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QOverview

e Problems with/for AHRC

e Current controversial
ethical I1ssues

e Future challenges for the
provinces
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. Problems with/tor AHRC

e Problems setting up Agency and Board of
Directors

e Work disparities: lots of work for Health
Canada; little work for Agency; no work
for Board

e Persistent failure to effectively address
ethical challenges

e Constitutional challenge
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Division o powers

e At federal level -- responsibility for AHR iIs shared
by Health Canada and AHRC.

e Controlled activities: “No person shall, except In
accordance with the regulations and a licence...”

e Health Canada is responsible for developing
policy and regulations under the Assisted Human
Reproduction Act.

e Assisted Human Reproduction Canada Is
responsible for administering and enforcing the

\wnd Its regulations. ¥ DALHOUSIE
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Health Canada

—

e 65. (1) The Governor in Council may make
regulations for carrying into effect the purposes
and provisions of this Act and, In particular, may
make regulations

(a) defining “donor”, in relation to an in vitro
embryo;

(b) for the purposes of section 8, respecting the giving
of consent for the use of human reproductive material
or an in vitro embryo or for the removal of human
reproductive material;

(c) for the purposes of section 10 and 11 ...
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One regulation

e Dec. 1, 2007: (Section 8) ‘Consent to Use’
regulations

e “Health Canada has decided to delay the
prepublication of draft regulations in
Canada Gazette, Part |, until an opinion
IS provided by the Supreme Court of
Canada on the constitutionality of parts
of the Assisted Human Reproduction Act”
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C 7
S. 24

AHR Act 2004

(@)
(b)
(©)

©)
©
(f)
(9)
(h)

exercise the powers in relation to
licences under this Act;

provide advice to the Minister on
assisted human reproduction ...;

monitor and evaluate the
developments within Canada and
internationally in assisted human
reproduction ...;

consult persons and organizations
within Canada and internationally

Collect, analyse and manage
health reporting information ...

Provide information to the public
and to the professions ...

Designate inspectors and analysts
for the enforcement ...

Do anything that is reasonably

necessary or incidental to
w the Agency’s objectives

(1) The Agency may:

Post Reference re: AHR Act

(b)
©)

(d)

()

(h)

provide advice to the Minister on
assisted human reproduction ...;

monitor and evaluate the
developments within Canada and
internationally in assisted human
reproduction ...;

consult persons and organizations
within Canada and internationally

Provide information to the public
and to the professions ...

Do anything that is reasonably
necessary or incidental to

achieving the Agency’s 18‘13{“\%?{915%%

objectives
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What has AHRC accomplished?

e Qutreach to AHR patients
e Established sub-committees

- Tri-partite Committee

- Science Advisory Panel

- Healthy Singleton Births Committee

- AHR/ART Related Outcome Committee
e Educational products (brochures/website)
e Meetings

- Workshop with CIHR and AHRC

- International Forum on Cross-Border AHR

- Multiple Births Roundtable

- Oncofertility Symposium

: : . @ DALHOUSIE
o nt to Use regulations -- implementation UﬁIX-E'Rﬁ-TdY
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ASSISTED
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CANADA:
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What has AHRC NOT accomplished:?

e AHRC has not been able to
effectively address threats to
the health and safety of o
donors, patients, children e
born of AHR. Not been able to CANADA
ensure: e
- standards are followed

- prohibitions are enforced
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S. 30. The board of directors ...

AHR Act 2004 Post Reference re: AHR Act
30. ... is responsible for the overall e 30. ... is responsible for the overall
management of the Agency, including management of the Agency, including

(a) the provision of advice to the (a) the provision of advice to the
Minister on assisted human Minister on assisted human
reproduction and other matters to reproduction and other matters to
which this Act applies, or on any which this Act applies, or on any
matter referred to the Agency by matter referred to the Agency by
the Minister; the Minister;

(b) the approval of the Agency's goals (b) the approval of the Agency's goals
and operational policies; and operational policies;

(c) the approval of the Agency's (c) the approval of the Agency's
budget; and budget; and

(d) the evaluation of the Agency's (d) the evaluation of the Agency's
performance. performance.

