weman] person or to a

person __ who gave birth to a child conceived through assisted

reproduction, the person in charge of such hospital or his or her desig-
nated representative shall provide to the [ehild's—mother—and] unmarried
person who gave birth to the child and the putative father, if such

father is readily identifiable and available, or to the person who gave

birth and the other intended parent of a child conceived through

assisted reproduction if such person is readily identifiable and avail-

able, the documents and written instructions necessary for such mother
and putative [father] persons to complete an acknowledgment of [paterni-—
+y] parentage witnessed by two persons not related to the signatory.
Such acknowledgment, if signed by both parties, at any time following
the birth of a child, shall be filed with the registrar at the same time
at which the certificate of live birth is filed, if possible, or anytime
thereafter. Nothing herein shall be deemed to require the person in
charge of such hospital or his or her designee to seek out or otherwise
locate a putative father or intended parent of a child conceived through

assisted reproduction who is not readily identifiable or available.

(b)__The following persons may sign an acknowledgment of parentage to

establish the parentage of the child:

(i) An unmarried person who gave birth to the child and another person

who is a genetic parent.

(ii) A married or unmarried person who gave birth to the child and

another person who is an intended parent under section 581-303 of the

family court act of a child conceived through assisted reproduction.

(c)_An acknowledgment of parentage shall be in a record signed by the

person who gave birth to the child and by either the genetic parent

other than the person who gave birth to the child or a person who is a

parent under section 581-303 of the family court act of the child

conceived through assisted reproduction.

(d)_An acknowledgment of parentage is void if, at the time of signing,

any of the following are true:
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(i) A person other than the person who gave birth to the child or a

person seeking to establish parentage through an acknowledgment of

parentage is a presumed parent of the child under section twenty-four of

the domestic relations law;

(ii) A court has entered a judgment of parentage of the child;

(iii) Another person has signed a valid acknowledgment of parentage
with regard to the child;
(iv) The child has a parent under section 581-303 of the family court

act other than the signatories;

(v)___The person seeking to establish parentage is a gamete donor under

section 581-302 of the family court act;

(vi) The person seeking to establish parentage asserts that he or she

is a parent under section twenty-four of the domestic relations law;

(vii) The person seeking to establish parentage asserts that he or she

is a parent of a child conceived through assisted reproduction and the

person is in fact, not a parent under section 581-303 of the family

court act.

(e). The acknowledgment shall be executed on a form provided by the
commissioner developed in consultation with the appropriate commissioner
of the department of family assistance, which shall include the social
security number of the [mether] person who gave birth to the child and
of the [putative—father] acknowledged parent and provide in plain
language (i) a statement by the [mether] person who gave birth to the
child consenting to the acknowledgment of [paternity] parentage and a
statement that the [putative—father] acknowledged parent is the only
possible [father] other genetic parent or that the acknowledged parent

is an intended parent and the child was conceived through assisted

reproduction, (ii) a statement by the putative father, if any, that he
is the biological father of the child, and (iii) a statement that the
signing of the acknowledgment of [paternity] parentage by both parties
shall have the same force and effect as an order of filiation entered
after a court hearing by a court of competent jurisdiction, including an
obligation to provide support for the child except that, only if filed
with the registrar of the district in which the birth certificate has
been filed, will the acknowledgment have such force and effect with
respect to inheritance rights.

[tb)] (f) Prior to the execution of an acknowledgment of [paternity]
parentage, the [mether] person who gave birth to the child and the
[putative—father] other signatory shall be provided orally, which may be
through the wuse of audio or video equipment, and in writing with such

information as is required pursuant to this section with respect to
their rights and the consequences of signing a voluntary acknowledgment
of [paternity] parentage including, but not limited to:

(i) that the signing of the acknowledgment of [paternity] parentage
shall establish the [paternity] parentage of the child and shall have
the same force and effect as an order of [paternity] parentage or filia-
tion issued by a court of competent jurisdiction establishing the duty
of both parties to provide support for the child;

(ii) that if such an acknowledgment is not made, the [putative—father]
signatory other than the person who gave birth to the child can be held

liable for support only if the family court, after a hearing, makes an
order declaring that the [putative—father] person is the [father] parent
of the child whereupon the court may make an order of support which may
be retroactive to the birth of the child;

(iii) that if made a respondent in a proceeding to establish [paterni—
+y] parentage the [putative father] signatory other than the person who
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gave birth to the child has a right to free legal representation if

indigent;

(iv) that [the—putative—father] an alleged genetic parent has a right
to a genetic marker test or to a DNA test when available;

(v) that by executing the acknowledgment, the [putative—father]
alleged genetic parent waives [his] their right to a hearing, to which
[he] they would otherwise be entitled, on the issue of [paternity]
parentage;

(vi) that a copy of the acknowledgment of [paternity] parentage shall
be filed with the putative father registry pursuant to section three

hundred seventy-two-c of the social services law, and that such filing
may establish the child's right to inheritance from the putative father
pursuant to clause (B) of subparagraph two of paragraph (a) of section
4-1.2 of the estates, powers and trusts law;

(vii) that, if such acknowledgment is filed with the registrar of the
district in which the birth certificate has been filed, such acknowledg-
ment will establish inheritance rights from the putative father or the
other intended parent of a child conceived through assisted reproduction

pursuant to clause (A) of subparagraph two of paragraph (a) of section
4-1.2 of the estates, powers and trusts law;

(viii) that no further judicial or administrative proceedings are
required to ratify an unchallenged acknowledgment of [paternity] parent-
age provided, however, that:

(A) A signatory to an acknowledgment of [paternity] parentage, who had
attained the age of eighteen at the time of execution of the acknowledg-
ment, shall have the right to rescind the acknowledgment within the
earlier of sixty days from the date of signing the acknowledgment or the
date of an administrative or a judicial proceeding (including, but not
limited to, a proceeding to establish a support order) relating to the
child in which the signatory is a party, provided that the "date of an
administrative or a judicial proceeding" shall be the date by which the
respondent is required to answer the petition;

(B) A signatory to an acknowledgment of [paternity] parentage, who had
not attained the age of eighteen at the time of execution of the
acknowledgment, shall have the right to rescind the acknowledgment
anytime up to sixty days after the signatory's attaining the age of
eighteen years or sixty days after the date on which the respondent is
required to answer a petition (including, but not limited to, a petition
to establish a support order) relating to the child, whichever is earli-
er; provided, however, that the signatory must have been advised at such
proceeding of his or her right to file a petition to vacate the acknowl-
edgment within sixty days of the date of such proceeding;

(ix) that after the expiration of the time limits set forth in clauses
(A) and (B) of subparagraph (viii) of this paragraph, any of the signa-
tories may challenge the acknowledgment of [paternity] parentage in
court only on the basis of fraud, duress, or material mistake of fact,
with the burden of proof on the party challenging the voluntary acknowl-
edgment;

(x) that the [putative—father—and-mether] person who gave birth to the

child and the other signatory may wish to consult with attorneys before

executing the acknowledgment; and that they have the right to seek legal
representation and supportive services including counseling regarding
such acknowledgment;

(xi) that the acknowledgment of [paternity] parentage may be the basis
for the [putative—father] signatory other than the person who gave birth
to the child establishing custody and visitation rights to the child and
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for requiring the [putativefather's] consent of the signatory other
than the person who gave birth to the child prior to an adoption

proceeding;

(xii) that the [mether's] refusal of the person who gave birth to the
child to sign the acknowledgment shall not be deemed a failure to coop-
erate in establishing [paternityfor] parentage of the child; and

(xiii) that the child may bear the last name of either parent, or any

combination thereof, which name shall not affect the legal status of the
child.

In addition, the governing body of such hospital shall insure that
appropriate staff shall provide to the [ehild'smother—and putative
father] person who gave birth to the child and the other signatory,

prior to the [mother's] discharge from the hospital of the person who
gave birth to the child, the opportunity to speak with hospital staff to

obtain clarifying information and answers to their questions about
[paternity] parentage establishment, and shall also provide the tele-
phone number of the local support collection unit.

[te)] (g). Within ten days after receiving the certificate of birth,
the registrar shall furnish without charge to each parent or guardian of
the child or to the [mether] person who gave birth at the address desig-
nated by her for that purpose, a certified copy of the certificate of

birth and, if applicable, a certified copy of the written acknowledgment
of [paternity] parentage. If the [mether] person who gave birth is in
receipt of child support enforcement services pursuant to title six-A of

article three of the social services law, the registrar also shall
furnish without charge a certified copy of the certificate of birth and,
if applicable, a certified copy of the written acknowledgment of [pater—
nity] parentage to the social services district of the county within
which the [mether] person who gave birth resides.

2. (a) When a child's [paternity] parentage is acknowledged voluntar-
ily pursuant to section one hundred eleven-k of the social services law,

the social services official shall file the executed acknowledgment with
the registrar of the district in which the birth occurred and in which
the birth certificate has been filed.

(b) Where a <child's [paternity] parentage has not been acknowledged
voluntarily pursuant to paragraph (a) of subdivision one of this section
or paragraph (a) of this subdivision, the [ehild's—mother—and—the—puta—
+ive—father] person who gave birth to the child and the other signatory
may voluntarily acknowledge a child's [paternity] parentage pursuant to
this paragraph by signing the acknowledgment of [paternity] parentage.