(a), (b), and (c) are non-delegable (a), (b), and (c) are non-delegable
powers powers
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What has Board accomplished?
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Proolem of

Before public complaints

Assisted Human Reproduction
Canada

MINISTER OF HEALTH

President
Dr. Elinor Wilson

Licensing, Inspection ‘Planning, Communications |
and PHIR and Outreach

| Strategic Planning

Communications
and Outreach

| Licensing and Inspection
Personal Health
Information Registry

Corporate Services

Corporate Secretariat

Chief Science Advisor

August 2010

-

J

dle hands

(Minds)

After public complaints

Assisted Human Reproduction Canada

Minister of Health
Board of Directors
Dr. John Hamm
Chief Science Advisor Corporate Secretariat

President
Dr. Elinor Wilson

Compliance Planning, Communications
and Enforcement and Outreach
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AFRC Resignations
e March 18, 2010 Baylis (ethics)
e March 28, 2010 Slater (health

policy)
e May 30, 2010 Ryll (patient)

e Cannot adequately fulfill the
mandate

e Requested an interview with the
PMO - denied (Summer 2010)

e Testified before the Standing
Committee on Health (Oct 28,
2010)
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Board members flee federal agency
By CHRISTINA SPENCER, PARLIAMENTARY BUREAU Copyright ® 2010 Ottawa Sun All Rights Reserved
Last Updated: June 2, 2010 6:09pm

OTTAWA - Three recent resignations from the board of a federal agency meant to police fertility clinics and research have sparked
allegations of lack of transparency and calls for an investigation.

MDP health critic Megan Leslie will ask a parliamentary committee next week to examine the situation at Assisted Human Repreduction

Canada, after the agency's board of directors lost its consumer representative, Irene Ryll; policy expert Barbara Slater; and ethicist
Francoise Baylis.

In their resignation letters, Ryll and Slater e~id &=
00T andd ==--

National Post

‘Red Flag’ raised at
fertility agency

Tom Blackwell, National Post - Tuesday, Apr. 20, 2010

uble getting details on sp
t spent only about half

National Post g e

sontracts,” Ryll wrote
Third board member

quits fertility
industry watchdog

Tom Blackwell, Mational Post
Monday, May 31, 2010 |
ber has suddenly quit the
i da's thriving
meant fo police Capa s th
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and its controversial record,
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ed in her
parents using reproductive technology, hand

i ird director
signation OVer the weekend, becoming the third dire
re
in 2-1/2 months ©@ [

eave Agsisted Human Reproduction
Canada (AHRC).

dark
d departures add 1o
Outside experts say the unheraidev wr?:h has failed to even

the three-year-oid agenc ” ! e
(k:::l:l::\s‘rt(::rey task of regulating the_ fertility business.
angannuai pudget of about $10-million.

anding at the agency, which began operations in
because it still awaits enforcement

<factory replies to concerns and
Loard members who are
<qgr that satisfies

Two respected board members of a controversial federal agency have
unexpectedly quit, raising new questions about a three-year-old
organization that has yet to fulfill its key role of policing Canada's
growing fertility industry.

The two former directors refused to comment on why they had
stepped down, with one citing a “sweeping” gag order they had to sign
when they joined Assisted Human Reproduction Canada in 2007.

troubled federal
fertility industey,
he organization

Another board mem

Outside observers, though, say they were among just a few board
membpers without clear political leanings, or ties to fertility clinics
and pharmaceutical companies.

The agency, with an annual budget of about $12-million, has been

criticized repeatedly for its lack of action on regulating the fertility
business.

"This is a critically important agency,” said Jocelyn Downie, an
ethicist at Dalhousie University in Halifax. "Are we losing the
independent, non-ideclogical voices? | don't know. But when you
look at the profiles, that is a legitimate question to ask ... Why have
these people left, and what does it leave us with as a board?”