(c) A signatory to an acknowledgment of [paternity] parentage, who has

attained the age of eighteen at the time of execution of the acknowledg-
ment shall have the right to rescind the acknowledgment within the
earlier of sixty days from the date of signing the acknowledgment or the
date of an administrative or a judicial proceeding (including, but not
limited to, a proceeding to establish a support order) relating to the
child in which either signatory is a party; provided that for purposes
of this section, the "date of an administrative or a judicial proceed-
ing" shall be the date by which the respondent is required to answer the
petition.

(d) A signatory to an acknowledgment of [paternity] parentage, who has
not attained the age of eighteen at the time of execution of the
acknowledgment, shall have the right to rescind the acknowledgment
anytime up to sixty days after the signatory's attaining the age of
eighteen years or sixty days after the date on which the respondent is
required to answer a petition (including, but not limited to, a petition
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to establish a support order) relating to the child in which the signa-
tory is a party, whichever 1is earlier; provided, however, that the
signatory must have been advised at such proceeding of his or her right
to file a petition to vacate the acknowledgment within sixty days of the
date of such proceeding.

(e) After the expiration of the time limits set forth in paragraphs
(c) and (d) of this subdivision, any of the signatories may challenge
the acknowledgment of [paternity] parentage in court only on the basis
of fraud, duress, or material mistake of fact, with the burden of proof
on the party challenging the voluntary acknowledgment. The acknowledg-
ment shall have full force and effect once so signed. The original or a
copy of the acknowledgment shall be filed with the registrar of the
district in which the birth certificate has been filed.

3. (a) An executed acknowledgment of [paternity] parentage executed by
[the—mother—and—father—ofa—echild bornout—of wedloek] any two people
eligible to sign such an acknowledgment under paragraph (b)_ of subdivi-

sion one of this section, married or unmarried, shall establish the
[paternity] parentage of a child and shall have the same force and
effect as an order of [paternity] parentage or filiation issued by a
court of competent jurisdiction. Such acknowledgement shall thereafter

be filed with the registrar pursuant to subdivision one or two of this
section.

(b) A registrar with whom an acknowledgment of [paternity] parentage
has been filed pursuant to subdivision one or two of this section shall
file the acknowledgment with the state department of health and the
putative father registry.

4. The court shall give full faith and credit to an acknowledgment of
parentage effective in another state if the acknowledgment was in a

signed record and otherwise complies with the law of the other state.

5. A new certificate of birth shall be issued if the certificate of
birth of [&] the child [bern—oeut—of-wedloek] as defined in paragraph (b)
of subdivision one of section four thousand one hundred thirty-five of
this article has been filed without entry of the name of the [#father]
signatory other than the person who gave birth, and the commissioner

thereafter receives a notarized acknowledgment of [paternity] parentage
accompanied by the written consent of the [putative—father—and-moether]

person who gave birth to the child and other signatory to the entry of

the name of such [father] person, which consent may also be to a change
in the surname of the child.
6. Any reference to an acknowledgment of paternity in any law of this

state shall be interpreted to mean an acknowledgment of parentage signed

pursuant to this section or signed in another state consistent with the
law of that state.
§ 8. The article heading of article 8 of the domestic relations law,

as added by chapter 308 of the laws of 1992, is amended to read as
follows:
GENETIC SURROGATE PARENTING CONTRACTS
§ 9. The general business law is amended by adding a new article 44 to
read as follows:

ARTICLE 44
REGULATION OF SURROGACY PROGRAMS
Section 1400. Definitionms.

1401. Programs regulated under this article.

1402. conflicts of interest; prohibition on payments; funds in

escrow; licensure; notice of surrogates' bill of rights.
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1403. Regqulations.
§ 1400. Definitions. As used in this section:

(a)__The definitions in section 581-102 of the family court act shall
apply.
(b)_"Payment" means any type of monetary compensation or other valu-

able consideration including but not 1limited to a rebate, refund,

commission, unearned discount, or profit by means of credit or other

valuable consideration.

(c)_ "Surrogacy program" does not include any party to a surrogacy

agreement or any person licensed to practice law and representing a

party to the surrogacy agreement, but does include and is not limited to

any agency, agent, business, or individual engaged in, arranging, or

facilitating transactions contemplated by a surrogacy agreement, regard-

less of whether such agreement ultimately comports with the requirements

of article five-C of the family court act.

§ 1401. Programs reqgulated under this article. The provisions of this

article apply to surrogacy programs arranging or facilitating trans-

actions contemplated by a surrogacy agreement under part four of article

five-C of the family court act if:

(a)_The surrogacy program does business in New York state;

(b)_A person acting as surrogate who is party to a surrogacy agreement

resides in New York state during the term of the surrogacy agreement; or

(c)_Any medical procedures under the surrogacy agreement are performed

in New York state.

§ 1402. Conflicts of interest; prohibition on payments; funds in

escrow; licensure; notice of surrogates' bill of rights. A surrogacy

program to which this article applies:

(a)_Must keep all funds paid by or on behalf of the intended parent or

parents in a separate, licensed escrow fund;

(b)_May not be owned or managed, in any part, directly or indirectly,

by any attorney representing a party to the surrogacy agreement;

(c) _May not pay or receive payment, directly or indirectly, to or from

any person licensed to practice law and representing a party to the

surrogacy agreement in connection with the referral of any person or

party for the purpose of a surrogacy agreement;

(d)_May not pay or receive payment, directly or indirectly, to or from

any health care provider providing any health services, including

assisted reproduction, to a party to the surrogacy agreement; and

(e)_May not be owned or managed, in any part, directly or indirectly,

by any health care provider providing any health services, including

assisted reproduction, to a party to the surrogacy agreement.

(f)_Must be licensed to operate in New York state pursuant to regu-

lations promulgated by the department of financial services in consulta-
tion with the department of health.
(g)__Must ensure that all potential parties to a surrogacy agreement,

at the time of consultation with such surrogacy program, are provided

with written notice of the surrogates' bill of rights enumerated in part

six of article five-C of the family court act.

§ 1403. Requlations. The department of financial services, in consul-

tation with the department of health, shall promulgate regulations to

implement the requirements of this article, and shall annually report to
the state legislature regarding the practices of surrogacy programs and

all business transactions related to surrogacy in New York state, with

recommendations for any necessary amendments to this article.

§ 10. The public health law is amended by adding a new article 25-B to
read as follows:
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ARTICLE 25-B
GESTATIONAL SURROGACY
Section 2599-cc. Gestational surrogacy.

§ 2599-cc. Gestational surrogacy. 1. The commissioner shall promulgate

regulations on the practice of gestational surrogacy. Such regqulations
shall include, but not be limited to:
(a)_guidelines and procedures for obtaining fully informed consent

from potential persons acting_as surrogates, including but not limited

to a full disclosure of any known health risks associated with acting_as

a surrogate;
(b)_the development and distribution, in printed form and on the

department's website, of informational material relating to gestational

surrogacy; and

(c) _the establishment of a voluntary central tracking registry of

persons acting as surrogates, as reported by surrogacy programs licensed

by the department pursuant to article forty-four of the general business

law upon the affirmative consent of a person acting as surrogate. Such

registry shall provide a means for gathering and maintaining accurate

information on the:

(i) number of times a person has acted as a surrogate;

(ii) health information of the person acting as surrogate; and

(iii) other information deemed appropriate by the commissioner.

2. BAll such regulations shall maintain the anonymity of the person

acting as surrogate and any resulting offspring and govern access to

information maintained by the registry.
§ 11. Subdivisions 4, 5, 6, 7 and 8 of section 4365 of the public
health law are renumbered subdivisions 5, 6, 7, 8, and 9 and a new

subdivision 4 is added to read as follows:
4. The commissioner, in consultation with the transplant council,

shall promulgate requlations on the donation of ova. Such regulations
shall include, but not be limited to:

from potential donors, including but not limited to a full disclosure of

any known health risks of the ova donation process;

(b)_the development and distribution, in printed form and on the

department's website, of informational material relating to the donation

of ova; and

(c)__the establishment of a voluntary central tracking registry of ova

donor information, as reported by banks and storage facilities licensed

pursuant to this article upon the affirmative consent of an ova donor.

Such registry shall provide a means for gathering and maintaining accu-

rate information on the:

(i)_number of ova donated from a single donor;

(ii) health information of the donor at the time of the donation; and

(iii) other information deemed appropriate by the commissioner.

In addition, all such requlations shall maintain the anonymity of the

donor and any resulting offspring _and govern access to information main-

tained by the registry.
§ 12. This act shall take effect on the one hundred twentieth day
after it shall have become a law. Effective immediately, the addition,

amendment and/or repeal of any rule or regulation necessary for the
implementation of this act on its effective date are authorized to be
made and completed on or before such date.
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®»| ocal Registrar Responsibilities
»DOH and OTDA Contacts
»Q & A




The Child-Parent Security Act

» The Child-Parent Security Act (CPSA) is a law in New York
State that legalizes gestational surrogacy and provides a
simple path to establish legal parental rights for parents who

rely on assisted reproductive technology (ART) to have
children.

®» [nfroduces the new documentation to amend the birth
certificate:

» Acknowledgement of Parentage (AoP)
®» Surrogacy Agreement
» Order of Parentage

» Effective: February 15, 2021



The Child-Parent Security Act (cont.)