Health Canada, speaking on behalf of the agency, said yesterday it
was not able to comment yet on the resignations or the secrecy
around them.

i f the
» ggid Diane Allen, head o
" jously @ Mess, said 2n, head ®
\lr:'izr(:itl?wml\legvorkl an advocacy orgamzahc:t:c f!::g g
investigation of explanation oug.ht to be f: gy
l' bout the creation of human life, and the p
is al

il tieny
flaw]iz to safeguard the health and safety of fertility pa

is charged
and the children born to them, and the agency I8 o

with overseeing that”

Frangoise Baylis, Canada research chair in bioethics and philosophy
at Dalhousie University, confirmed that she resigned on March 18,
saying in an email exchange that “| was unable to meet what |
believe to be the responsibilities of a board member.”

Ms. Ryl could not be reach
comes after the resignations

i e Uni
Baylis, 2 Dalhousie
Ba&rtba‘ra Siater, a former health
Ontario Qovemment

She said she could not explain her reasons any further because of
the confidentiality agreement she signed three years ago, adding

that the only way she could openly discuss the agency would be as
a witness before a parliamentary committee.

“I really do believe there is a story here, but | have to stay true to this

“Really important expertise and perspectives are no confidentiality agreement,” she said.

2 ;o sa yn e, 2 o-ethicis
i DCe D
th table d J | OWIIE anott b th

serious problem.”

Barbara Slater, a former manager of health sciences policy with the
Ontario Health Ministry, also resigned recently, and also refused to
comment an why.
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Fertile ground for waste and futility

By MINDELLE JACOBS Copyright © 2010 Edmonton Sun All Rights
Reserved

Last Updated: June 4, 2010 12:00am

Most government departments and agencies strive to spend as much
money as possible so they don't lose funding the next year.

In stark contrast, the body that regulates the use of donated sperm, eggs
and embryos actually put money back in the federal piggy bank.

Yes, folks, Assisted Human Reproduction Canada (AHRC) only spent
$5.2 million of its $12.4 million budget in 2008-09. It gave the leftover
money back to the government

Howto ““The ones with real knowledge and e

32222‘1 expertise are no longer there..” activities,

It's supposed to enforce the regulations of the Assisted Human
Reproduction Act, passed in 2004, but there are virtually no regulations in
place after all these years.

As University of Calgary bicethicist Dr. lan Mitchell quips: “It's a void.
MNothing is happening.”

And not much is going to happen until the

constitutional chall=
Head of reproductive agency

defends travel

ER, PARL
© 2040 Toronto Sun A

|AMENTARY BUREAU
| Rights Reserved

4. June 15, 2010 3:47pm
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National Post

Disband Canada's
fertility-industry watchdog

Leona Aglukkag, the minister, said the regulatory process has been
frozen because of a court challenge of the assisted-reproduction
legislation by the Quebec government Reuters/Blair Gable

Tom Blackwell: Tuesday, Jun. 15, 2010

The federal health minister and her officials came under intense pressure from
opposition critics over a controversial fertility-industry watchdog on Tuesday, with
one MP suggesting Assisted Human Reproduction Canada actually be
disbanded because it is doing so little with its budget of $5-10-million a year,

Carolyn B=nnett, the Liberal health critic, noted that the government has yet to
passregl " ~raanization to carry out its key roles of licensing and

(0]

inspectin g 7 Can Yoy h ‘=~ renroduction-related research.
re, Ave N

€ re Ulatio an agenc ~a vears,

she said. “How can you have an v ns that dOn‘t y lro axist,”
eXISt_ i

That raises -

Ms. Bennet asked.

“We don't seem to be looking after the people this legislation is supposed to
support.” Leona Aglukkag, the minister, said the regulatory process has been
frozen because of a court challenge of the assisted-reproduction legislation by the
Quebec government. The Supreme Court of Canada has been considering the

case for over a year.

Ms. Bennett, though, noted that the legal challenge does not deal with some

important aspects of the law the agency is supposed to

enforce — such as the sale of sperm, eggs and embyos. MPs also suggested that
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board of up to 13 members
e President: Dr. Elinor Wilson (CEO, PHAC)

e Chairperson: Dr. John Hamm (Past Premier NS)

e Vice Chairperson: Dr. Albert Chudley (Medical
geneticist)
e Directors
- Dr. Joseph Ayoub (Hemato-oncologist)
- Theresa Kennedy (President of TEK Inc.)
- Dr. David Novak (Jewish studies)
- Dr. Suzanne Rozell Scorsone (works for

~whdioce3e of Toronto) §f DALHOUSIE
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1. Controversial ethical i1ssues

e Effective regulation
of AHR practices and
management of
health information

e Anonymity of gamete
donors

e Reproductive travel
e Black market in eggs
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Sperm donor mix-up: Where
do these two girls come from?