» Establishes legal criteria for gestational surrogacy
agreements that provide the strongest protections in the
nation for parents and surrogates, ensuring all parties
provide informed consent at every step of the process;

» Creates a Surrogates' Bill of Rights, to ensure the
unfettered right of surrogates to make their own
healthcare decisions, including whether to terminate or
continue a pregnancy, and that surrogates have access
to comprehensive health insurance and independent
legal counsel of their choosing, all paid for by the
intended parents; and

» Creates a streamlined process for establishing
parenthood when one of the individuals is a non-
biological parent



Benefits of establishing parentage:

» | egal record of the identity of both parents

®» Both parents’ names will appear on the birth certificate
» Better access to information on family medical history
» Fmotional benefit of knowing both parents

» Financial support, health or life insurance

» Right to inherit from the other parent
» Share child-related responsibilities
» Parental rights legally established




The Acknowledgement of Parentage (AOP)

» Formerly known as the Acknowledgement of Paternity — this
document continues to be a voluntary document to add
parental rights to the non-birthing parent.

®» Filing procedure remains unchanged

» Reminder: Search for the initial birth record before
accepting the AoP — carefully review what you have on file

» |f fthere is an amended birth record on file — REJECT the AOP

w» |f a secondary parent exists on the original birth cerfificate -
REJECT THE AOP

» Rejected AoPs are not sent to the Putative Father Registry
or the State Health Department




The Acknowledgement of Parentage (AOP)

= An Acknowledgment of Parentage is void at the time of signing if:

1. A person other than the parties signing the Acknowledgment of Parentage is a presumed
parent of the child due to marriage under New York Domestic Relations law;

2. The child has a legally recognized parent other than the parties signing the

Acknowledgment of Parentage due to an assisted reproduction agreement;

A court has already entered a judgment or order determining parentage for the child;

4, Another person has voluntarily acknowledged parentage for the child;

. A person signing the Acknowledgment of Parentage was a donor in an assisted

reproduction, and already signed a statement that the donation was not intended to result
in parental rights and responsibilities; or

6. A person signing the Acknowledgment of Parentage asserts that they have parental rights
due to an assisted reproduction agreement, but a court finds that the child was not
conceived through assisted reproduction.

==




Surrogacy Agreement

» A confractual agreement where intended parents utilize a
surrogate to have a child.

» The surrogate is never intended to be the parent of the child.

» The surrogacy agreement outlines who will be the legal parent of the
child to be placed on the birth certificate.*

» File the original birth record — BUT DO NOT issue the original birth
record (original record should be sealed)

» Note: Please continue to send the original birth certificate to DOH

» The State Health Department will issue an amended birth record to
the Local Registrar

» The Local Registrar should have a copy of the surrogacy agreement

» The %Jrrogocy agreement should be provided from the hospital, family,
or DOH

* (Just be aware of these circumstances in the surrogacy agreement)




Order of Parentage

» The Order of Parentage is an order issued by a court of
competent jurisdiction which legally establishes the
parents to a child

= This may occur at the time of birth or any time thereafter.

®» File the original birth record, but DO NOT ISSUE the
original birth record if both parents or the birth parent
are being altered

» Note: Please continue to send the original birth certificate to DOH

» The State Health Department will issue an amended
birth record if both parents or the birth parent are being
changed

» Be vigilant on what is being amended by the order of
parentage




Local Registrar Roles & Responsibilities

» |f you are made aware that a birth certificate is affected by an AoP, Surrogacy
Agreement or Order of Parentage, make sure you get a copy.

» Search your records to ensure that there is no current birth certificate on file.
» |f the AoP, Surrogacy Agreement or Order of Parentage effects an existing
parent on an existing birth certificate, DO NOT Amend the document.

» |fitis an AoP, please REJECT the AoP. Do not send the AoP to the Stafe Health
Department or the Putative Father Registry.

» Please inform the applicant that a court order will be needed to make the changes to the
birth certificate.

» |f the applicant continues to question, please send them to the State Health Department

» |f it is a Surrogacy Agreement or Order of Parentage - send them to the State Health
Department for an amendment

» Please seal the record.

®» Any questions — please contact the State Health Department.



New York State Contacts

» Questions about the birth certificate as it
relates to the AoP, Surrogacy Agreements
and/or Orders of Parentage

»The Dept. of Health/Bureau of Vital Records:
»\vr@health.ny.gov

» Questions about the AoP or the Putative
Father Registry only:

»The Office of Temporary Disability Assistance:
»ofda.sm.dcse.parentage@otda.ny.gov




Question & Answer

Please type your questions into the chat.




Thank you
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Gestational Surrogacy Fact Sheet

This fact sheet provides basic information about gestational surrogacy. Gestational surrogacy is a type of
surrogacy where the surrogate does not provide the egg for fertilization.

There is another type of surrogacy called "genetic surrogacy." This fact sheet does not cover genetic
surrogacy. Recent changes to laws in New York do not cover genetic surrogacy. For questions about genetic
surrogacy, talk with your health care provider or infertility specialist.

If you are interested in learning more about gestational surrogacy, visit the resources at the end of this sheet,
or talk with a health care professional or an attorney who specializes in surrogacy.

What is gestational surrogacy?

Gestational surrogacy is a process where one person, who did not provide the egg used in conception, carries
a fetus through pregnancy and gives birth to a baby for another person or couple. The person who carries the
fetus is called a "surrogate" or "gestational carrier." The person or couple who are seeking to parent the baby
or babies are called the "intended parent(s)."

Who chooses surrogacy to become a parent?

Many people choose surrogacy as a way to start or add to their family. Most commonly, intended parents are:

Not able to have children because of infertility;

Not able to safely give birth to a child because of health conditions;
Same-sex male couples;

Transgender individuals or couples; or

Prospective single males.

Who can be a surrogate?

Surrogates should have had healthy pregnancies in the past and a desire to help intended parents who are
unable to have children. A surrogate may carry a fetus for someone they don't know, or for a friend or
relative.

What does it take to be a surrogate or an intended parent?

Surrogates must be screened to make sure they are healthy enough to have a baby. Medical guidelines,
including Department of Health surrogacy screening guidelines, recommend that surrogates be between 21
and 45 years of age, have had at least one healthy pregnancy and a full-term delivery without complications.
Medical screening includes:

https://health.ny.gov/community/pregnancy/surrogacy/gestational_surrogacy_fact_sheet.htm Page 10of 5
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blood tests and other lab work;

a physical exam;

a psychosocial exam; and

consultation with the health care provider.

Other screenings may be ordered by health care providers who are experts in surrogacy and reproductive
health. These screenings help to make sure that the surrogate is medically appropriate to serve as a surrogate
and fully understands any potential risks.

Intended parents are screened to make sure they are ready to begin the surrogacy process. This includes
being physically, mentally and legally capable of parenting and can afford potential costs associated with the
SUrrogacy process.

If an intended parent is providing the egg or sperm, they may be screened for various health issues, as well as
genetic conditions. Genetic screening is not done to reveal physical characteristics not harmful to a baby, like
hair color, eye color or sex.

New York State law requires certain New York State residency requirements for the intended parent(s) and
surrogate (seeFamily Court Act § 581-402[a],[b]).

Who else is involved in the gestational surrogacy process?

e Attorneys: The surrogate and the intended parent(s) must be represented by separate legal counsel who
are licensed in New York State and have expertise in surrogacy matters. The attorneys draft and review
legal documents to make sure their client(s)' (the surrogate or intended parent(s)) interests are
protected. They also help their client(s) understand their rights and responsibilities included in the
surrogacy agreement.

e Surrogacy matching programs: Some intended parents may go through a surrogacy matching
program, also called a surrogacy agency. These programs:

o coordinate the many services that are part of the surrogacy process;

o work to make sure that everyone's interests are protected,;

o can refer the surrogate and intended parent(s) to attorneys who can help them with the legal
aspects of surrogacy;

o can refer the intended parents and surrogates to qualified health care providers.

In New York State, surrogacy programs must be licensed by the New York State Department of Health and
follow the Department's guidelines.

e Egg and sperm donors:Some intended parents choose to use sperm or egg(s) from a sperm or egg
bank. There are many reasons why they may choose to use donated sperm or eggs. In New York State,
gestational surrogates cannot donate their own eggs as part of a surrogacy agreement.

e Health care providers: Some health care providers specialize in surrogacy arrangements. These
providers include:

o An obstetrician or obstetrician/gynecologist (an OB/GYN): a doctor with training in pregnancy
and reproduction. They provide the primary medical care for the surrogate during the pregnancy.
Other health care providers, including nurse midwives, nurses and doulas may also be involved
in the surrogate's care.

https://health.ny.gov/community/pregnancy/surrogacy/gestational_surrogacy_fact_sheet.htm Page 2 of 5
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o A reproductive endocrinologist: an obstetrician who also has special training in diagnosing and
treating infertility. They use medical procedures like in vitro fertilization, or IVF, to help
surrogates become pregnant.

o A fertility clinic or IVF clinic: A group of providers who provide medical screening and services
required by those who need medical help to achieve a pregnancy.

e Mental health professionals: Mental health professionals meet with the surrogate and their partner (if
any) to make sure that they are emotionally prepared for the surrogacy process. This includes assessing
that they have thought through the potential emotional risks and the impact of the process on their
families. Intended parents also meet with mental health professionals, to make sure that they
understand the surrogacy process and are able to care for the child.

If I am using surrogacy, will others know about my health
information?

Privacy and confidentiality are very important. All professionals that work with surrogates and intended
parents must keep their client(s)' medical information private and confidential. They also cannot share
information about the child being born through surrogacy.

A surrogate may be asked to share information about their medical history and the health of the pregnancy
with the intended parent(s).

Surrogates and intended parents often meet in person before the pregnancy. They usually keep in contact
during the pregnancy. The intended parent(s) are usually at the hospital during the child's birth.

How does surrogacy work?

The first step in surrogacy is for the intended parent(s) to select a surrogate. The surrogate and intended
parent(s) are screened to make sure they are healthy (both physically and emotionally) and are able to
participate in the surrogacy process. Once a surrogate is matched with the intended parent(s), the parties work
with their separate attorneys to write, review, revise and sign the surrogacy agreement. This happens before
the start of any medical procedures (other than screening tests.)

The surrogacy agreement describes the rights and responsibilities of the surrogate and the intended parent(s)
and the promises (agreement) the parties are making to one another. New York State law is very specific
about the requirements of the agreement (seeFamily Court Act § 581-403). Surrogacy matching programs
and attorney for the surrogate and intended parent(s) must ensure that all requirements are met under New
York State law to ensure the agreement is legally binding and enforceable, and to best protect the interests
and rights of all parties to the agreement.

After the surrogacy agreement is signed, an embryo can be transferred into the surrogate through IVF. IVF is
a medical procedure where an egg is fertilized with sperm in a laboratory. This creates an embryo that is
transferred into the surrogate's uterus. The surrogate usually takes medication before the embryo is
transferred. This makes the IVF procedure more likely to result in a pregnancy.

What is included in a surrogacy agreement and required under New

https://health.ny.gov/community/pregnancy/surrogacy/gestational_surrogacy_fact_sheet.htm Page 3 of 5
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York law?

Surrogates have a right to the following, to be provided and paid for by the intended parent(s):

e the right to comprehensive health insurance coverage. This insurance must cover the surrogate through
the entire surrogacy process, from the time the surrogate takes any medications before or after the
embryo transfer, throughout the pregnancy, and for 12 months after the pregnancy ends (whether
resulting in the child's birth, stillbirth, or termination of the pregnancy);

a disability insurance policy;

a life insurance policy;

a comprehensive health insurance policy that covers mental health counseling; and

compensation for legal fees.

Surrogates also have the following rights under New York law:

e the right to select a health care professional of their own choosing;

e the right to terminate or continue the pregnancy;

e the right to make health and welfare decisions about themselves and the pregnancy, including the right
to reduce or retain the number of fetuses or embryos they are carrying;

e the right to receive compensation for the surrogacy, which must be held in escrow with an independent
escrow agent; and

e the right to be provided with a copy of the Surrogate's Bill of Rights.

The surrogacy agreement is a long document, and includes additional information related to the surrogacy
process.

Surrogacy matching programs and attorneys for the surrogate and intended parent(s) must refer to the full
legal requirements set forth in New York law, including but not limited to the requirements for a surrogacy
agreement, set forth in Family Court Act Article 5-C, Part 4, and the Surrogate's Bill of Rights, set forth in
Family Court Act Article 5-C, Part 6. The above lists are not intended to be exhaustive or serve as legal
guidance.

How much does surrogacy cost?

Surrogacy can be costly, and the price range varies. Costs can include legal fees, medical expenses, surrogacy
agency fees, the surrogate's compensation, and other miscellaneous expenses. Many surrogacy arrangements
cost between $60,000 and $150,000.

Are there risks with being a surrogate?

Yes, anyone considering surrogacy must be aware of the potential risks associated with being a surrogate.

There are health risks to the surrogate as with any pregnancy. Most pregnant people have mild or moderate
symptoms like nausea and vomiting, minor swelling, and fatigue. In rare cases, pregnant people experience
more serious medical complications, including death, even if they were healthy before becoming pregnant.
These risks will be discussed as part of the surrogacy process, and surrogates must be screened for possible
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health risks.

Getting routine health care during and after a pregnancy is an important part of the surrogacy process. This
may help identify any health problems before they become severe.

For more information on the health risks associated with pregnancy, talk with your health care provider or
visit Pregnant or Just Had a Baby? Know When to Call for Help - Fast!.

Being a surrogate can be time-consuming and emotional. If the surrogate is married, that person generally
must also be involved and willingly cooperate in the surrogacy arrangement. Although not genetically
related, the surrogate may become attached to the baby they are carrying. While most surrogates experience
joy and pride because of the vital role they play in assisting the intended parent(s) to have a child, some
surrogates may find the process emotionally challenging.

Are there risks to Intended Parent(s) using a surrogate?

There may be emotional and financial risks for the intended parent(s). For example, the intended parent(s)
can become emotionally attached to a surrogate but frustrated by their lack of control over the surrogate's
lifestyle and pregnancy. Also, there is no guarantee that the surrogate will become pregnant after the embryo
is transferred in their uterus, and each cycle of IVF can be costly. There may be complications during the
pregnancy which may put the surrogate's health, or the health of the fetus, at risk. Finally, there is no
guarantee that the pregnancy will go to term and or that the child will be born healthy.

Where can I find out more about infertility and surrogacy?

e American Society for Reproductive Medicine
e The National Infertility Association

https://health.ny.gov/community/pregnancy/surrogacy/gestational_surrogacy_fact_sheet.htm Page 5 of 5
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Surrogacy Programs and Assisted Reproduction Service Providers
Effective date: February 16, 2021

SUMMARY OF EXPRESS TERMS

This regulation implements the provisions of Part L of Chapter 56 of the Laws of 2020 that
are within the purview of the New York State Department of Health. Part L of Chapter 56 of the
Laws of 2020, among other things, added Article 5-C to the Family Court Act (judgments of
parentage of children conceived through assisted reproduction or pursuant to surrogacy
agreements), amended Public Health Law Article 42 (vital statistics), added a new Article 44 to
the General Business Law (regulation of surrogacy programs and assisted reproduction service
providers), added a new Article 25-B to the Public Health Law (gestational surrogacy), and
amended Public Health Law Article 43 (anatomical gifts).

These new provisions of law are intended to establish a parent-child relationship where the
child or children is/are conceived through assisted reproduction (““Child”), and a gestational
surrogate, an adult who is not an intended parent, enters into a surrogacy agreement to bear the
Child resulting from an embryo formed using gametes other than the surrogate’s. The Legislature
directed the Department to regulate surrogacy programs and assisted reproduction service
providers, the practice of gestational surrogacy, and the donation of ova to ensure the health and
safety of the surrogate, the egg donor and the Child born under gestational surrogacy agreements,
to ensure that the surrogacy agreement is ethical, and to ensure that surrogacy agreements are fair
to the parties that enter into them.

This regulation provides a process for the licensing of surrogacy programs, the
registration of gestational surrogacy assisted reproduction service providers, and the creation of a
surrogacy registry and an ova registry. This regulation also implements the requirements for the

Department of Health to establish gestational surrogacy guidelines and ova donation guidelines.
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Pursuant to the authority vested in the Commissioner of Health by Section 1404 of the General
Business Law and Sections 2599-cc and 4365(4) of the Public Health Law, the heading of Part
69 is amended and a new Subpart 69-11 of Title 10 (Health) of the Official Compilation of
Codes, Rules and Regulations of the State of New York, is added to read as follows, to be

effective upon filing with the Secretary of State:

The heading of Part 69 is amended to read as follows:
Part 69 — [Testing for Phenylketonuria and Other Diseases and Conditions/Early Intervention

Program/Newborn Hearing Screening] Family Health

A new Subpart 69-11 is added to read as follows:

Subpart 69-11. Surrogacy Programs and Assisted Reproduction Service Providers

§ 69-11.1 Definitions. As used in this Part:

(a) “Assisted reproductive technology service” or “ART service” means a medical procedure
intended to result in a pregnancy, including, but not limited to, in vitro fertilization
(including intracytoplasmic sperm injection), embryo transfer and gamete intrafallopian
transfer. This definition, for purposes of this Part, does not include artificial insemination,
the process by which fresh or frozen sperm sample is introduced into a vagina other than
by sexual intercourse.

(b) “Assisted reproduction service provider” means a medical provider, fertility clinic, or
reproductive tissue bank (which shall include a gamete bank), or any other entity which
either provides ART services in New York State or for which any component of the ART

services arranged by the entity is performed in New York State.
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(©)

(d)

(e)

®

(2

(h)

“Child” means a born individual of any age whose parentage may be determined under

Article 5-C of the Family Court Act or any other law.

“Donor” means an individual who does not intend to be a parent and provides

reproductive tissue used for ART procedures performed on recipients other than that

person or that person’s spouse, whether or not for consideration.

“Health commerce system” or “HCS” shall mean the Department's secure internet portal

used for communications and information exchange with organizations licensed

and certified by the Department and health care providers, or any successor system used

for such information exchange as required by the Department.

“Intended parent” means an individual, married or unmarried, who manifests the intent to

be legally bound as the parent of a Child resulting from ART or a surrogacy agreement.

“Surrogate” means an adult who is not an intended parent, who enters into a surrogacy

agreement to bear a Child resulting from an embryo formed using an egg other than their

own.

“Surrogacy program” means any person or entity licensed under this Subpart as a

surrogacy program.

(1) Persons or entities who arrange or facilitate transactions contemplated in a
surrogacy agreement under Article 5-C of the Family Court Act, regardless of
whether such agreement ultimately comports with the requirements of Article 5-C
of the Family Court Act, are required to be licensed as a surrogacy program.
under this Subpart if:

(1) such person or entity is doing business in New York;
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)
)

(i)

(iii)

the surrogate resides in New York State during the term of the surrogacy
agreement, or
any medical procedures under the surrogacy agreement are performed

within New York State.

A surrogacy program does not include the parties to a surrogacy agreement.