Amber Kanwar - Satarday, Sep. 25, 2010

He was known only as donor number 3168, a laboratory
identity with flesh-and-hlood consequences.

Three years ago, Trudy Moore found that her daughter,
Samantha, conceived using her hushand’s sperm and her sister
as a surrogate, was not a genetic match to her hushand. Frantic
for answers, she confronted her doctor, who suggested in
e-mails to Ms. Moore that he may have contaminated her
hushand’s sample —possibly with 3168.

Determined to find out, Ms. Moere censulted an enline
registry which connects donor-conceived children with others
conceived using the same donor. There she found Jlacqueline
Slinn, a patient of the same doctor and a single mother whose
daughter Bridget was supposed to have been conceived using
donor 3168. Ms. Mocre asked to test Samantha against
Bridget to see whether their DNA matched.

The results stunned hoth of them: The two girls are not related
—ner is either a match to 3168.

And the enly federal regulatory body with the power to
investigate what happened is paralyzed by a court challenge,
leaving the thousands of Canadians who use assisted
reproductive technologies each year without an effective
watchdog.

Fertility lawsuits name Ottawa doctor

Two families want to rule out possibility Barwin

was sperm donor
BY AMDREW DUFFY, THE OTTAWA CITIZEH =EFTEMBEF 14, 2010
Two local families have asked the Superior Court of Justice to arder DRA

testing of a celehrated Ottawa fedility specialist to determine whether his
sperm was used to create their children.

Dr. Morman Barmwin and the clinic he founded, the Broadview Fedility Clinic,
have been named in two unusual lawsuits.

The suits contend that Barwin inseminat ed two wormen with the wrong sperm
samples.

In baoth cases, the families ask the court to order Bamin to he tested "to
canclusieely rule out the passhility that he is the donor whaose sperm was
used”

The lawsuits seek a total of $3 million in damages. Hone of their allegations have
been proven in court,

Through his 2wy er and in court documents, Banwin, has denied all allegations of
swrongdoing, including using his own spermtoinseminate the women.

He has asked the court to dismissthe cases.

Barwin's lawy er, Karen Hamway, said the physician cannot comment further
because of patient confidentiality. "They (patients) can waive confidentiality for
thermselves, butthe doctar is nat permitted to waive t at any time," Harmweay said USIE

M onday.
SITY
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s b i imo i
has a father an g 1 Nanaimo in Mareh of 1982, said she

d mother and is not looking for another father.

| want the choice of knowing if | can meet him,”

outside coyn. she told reporters
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er the law. ¥
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C. Supreme Court Justice Elaine Adair, =

T

sperm-donor father

25 October 2010 By Antony Blackbum-Starza

A Canadian woman conceived through donor insemination_has been allowed to bring legal action against the province of
British Columbia to obtain information about her biological heritage, which may include the identity of the spaerm donor
involved in her conception.

Olivia Pratten argues British Columbia has failed to protect her right to know the identity of her biological father and that
she is entitled to information regarding her conception, which is important to her psychological well-being. She claims
British Columbia failed to legislate to ensure donor records are preserved and says there is an inequality under the law in
a person's right to know their biological heritage between donor conception and adoption.

Even if records regarding her own conception no longer exist, the court felt satisfied a declaration may resolve
controversy surrounding the rights of donor-conceived individuals. In permitting the case to proceed to trial, the
Honourable Madam Justice Gropper sitting in the Supreme Court of British Columbia said: 'This is a serious matter, and
the plaintiff and others are directly affected'. She added: 'She has satisfied me that there is a serious issue to be tried,;
that her position that the province has failed to enact protective legislation in respect of gamete donors is one which

affects Ms Pratten directly or she has a genuine interest in protecting'.
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THE HUMAN EGG TRADE

How Canadass fertility lazws
are fa

1 donors, doclors, and parents

=| n the spring of 2006, Heather

= Cox got an unexpected phone

| call from a Toronto fertility

= clinic. Three years earlier, she
had donated eggs anonymously
to a gay couple through the
clinic. Now the same couple
wanted a full sibling for their
child. Would she consider
providing eggs again?
She hesitated. Her first
experience had been extremely
unpleasant. A few days after the
eggs were re(rieved, her
abdomen had filled with fluid. “T
looked nine months pregnant,”
she says. After fainting in the
shower, she called the clinic, and
they advised her to come back in
to have the fluid drained. She
did, but 1t took a full week hefore
she felt better.