For the purposes of this definition, a person or entity is considered to arrange or

facilitate the transactions contemplated in a surrogacy agreement by performing

any of the following acts:

(1)

(i)

(iii)

(iv)

(V)

(vi)

(vii)

Planning or arranging the details of ART services with the intended
parent(s);

Setting the timeline for ART services; establishing the type of ART
services to be rendered; acquiring or coordinating the ART services of
third-party licensed professionals;

Recruiting and/or obtaining personal information regarding surrogates;
Making, negotiating, or completing the financial arrangements for ART
services;

Directing, being in charge or apparent charge of, or supervising, directly
or indirectly, the matching process between the intended parent(s) and
surrogates;

Directing, being in charge or apparent charge of, or supervising, directly
or indirectly, the ART services to be provided by another licensed person;
Using in connection with one’s name or employment the words or terms

99 ¢

“assisted reproduction,” “surrogacy,” or any other word, term, title, or
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picture, or combination of any of the above, that when considered in the
context in which used would imply that such person is engaged in the
practice of surrogacy program ownership or that such person is holding
themself out to the public as being engaged in the practice of providing
services related to matching intended parents with surrogates; or

(viii)) Managing or supervising the operation of a surrogacy program, except for
administrative matters such as budgeting, accounting and personnel,
maintenance of buildings, equipment and grounds, and routine clerical and
recordkeeping functions.

4) Surrogacy programs shall not include individuals or entities acting solely as
gamete or embryo donor programs; escrow agents providing escrow services
pursuant to a surrogacy agreement; insurance providers providing insurance
pursuant to a surrogacy agreement or providing insurance review services in
connection with a surrogacy arrangement; assisted reproduction service providers
providing medical services pursuant to a surrogacy agreement; mental health
providers providing mental health services in connection with a surrogacy
arrangement; or attorneys representing a party to a surrogacy agreement.

(1) “Owner” means any and all persons who, directly or indirectly, or acting by or through

one or more persons, owns a five percent or greater interest in a surrogacy program.

§ 69-11.2 Surrogacy program licensure.
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(a)

In order to operate a surrogacy program in New Y ork State, a person or entity must be

duly and currently licensed by the Department. As a condition for licensure, each owner

shall submit to the Department, on a form and in a manner prescribed by the Department:

(1)

)

)

proof of the program’s professional liability insurance or other appropriate

insurance coverage;

the program’s administrative policies and procedures, including:

() aconflict of interest policy satisfactory to the Department:

(i) p@licies and procedures to ensure that surrogacy agreements meet the
requirements of Article 5-C of the Family Court Act;

(ii1))  policies and procedures to ensure that the surrogate has given informed

consent for the surrogacy and is 2 fioidCAIINGRETSHSISCROHNRENd

(iv)  policies and procedures to monitor parties’ compliance with the terms of

compliance with Article 5-C of the Family Court Act; and
(v)  training materials for all surrogacy program staff.
a background investigation report from an independent licensed private
investigation company:
(1) demonstrating that the owners of the program, the individual functioning
as the chief executive officer, and the individual functioning as the chief

operating officer, regardless of adjudication, have never previously been
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(b)

(©)

convicted or found guilty of, or entered a plea of guilty or a plea of nolo
contendere to any offense involving racketeering, fraud, theft,
embezzlement, fraudulent conversion, or misappropriation of property;
and
(11) specifying any judgments and liens filed with the county clerk in counties
where the individuals identified in subparagraph (i) of this paragraph
worked and resided and all counties contiguous to those counties (within
the past 10 years); and
(4) a comprehensive credit report for each owner of the program.
Each applicant shall submit to the Department any other information as may be requested
under the Department’s application process for licensure, including information about the
owners of the program, the individual functioning as the chief executive officer, and the
individual functioning as the chief operating officer, such as allegations of malpractice,
actions taken against the individual’s license, hospital restrictions, criminal convictions,
civil and bankruptcy court actions, disputes settled through arbitration or alternative
dispute resolution, whether the individual is aware of being under investigation by a
governmental agency, whether a criminal charge or civil or administrative action is
currently pending against the individual, and termination from employment.
Changes of information.
(1) Any change in accuracy of the information provided under this section following
the date of licensure and prior to renewal of licensure shall be reported to the

Department.
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(d)

(2) Any failure to disclose a change of information within 30 days of the change shall
constitute grounds for the Department to revoke the license of such surrogacy
program pursuant to section 69-11.10 of this Part.

Each surrogacy program shall, as a condition of licensure, maintain and regularly monitor

an account for a program owner and at least one other program official on the health

commerce system.

§ 69-11.3 Surrogacy program owner information.

(a)

(b)

The surrogacy program shall provide, as a condition of licensure, business and owner

information to the Department such as:

(1) The business name, each business address, tax ID number, and date of
incorporation if applicable;

(2) The true full legal name, date of birth, driver license number, social security or
tax identification number, and home address of all owners;

3) Degrees, certifications and licenses or other professional designation of the
primary owner for the business and for all owners; and

4) Each business or occupation engaged in by all owners during the five years
immediately preceding the date of the application, including place of employment
and the location thereof.

Any material change in the information set forth in this section following date of

licensure and prior to the annual renewal of licensure shall be reported to the Department.
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(©)

(d)

(e)

Any failure to disclose a material change of information within 30 days of the change
shall constitute grounds for the Department to revoke the license of such surrogacy
program pursuant to section 69-11.10 of this Part.

When such change causes a new person to acquire a controlling interest in the surrogacy
program, such person must submit an initial application for licensure before such
purchase or acquisition may take place.

The owner of a licensed surrogacy program is responsible for designating staff to
regularly monitor and update, as needed, the surrogacy program’s business and owner

information.

§ 69-11.4 Surrogacy program conflicts of interest.

(a)

(b)

(©)

Surrogacy programs shall, as a condition of licensure, develop and maintain policies to

avoid conflicts of interest while facilitating, arranging, and engaging in the services

contemplated in a surrogacy agreement.

The surrogacy program’s conflict of interest policy shall apply to all personnel of the

surrogacy program, including but not limited to owners, employees, and contractors, who

help to facilitate, arrange, or engage in any service contemplated in a surrogacy

agreement.

Such conflict of interest policies shall prohibit, at a minimum, the following conduct:

(1) any sort of kickback or making or receiving a referral for a fee, except for fair
market value fees paid by a surrogacy program to an employee or independent
contractor of the surrogacy program solely for promoting the surrogacy program

and identifying potential surrogates;
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(2) fee-splitting;

3) financially benefitting from a referral, including a family member benefitting
from a referral;

(4) ordering or arranging for excessive tests, treatment, or use of treatment facilities
not warranted by the condition of the patient;

(%) making self-referrals, that is, referrals to health care providers with which the
surrogacy program has financial relationships (other than financial relationships
that would be commercially reasonable even if no referrals were made between
the parties); and

(6) entering into an arrangement with a clinical laboratory under which the clinical
laboratory does not directly bill the patient as required by Public Health Law

section 586.

§ 69-11.5 Surrogacy program informed consent.

(a) Surrogacy programs shall obtain written informed consent from all prospective parties to
the surrogacy agreement prior to entering into such agreement and shall develop and
implement an informed consent form. The informed consent form shall be written in
plain language and available in English, or the language the individual giving consent is
most proficient in reading, and shall include, at a minimum, the following:

(1) a statement that the surrogate has been informed that their name and address will

be kept on file by the surrogacy program;
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(2)  astatement that the surrogate has been advised of the option to voluntarily share
their information with the surrogacy registry upon completion of the surrogacy
agreement;

(3)  HIPAA-compliant authorization for disclosure of the surrogate’s relevant medical
history information to prospective intended parent(s) and their physicians,
consistent with statutory requirements for the disclosure of medical information;

(4)  aftatement that the surrogate has the right to terminate the surrogacy agreement
prior to becoming pregnant by means of assisted reproduction pursuant to Article
5-C of the Family Court Act;

(5)  astatement regarding the surrogacy program’s screening of prospective
surrogates, and the criteria assessed therein; and

(6)  acopy of the Surrogates” Bill of Rights, as set forth in Article 5-C of the Family

o

(b) Informed consent obtained pursuant to this section shall not constitute, or be a substitute

for, informed consent to any medical procedure, medication or other medical treatment.

§ 69-11.6 Gestational surrogacy guidelines.

(a) Each surrogacy program shall, as a condition of licensure, ensure thatall'assisted
reproduction service providers who work with surrogacy programs are registered with the
Department in accordance with this Subpart

(b) Policies and procedures for screening of gestational surrogates must be consistent with

the Department’s guidelines and best practices, which shall be published on the

Department’s website.

11
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(©)

(d)

Policies and procedures for screening and evaluation of intended parents must be
consistent with clinical best practices

The Department shall develop, and make available in eléétfonie forim maintained on the
Department’s website, ififormational material relating to'gestational surrogacy; which
shall be made available in hard copy by the surrogacy program and at no cost to all
prospective surrogates and prospective intended parents who contact the surrogacy
program or seek to enter into a surrogacy agreement with the surrogacy program

§ 69-11.7 Surrogacy registry.

(a)

(b)

(©)

At such time as the surrogacy program obtains a license, the surrogacy program shall, as

a condition of licensure, enroll in the Department’s surrogacy registry, the central

tracking registry of surrogates in New York State who have voluntarily agreed to

participate in such registry.

Upon enrollment in the surrogacy registry, the surrogacy program shall be provided with

a unique surrogacy program identifier code, which shall identify only the surrogacy

program’s business name and business address.

regardless of the surrogate’s prior participation in, or refusal to participate in, the

surrogacy registry. The surrogate shall be provided with written informational material,

written in plain language, regarding the surrogacy registry which shall indicate, at a

minimum, the following:
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(d)

(1
(2)

participation in the surrogacy registry is voluntary and consent can be revoked;

information will be de-identified; and

3)

the surrogacy program shall adhere to all state and federal laws regarding

confidentiality of private health information, and the surrogate may pursue

remedies against the surrogacy program under such laws for any illegal disclosure

of their confidential health information.

For any surrogate who indicates, by siened acceptance maintained on file with the

surrogacy program, that they wish to voluntarily participate in the surrogacy registry, the

surrogacy program shall request a unique, randomly generated surrogate identifier code

from the surrogacy registry. Upon being provided such surrogate identifier code by the

Department, the surrogacy program shall:

(1)

2)

)

SUfrogacy program, or otherwise associate such code with the surrogate’s

confidential record, for tracking purposes; and

generate a separate record, identified only with the surrogate identifier code,
indicating the number of times the person associated with such code has acted as a
sufogate and e lieal inforation o SUChSUROEAtE, which shall at a minimum

include the health screening criteria prescribed by the Department. Such unique

record shall be known as the “surrogacy registry record.”

submit the surrogacy registry record to the' Department, in a form and manner to

be determined by the Department.
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(e) The surrogacy program shall maintain the confidentiality of the surrogacy registry record
in‘accordance with all'applicable state and federal'laws, including Public Health Law

section 2599-cc(2).

§ 69-11.8 Effective date for surrogacy program licensure. Any agency, business, person or entity
that is required to be licensed as a surrogacy program under this Subpart shall apply and must be

approved for licensure pursuant to this Section prior to commencing operations.

§ 69-11.9 Surrogacy program licensure fees and renewals.
(a) Fees. Upon the filing of an initial application for a license pursuant to this Subpart, the

owner shall pay an application fee to the Department in the amount of $1,000.

(b) Renewals. Surrogacy program licensees shall renew their license annually by submitting

the information required to be submitted under this Subpart and a renewal fee in the

amount of $200. Applications for renewal shall be filed with the Department, in the form

and manner prescribed by the Department, 90 days prior to expiration of the current

license.

§ 69-11.10 Continuation of surrogacy program licensure.

(a) Licenses are not transferable or assignable. A licensee may invalidate any license by
delivering it to the Department, in the form and manner prescribed by the Department,
but such delivery does not affect any civil or criminal liability or the authority to enforce

this Subpart for acts committed in violation thereof.
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(b)

(©)

(d)

(e)

A licensee who is the subject of a voluntary or involuntary bankruptcy filing must report

such filing to the Department within seven business days after the filing date.

A surrogacy program’s license may be revoked, suspended, limited or annulled by the

Department upon a finding that:

(1) the owner misrepresented or failed to disclose information required to be provided
by this Subpart;

(2) the owner, or any employees, contractors, or other personnel under the direction
and control of the surrogacy program, failed to adhere to any requirements of
Article 44 of the General Business Law or this Part; or

3) the owner, or any employees, contractors, or other personnel under the direction
and control of the surrogacy program, through action or act of omission, placed
parties to a surrogacy agreement or the Child intended to be born under the
surrogacy agreement in danger of harm of any kind, or otherwise violated the
requirements of this Subpart or any guidelines or standards required to be issued
by the Department pursuant to law.

No surrogacy program’s license may be revoked, suspended, limited or annulled by the

Department without affording the surrogacy program an opportunity to request a hearing

pursuant to Part 51 of this Title.

Any person or entity that is required to be licensed as a surrogacy program under this

Subpart that continues to operate after the effective date of this Subpart without obtaining

a license from the Department, or that continues to operate following the revocation,

suspension, or annulment of their license, or that operates contrary to limitations placed

on their license pursuant to this section, shall be considered to be operating a fraudulent

15



business, and the names of the owner or owners associated therewith shall be referred by
the Department to the Office of the Attorney General for investigation and possible

prosecution.

§ 69-11.11 Assisted reproduction service provider registration.

(a)

(b)

(©)

service provider'is registered with the Department. [n order to register with the

Department as an assisted reproduction service provider, an assisted reproduction service

provider shall provide to the Department in a form acceptable to the Department:

(1) information demonstrating that the assisted reproduction service provider is
licensed to operate as a tissue bank under to 10 NYCRR section 52-2.1;

(2)  information regarding any other health care practitioner or health care facility
licenses held by the assisted reproduction service provider or the health care
practitioners who work for the assisted reproduction service provider;

(3)  information regarding the assisted reproduction service provider’s health
commerce system account; and

(4)  the types of procedures, and an estimate of the number of each type of procedure
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(©)

(d)

intended parents. Policies and procedures for screening of gestational surrogates must be
consistent with the Department’s guidelines and best practices, which shall be published
on the Department’s website. Policies and procedures for screening and evaluation of
intended parents must be consistent with clinical best practices.

Assisted reproductive service providers already providing ART service as of the effective

date of this Subpart shall have 120 days to comply with this Part.

Upon a change of ownership of an assisted reproductive service provider, within 30 days,
such new owner shall update the information that the assisted reproductive service

provider is required to submit to the Department by this Part.

§ 69-11.12 Assisted reproduction service provider conflicts of interest.

(a)

(b)

(©)

The assisted reproduction service providers shall develop and maintain policies to avoid

conflicts of interest while facilitating, arranging, and engaging in the services

contemplated in a surrogacy agreement.

The assisted reproduction service provider’s conflict of interest policy shall apply to all

personnel of the assisted reproduction service provider, including but not limited to

owners, employees, and contractors.

Such conflict of interest policies shall prohibit, at a minimum, the following conduct:

(1) any sort of kickback or making or receiving a referral for a fee under Education
Law section 6530(18) or any other state or federal law;

(2) fee-splitting under Education Law section 6530(19);

3) financially benefitting from a referral under Education Law section 6530(17);
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4) ordering or arranging for excessive tests, treatment, or use of treatment facilities

~

not warranted by the condition of the patient under Education Law section
6530(35);

5) making self-referrals under Public Health Law Article 2, Title 2-D; and

~

6) entering into an arrangement with a clinical laboratory under which the clinical

~

laboratory does not directly bill the patient as required by Public Health Law

section 586.

§ 69-11.13 Assisted reproductive service provider informed consent and applicability of
reproductive tissue bank regulations. All assisted reproduction service providers shall adhere to
all applicable tissue bank regulations set forth in Part 52 of this Title, including but not limited to

the informed consent requirements therein.

Y 69-11.14 Ova donation guidelines.
(a)

~
o
~
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§ 69-11.15 OValdonationN eSSy .

(a)  Any assisted reproduction service provider that performs ova donor evaluation and
selection shall enroll in the Department’s ova donation registry, the central tracking
registry of ova donors in New York State who have voluntarily agreed to participate in
such registry.

(b)  Upon enrollment in the ova donation registry, the assisted reproduction service provider
shall be provided with a unique identifier code, which shall identify only the assisted
reproduction service provider’s facility identification number as issued by the
Department, business name, and business address.

(¢)  Following retrieval of oocytes from the donor who is not also the intended parent, the
assisted reproduction service provider shall ask the donor whether they would like to
participate in the ova donation registry. The donor shall be provided with written
informational material regarding the ova donation registry which shall indicate, at a
minimum, the following:

~
—
~
=
2
[¢]

b

o
=
o,

~
—_

2)

b

~

3)
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(d)  Forany donor who indicates, by signed acceptance maintained on file with the assisted
reproduction service provider, that they wish to voluntarily participate in the ova
donation registry, the assisted reproduction service provider shall request a unique donor
identifier code from the ova donation registry. Upon being frovide@i§liéhi donor identifier
code, the assisted reproduction service provider shall:

(1) attach such code to the donor’s confidential record maintained by the tissue bank,
or otherwise associate such code with the donor’s confidential record, for tracking
purposes; and

2)

fRiSITitle! Such unique record shall be known as the “GValdonatioNTeSiSty

record.”

(e)

‘ H
=
o
=]
N
(oY)
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N
—~
N
—
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~—
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Statutory Authority:

Section 1404 of the General Business Law directs the Department of Health (Department)
to promulgate regulations to implement the requirements of General Business Law Article 44 by
regulating surrogacy programs and assisted reproduction service providers.

Section 2599-cc of the Public Health Law directs the Department to promulgate
regulations on the practice of gestational surrogacy.

Section 4365(4) of the Public Health Law directs the Department to promulgate

regulations on the donation of ova.

Legislative Objectives:

Part L of Chapter 56 of the Laws of 2020, among other things, added Article 5-C to the
Family Court Act (judgments of parentage of children conceived through assisted reproduction or
pursuant to surrogacy agreements), amended Public Health Law Article 42 (vital statistics), added
a new Article 44 to the General Business Law (regulation of surrogacy programs and assisted
reproduction service providers), added a new Article 25-B to the Public Health Law (gestational
surrogacy), and amended Public Health Law Article 43 (anatomical gifts).

These new provisions of law are intended to establish a child’s relationship to his or her
parents where the child is conceived through assisted reproduction, and a gestational surrogate, an
adult who is not an intended parent, enters into a surrogacy agreement to bear the child resulting
from an embryo formed using eggs other than their own. The Legislature directed the Department
to regulate surrogacy programs and assisted reproduction service providers, the practice of

gestational surrogacy, and the donation of ova to ensure the health and safety of the surrogate, the
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egg donor and the children born under gestational surrogacy agreements, to ensure that the
surrogacy agreement is ethical, and to ensure that surrogacy agreements are fair to the parties that

enter into them.