The clinic, CReATe Fertility

Cenire, called her during her

recovery. They wanied to know if she had a telephone number for her cousin, who had also @ DALHOUSIE
been a donor, and whom they wanted to ask to donate again. Cox couldn’t help them. “Well, UNIVERSITY
would ypoube interested in donating again?” she recalls them asking. She said no. Inspiring Minds
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The Human Egg Trade

U
U

e The law has “simply forced the activity
underground, with unintended and undesirable

consequences™
e “In the years since the act was passed ...
Canada has found itself in the uncomfortable
position of banning the purchase of gametes in
orinciple but not in practice.”
e Heather Cox was paid $7,000 “called a
reimbursement for concrete expenses — even

though, according to her, she negotiated the
fee up front and was never asked to provide

receipts.”

@ DALHOUSIE
UNIVERSITY
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The Human Egg Trade

)

U

e ReproMed, a Toronto clinic, put Ania and her husband
In touch with an agency called Our Fairy Godmother, In
Naples, Florida run by past clinical director of
ReproMed.

e Qur Fairy Godmother has coordinated about 135
donations in Canada. About a third of those donors
were Canadian women.

e CReATe, told Ania and her husband that it “would work
with whomever she wanted, but that it had a long-
standing working relationship with the International
Assisted Reproduction Center, an agency in Maple
Grove, Minnesota”

e |ARC has arranged roughly 225 Canadian-based

\ donations over the past three years.
\ ¥ DALHOUSIE
UNIVERSITY
Inspiring Minds




THE HUMAN EGG TRADE

How Canadas fertility laws
are failing donors, doctors, and parents

BY ALISON MOTLUK

ILLUSTRATION BY EMILY L. EIBEL
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The clinic, CReATe Fertility

Centre, called her during her
recovery. They wanted to know if she had a telephone number for her cousin, who had also DALHOUSIE
been a donor, and whom they wanted to ask to donate again. Cox couldn’t help them. “Well, UNIVERSITY
would poube interested in donating again?” she recalls them asking. She said no. In spirz'n g Minds




lll. Constitutional challenge

e Whether the “pith and
substance” (i.e., purpose and
effects) of the contested
sections of the legislation
were:

e (1) to protect morality, safety
and public health (which is a
federal responsibility)

e (II) to regulate and promote
the benefits of medical
practice and research related
to assisted human
reproduction (which is a
provincial responsibility )

@ DALHOUSIE
UNIVERSITY
Inspiring Minds




unconstitutional sections

e (s. 10) the use of reproductive material, the use of In
vitro embryos, and the keeping or handling of gametes
and embryos

e (s.11) the creation of transgenics

e (s.13) use of premises in which controlled activities
may be undertaken

e (ss.14-18) the collection and management of health
reporting information

e (ss. 40(2-5)) issuance of a license for embryo research,
clinical trials, AHR facilities

e (ss. 44 (2-3)) enter and assume management of

premises; cost recovery for Inspections DALHOUSIE
UNIVERSITY

Inspiring Minds




Work Tor the provinces...

e Threats to health and safety of children

born of AHR In the absence of:

- (5.10) harms with multiple embryo transfer

- (s.10) harms of unregulated human embryo research
- (s. 10) harms of egg/embryo freezing

- (ss.14-18) harms with failure to collect info about
Identity, personal characteristics, genetic
Information and medical history of gamete donors,
persons using AHR, persons conceived by AHR

- Baylis, F. (2011) Supreme Court of Canada decision on the Assisted Human
Reproduction Act creates urgent need for action [Guest Editorial]. @ DALHOUSIE

urnal of Obstetrics and Gynaecology Canada 33(4), 317-319. Ul\i;;iiﬁ; df
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Sperm donor mix-up: Limit pregnancies by same sperm dono
do these two girls comfertility experts

Amber Kanwar - Saturday, Sep. 25, 2010 4 4

He was known only as donor numher 3168, a
identity with flesh-and-hlocd consequences. BR

Three years ago, Trudy Moore found that her

Samantha, conceived using her hushand’s sp o= A S rr—,
as a surrogate, was not a genetic matchto he| The [ . . .
for answers, she confronted her doctor, who | 0 # Mother of g, Edltorlall A mOther Of a certain age
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Determined te find out, Ms. Moore consulte:
registry which connects donor-conceived chil
conceived using the same dener. There she f
Slinn, a patient of the same doctor and a sing

Two extraordinary mothers — one in Canada, one
in the United States — have seized headlines in
recent days. In the act of conception and delivery,

; s Ver i :
daughter Bridget was supposed to have beer ] - reP"Oduct)'f lon an b_c)th women pusl_led the boundaries of accepted
dener 3168. Ms. Moore asked to test Saman sdne Ive techn bioethical behaviour. And bOtt_ls 3‘1_“.3]13*': )
Bridget to see whether their DNA matched. S demonstrate the fundamental inability of a liberal,
- humane and open society to police those
The 3
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the Medie " some American authorities calling for tighter controls on U.S. fertility clinics.

alr Mere days later, a 60-year-old Calgary woman has given birth to a set of
Onyr twins, becoming the oldest Canadian mother on record.
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been Sexagenarian Ranjit Hayer was turned aside from fertility clinics in Canada,
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difficult birth that involved an emergency Caesarean
insfusion and temporary respiratory assistance for one of
[ as a hysterectomy that cynics might suspect to have been
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Couple urged surrogate to abort fetus due to defect

P
Setting a limit B.C. case reveals parental contracts in legal limbo
Cap must be established on use of sperm donors BY TOM BLACKWELL, NATIONAL POST C i

CALGARY HERALD

With attention being drawn in the U.S. to the problems of accidental incest and dispersion of genes
for rare diseases throughout the population, due to the proliferation of children produced from
individual sperm donors, it is time for Canada to be proactive.

The New York Times recently revealed that one sperm donor has fathered 150 children, who are
being tracked on a website via the donor's identifying number. Proof of the results of over-use of one
individual's sperm comes from Toronto filmmaker Barry Stevens.

Conceived in 1952 in the UK. via anonymous sperm donation, Stevens says his "father” donated

sperm over a 30-year period, with the result that Stevens may have up to 1,000 half-siblings in the

U.K., Canada and elsewhere - giving a worrisome new meanin

estimates are that about 95 per cent of sperm donations used [\ L

artificial insemination come from American donors. iy & L : el g alid

Besides the grave concerns about possible unions between un
a h hat the fetus their surrogate mother was carrying was likely to be
1 H“:‘ I ] | 1(; Il Lif '_ " k. anted an abortion. The surrogate, however, was determined to
ing a disagreement that has raised thorny questions about the
ts.

ed, the surrogate's choice would mean absolving the couple of
hild, the treating doctor told a recent fertility-medicine

unusual situation for the first time, said it raises guestions about
contracts between mothers and "commissioning'” parents is

issue extensively argues that contract law should not apply to
is to be treated like widgets in a factory.

Whply to the creation of children? No, because children get hurt,"
sity of Calgary. "It's kind of like stopping the production line: 'Oh,
in a production scenario, but in reproduction it's a lot more

rts likely would not honour a surrogacy contract, drawing
srequire the biological parents to support the child.

has actually been contested in a Canadian court, however, leaving
bo.

- je Canadian Society of Fertility and Andrology conference
‘he three in B.C. may have undermined the surrogate's right to
~ e" environment. The surrogate, a mother of two children of her
abortion, partly because of her own family obligations.

ents and mothers make such arrangements said the parties
do if defects are discovered during pregnancy, ensuring they have
e ispute still arises, however, parents ought to be protected, said
Sada.ca."The baby that's being carried is their baby. It's usually their SIE
should the intended parents be forced to raise a child they didn't
SITY
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