Needs and Benefits:

Licensing and regulation of surrogacy programs and assisted reproduction service
providers will protect the donors, surrogates, and the children who are born under gestational
surrogacy agreements. There have been documented cases in which the owners of businesses that
broker surrogacy agreements have misappropriated and absconded with client funds and
otherwise inadequately or negligently administered their programs to the detriment of their
clients, including the donors and surrogates. These licensure requirements for surrogacy
programs in New York State will reduce incompetence and fraud in the operation of businesses
that arrange gestational surrogacy agreements.

Gestational surrogacy provides an opportunity for New Y orkers to become parents
despite circumstances in which pregnancy is either biologically not possible or
medically contraindicated. Although gestational surrogacy increases opportunities for family
building, it also involves medical, psychosocial, fiscal and ethical considerations, as well as legal
complexities. These regulations provide a framework to address these important considerations

and establish protections for gestational surrogates and intended parents.
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COSTS:
Costs to Regulated Parties:

Surrogacy programs will have to pay a $1,000 fee to become licensed and a $200 annual
fencwalteeyandtheywilllifcufthelcostsiofbecominglicensed. Assisted reproduction service
providers are already regulated as health care providers, and this regulation will not increase
their costs significantly.

It is entirely voluntary to enter into a surrogacy agreement, and this regulation will not
significantly affect the cost of doing so. Rather, this regulation will help ensure that surrogacy

agreements are commercially reasonable for payer and payee.

Costs to Local Governments:
Local governments will incur no costs under this regulation, as it will have no effect on

the administration of local government.

Costs to the Department of Health:

The New York State Department of Health will devote the cost of approximately one
grade 23 full time equivalent to the administration of this new program, which may be partially
offset by the collection of surrogacy program licensing fees. The cost to the Department is the
result of Laws of 2020, Chapter 56, Part L, not the implementation of the law with this
regulation, which the Department is required to promulgate under Laws of 2020, Chapter 56,

Part L.
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Paperwork:

fegardingtheifbusifess. Surrogacy programs will be required to submit information to the
Department in order for the Department to maintain the surrogacy registry, and assisted
reproduction service providers will be required to register with the Department, submit
information about the types and numbers of procedures performed in connection with gestational
surrogacy agreements and submit information to the Department in order for the Department to
maintain the ova donation registry. Such paperwork is the result of the Laws of 2020, Chapter

56, Part L, rather than these regulations.

Local Government Mandates:

This regulation imposes no mandates on local governments.

Duplication:

These regulatory amendments do not duplicate any New York State or federal rules.

Alternatives:

The alternative would be to not promulgate this regulation. However, this alternative
would be contrary to Laws of 2020, Chapter 56, Part L, which requires the Department to
promulgate this regulation. The regulation was written to impose the least burden on regulated

parties and to reduce costs to the taxpayers, while protecting the health and safety of donors,
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surrogates, and the parties to surrogacy agreements, as well as the children who are born under

surrogacy agreements.

Federal Standards:
There are no federal statutes or regulations that apply to the subject matter of this

regulation.

Compliance Schedule:

comply with the regulation within 120 days.

Contact Person: Katherine Ceroalo
New York State Department of Health
Bureau of Program Counsel, Regulatory Affairs Unit
Corning Tower Building, Room 2438
Empire State Plaza
Albany, New York 12237
(518) 473-7488
(518) 473-2019 (FAX)
REGSQNA@health.ny.gov
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REGULATORY FLEXIBILITY ANALYSIS

Effect on Small Business and Local Government:

There are currently no surrogacy programs operating in New York. It is not known how
many surrogacy programs will begin providing services when the Laws of 2020, Chapter 56, Part
L go into effect. However, many are anticipated to be small businesses. It is also not known how
many currently licensed tissue banks will choose to register as assisted reproduction service
providers, but some are likely to be small businesses.

This regulation has no effect on local government.

Compliance Requirements:

Small businesses wishing to operate surrogacy programs and assisted reproduction
service providers will be subject to the same requirements as larger businesses. They must
submit information to the Department and comply with the other requirements in this regulation
to become licensed. Surrogacy programs will be required to submit information to the
Department in order for the Department to maintain the surrogacy registry, and assisted
reproduction service providers will be required to submit information to the Department in order

for the Department to maintain the ova donation registry.

Professional Services:
It is expected that regulated parties will need the assistance of attorneys or other
consultants in order to comply with Laws of 2020, Chapter 56, Part L and this regulation, which

implements that law.
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Compliance Costs:
Surrogacy programs will have to pay a $1,000 fee to become licensed and a $200 annual
renewal fee. Assisted reproduction service providers are already regulated as health care

providers, and this regulation will not increase their costs significantly.

Economic and Technological Feasibility:

There are no economic or technological impediments to the rule changes.

Minimizing Adverse Impact:

The proposed regulations are required to implement Laws of 2020, Chapter 56, Part L.
They are intended to impose the least burden on regulated parties and to reduce costs to the
taxpayers, while protecting the health and safety of donors, surrogates, and the parties to

surrogacy agreements, as well as the children who are born under surrogacy agreements.

Small Business and Local Government Participation:

Stakeholders, including the American College of Obstetricians and Gynecologists
(ACOG), the American Society for Reproductive Medicine (ASRM), Resolve: The National
Infertility Association, and the American Bar Association, were consulted in the development of

these regulations.
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RURAL AREA FLEXIBILITY ANALYSIS

Types and Estimated Numbers of Rural Areas:

This rule applies uniformly throughout the state, including rural areas. Rural areas are

defined as counties with a population less than 200,000 and counties with a population of

200,000 or greater that have towns with population densities of 150 persons or fewer per square

mile. The following 43 counties have a population of less than 200,000 based upon the United

States Census estimated county populations for 2010 (https://www.census.gov/quickfacts/). At

present, it is unknown how many surrogacy programs and assisted reproduction service

providers will be located in these counties.

Allegany County
Cattaraugus County
Cayuga County
Chautauqua County
Chemung County
Chenango County
Clinton County
Columbia County
Cortland County
Delaware County
Essex County
Franklin County
Fulton County
Genesee County
Greene County

Hamilton County
Herkimer County
Jefferson County
Lewis County
Livingston County
Madison County
Montgomery County
Ontario County
Orleans County
Oswego County
Otsego County
Putnam County
Rensselaer County
Schenectady County
Schoharie County

Schuyler County
Seneca County

St. Lawrence County
Steuben County
Sullivan County
Tioga County
Tompkins County
Ulster County
Warren County
Washington County
Wayne County
Wyoming County
Yates County

The following counties have a population of 200,000 or greater and towns with

population densities of 150 persons or fewer per square mile. Data is based upon the United

States Census estimated county populations for 2010. At present, it is unknown how many

surrogacy programs and assisted reproduction service providers will be located in these counties.

Albany County
Broome County
Dutchess County
Erie County

Monroe County
Niagara County
Oneida County
Onondaga County
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Saratoga County
Suffolk County
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Compliance Requirements:

Individuals and entities in rural areas wishing to operate surrogacy programs and assisted
reproduction service providers will be subject to the same requirements as regulated entities in
non-rural areas. Such entities must submit information to the Department and comply with the
other requirements in this regulation to become licensed. Surrogacy programs will be required to
submit information to the Department in order for the Department to maintain the surrogacy
registry, and assisted reproduction service providers will be required to submit information to the

Department in order for the Department to maintain the ova donation registry.

Professional Services:
It is expected that regulated parties will need the assistance of attorneys or other
consultants in order to comply with Laws of 2020, Chapter 56, Part L and this regulation, which

implements that law.

Compliance Costs:
Surrogacy programs will have to pay a $1,000 fee to become licensed and a $200 annual
renewal fee. Assisted reproduction service providers are already regulated as health care

providers, and this regulation will not increase their costs significantly.

Minimizing Adverse Impact:

The proposed regulations are required to implement Laws of 2020, Chapter 56, Part L.

They are intended to impose the least burden on regulated parties and to reduce costs to the
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taxpayers, while protecting the health and safety of donors, surrogates, and the parties to

surrogacy agreements, as well as the children who are born under surrogacy agreements.

Rural Area Input:

Stakeholders, including the American College of Obstetricians and Gynecologists
(ACOG), the American Society for Reproductive Medicine (ASRM), Resolve: The National
Infertility Association, and the American Bar Association, were consulted in the development of

these regulations.
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JOB IMPACT STATEMENT
A Job Impact Statement for this regulation is not being submitted, because it is apparent
from the nature and purposes of the amendments that they will not have an adverse impact on

jobs and/or employment opportunities.
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EMERGENCY JUSTIFICATION

There have been documented cases in which the owners of business that broker surrogacy
agreements have misappropriated and absconded with client funds and otherwise inadequately or
negligently administered their programs to the detriment of their clients, including the donors and
surrogates. When Laws of 2020, Chapter 56, Part L, goes into effect on February 15, people in
New York may begin to enter into surrogacy agreements even if the Department does not
promulgate these regulations. There is a danger that the parties involved will not follow guidelines
and best practices relating to screening of surrogates and intended parents. There is also a danger
that guidelines and best practices relating to screening of ova donors will not be followed.

If these regulations are not in place when gestational surrogacy becomes legal in New
York, there is a danger that medical procedures will take place without the necessary investigation
and evaluation to promote a safe outcome for both the surrogate and the child who is born. The
surrogate must be given proper medical examination to assess the surrogate’s physical and mental
health in order to make sure the surrogate is suitable. A psychological assessment increases the
likelihood that the surrogate has the ability keep both the surrogate and the developing child
healthy through the pregnancy, labor and delivery. The surrogate’s physical and mental health
during gestation could affect the child's health and wellbeing. The age and reproductive history of
the surrogate should be evaluated prior to undertaking gestational surrogacy.

Surrogacy arrangements must not take advantage of people who may want to become
surrogates, and in the absence of these regulations, there is a danger that gestational surrogates
may not have all of the supportive services needed during and after the birth. Gestational
surrogates must have certainty that they will be fairly compensated and that the intended parents

will accept custody of the children regardless of the number, gender, or mental or physical
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condition. There is also a need to protect intended parents from entering into binding contracts that
could compromise the child’s health or not result in the person acting as surrogate voluntarily
surrendering custody to the intended parents upon the birth of the child. These regulations will
ensure that surrogacy arrangements comply with legal and ethical rules for gestational surrogacy.
In the absence of these regulations, the health and safety of gestational surrogates and
babies born under surrogacy agreements would be in serious jeopardy, and the State of New York
would have little leverage to take action against those responsible for the execution of unethical

surrogacy arrangements that result in bad health outcomes.

33



The Child-Parent Security Act: Gestational Surrogacy Agreements, Acknowledgment of Parentage and Orders of Parentage 5/7/21, 10:50 AM

The Child-Parent Security Act: Gestational
Surrogacy Agreements, Acknowledgment of
Parentage and Orders of Parentage

Overview

Vital Records may amend the names of the intended parents on birth records for all of New York State except
New York City. It does not have these records for New York City (the boroughs of Manhattan, Kings
(Brooklyn), Queens, Bronx, and Richmond (Staten Island)).

The Child-Parent Security Act

The Child-Parent Security Act (CPSA) is a law in New York State that legalizes gestational surrogacy and
provides a simple path to establish legal parental rights for parents who rely on assisted reproductive
technology (ART) to have children. The CPSA goes into effect on February 15, 2021.

The CPSA:

e Establishes legal criteria for gestational surrogacy agreements that provide the strongest protections in
the nation for parents and surrogates, ensuring all parties provide informed consent at every step of the
process;

e Creates a Surrogates' Bill of Rights, to ensure the unfettered right of surrogates to make their own
healthcare decisions, including whether to terminate or continue a pregnancy, and that surrogates have
access to comprehensive health insurance and independent legal counsel of their choosing, all paid for
by the intended parents; and

e Creates a streamlined process for establishing parenthood when one of the individuals is a non-
biological parent

The Act introduces new documentation to amend the birth certificate:

e Acknowledgement of Parentage (AoP)
e Gestational Surrogacy Agreement
e Order of Parentage

Acknowledgment of Parentage (AoP)

The following persons may sign an AoP:

e An unmarried person who gave birth to the child and another person who is a genetic parent;
e A married or unmarried person who gave birth to the child and another person who is an intended
parent of the child, in accordance with the Family Court Act Section 581-303, conceived through
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assisted reproductive technologies

The AoP is void if the following occur:

e A person other than the parties signing the Acknowledgment of Parentage is a presumed parent of the
child due to marriage under New York Domestic Relations law;

e The child has a legally recognized parent other than the parties signing the Acknowledgment of
Parentage due to an assisted reproduction agreement (an agreement with a gamete donor);

e A court has already entered a judgment or order determining parentage for the child;

e Another person has voluntarily acknowledged parentage for the child;

e A person signing the Acknowledgment of Parentage was a donor in an assisted reproduction, and
already signed a statement that the donation was not intended to result in parental rights and
responsibilities; or

e A person signing the Acknowledgment of Parentage asserts that they have parental rights due to an
assisted reproduction agreement, but a court finds that the child was not conceived through assisted
reproduction.

Filing:

An AoP must be submitted to either:
e the birth registrar (or representative) in the hospital where the child is born at the time of birth; or
e the local registrar in the registration district where the child was born.

e The local registrar will forward the documentation to the State Health Department where the birth
certificate will be amended to reflect the information in a valid AoP.

LDSS Acknowledgment of Parentage (PDF)
Use this form for adding the non-birth parent's name under the above-mentioned circumstances

Gestational Surrogacy Agreements

The first step in surrogacy is for the intended parent(s) to select a surrogate. The surrogate and intended
parent(s) are screened to make sure they are healthy (both physically and emotionally) and able to participate
in the surrogacy process. Once a surrogate is matched with the intended parent(s), the parties work with their
separate attorneys to write, review, revise and sign the surrogacy agreement. This happens before the start of
any medical procedures (other than screening tests.)

The surrogacy agreement describes the rights and responsibilities of the surrogate and the intended parent(s)
and the promises (agreement) the parties are making to one another. New York State law is very specific
about the requirements of the agreement (seeFamily Court Act § 581-403). Surrogacy matching programs
and attorneys for the surrogate and intended parent(s) must ensure that all requirements are met under New
York State law to ensure the agreement is legally binding and enforceable, and to best protect the interests
and rights of all parties to the agreement.

After the surrogacy agreement is signed, an embryo can be transferred into the surrogate through IVF. IVF is
a medical procedure where an egg is fertilized with sperm in a laboratory. This creates an embryo that is
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transferred into the surrogate's uterus. The surrogate usually takes medication before the embryo is
transferred. This makes the IVF procedure more likely to result in a pregnancy.

In New York State, the gestational surrogates have a right to the following, to be provided and paid for by
the intended parent(s):

e the right to comprehensive health insurance coverage ] This insurance must cover the surrogate
through the entire surrogacy process, from the time the surrogate takes any medications before or after
the embryo transfer, throughout the pregnancy, and for 12 months after the pregnancy ends (whether
resulting in the child's birth, stillbirth, or termination of the pregnancy);

a disability insurance policy;

a life insurance policy;

a comprehensive health insurance policy that covers mental health counseling; and

compensation for legal fees.

Surrogates also have the following rights under New York law:

e the right to select a health care professional of their own choosing;

e the right to terminate or continue the pregnancy;

e the right to make health and welfare decisions about themselves and the pregnancy, including the right
to reduce or retain the number of fetuses or embryos they are carrying;

e the right to receive compensation for the surrogacy, which must be held in escrow with an independent
escrow agent; and

e the right to be provided with a copy of the Surrogate's Bill of Rights.

The gestational surrogacy agreement is a long document, and includes additional information related to the
Surrogacy process.

Surrogacy matching programs and attorneys for the surrogate and intended parent(s) must refer to the full
legal requirements set forth in New York law, including but not limited to the requirements for a gestational
surrogacy agreement, set forth in Family Court Act Article 5-C, Part 4, and the Surrogate's Bill of Rights, set
forth in Family Court Act Article 5-C, Part 6. The above lists are not intended to be exhaustive or serve as
legal guidance.

Gestational surrogacy can be costly, and the price range varies. Costs can include legal fees, medical
expenses, surrogacy agency fees, surrogate's compensation (payments to a person acting as surrogate are
limited to the duration of the pregnancy and a recuperative period of up to eight weeks after the birth of any
child), and other miscellaneous expenses. Many surrogacy arrangements cost between $60,000 and $150,000.

Filing:
e A gestational surrogacy agreement must be submitted to the birth registrar in the hospital where the
child is born prior to or at the time of birth;

e The local registrar will forward the documentation to the State Health Department where the birth
certificate will be amended to reflect the information in a gestational surrogacy agreement.

Orders of Parentage
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A petition for judgment of parentage or non-parentage of a child conceived through assisted reproduction
may be initiated in Family Court by:

A child;

A parent;

A participant;

A person with a claim to parentage;

A social service official or other governmental agency authorized by other law; or

A legal representative for the individual who would have otherwise been entitled to bring a petition to
establish parentage from a child born through assisted reproduction or pursuant to a gestational
surrogacy agreement - but who is deceased, incapacitated, or a minor.

Court Clerk:

Shall submit a notification of an order of parentage to the State Health Department

Filing:
In addition to the notice from the Court Clerk, an Order of Parentage must be submitted:

e To the birth registrar in the hospital where the child is born at or prior to or at the time of birth; or

e To the local registrar in the registration district where the child is born; or

e The local registrar will forward the documentation to the State Health Department where the birth
certificate will be amended to reflect the information in the Order of Parentage.

Original Birth Certificate is sealed

The original birth certificate and all other documents relating to the changes will be retained in a sealed file.
Only the amended birth certificate will be released upon future requests for a certified birth certificate.

Local Registrars

Training Program

Pre-recorded training is available for the Child-Parentage Security Act / Acknowledgment of Parentage-
20210211 1505-1.

Please Note: The Webex Player must be installed on your computer for you to attend any of the webinar
presentations - recorded or live. Please see Instructions to Access Webex Webinar Training (PDF).

Documentation and Publications

Click the links below to open these PDF documents. You will need Adobe Acrobat Reader installed on your
computer to view PDF documents.Download the free Adobe Reader.
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e Power Point presentation for the Child Parent Security Act Training Session for Local Registrars (PDF)
e Consolidated Question and Answers from the Training Session (PDF)

Fees

The first copy of the amended new birth certificate is free to the birth parent.

For more information on the Gestational Surrogacy, Surrogacy
Screening Guidelines, Surrogates’ Bill of Rights and Ova and Oocyte
donation

For more information on Gestational Surrogacy, Surrogacy Screening Guidelines, Surrogates’ Bill of Rights
and Ova and Oocyte donation please see The Child-Parent Security Act: Gestational Surrogacy.

Notes

1. A surrogate who does not receive any compensation for the surrogacy may waive the right to have the
intended parent(s) pay for the health insurance policy and associated costs (e.g., co-pays). SeeFamily
Court Act § 581-402[7]); but see Family Court Act § 581-403(g).
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