Senate Community Affairs Committee
ANSWERS TO ESTIMATES QUESTIONS ON NOTICE
HEALTH AND AGEING PORTFOLIO
Budget Estimates 2012-2013, 30 & 31 May and 1 June 2012
Question: E12-069

OUTCOME 1: Population Health
Topic: RU486
Type of Question: Hansard Page 49, 31 May 2012
Number of pag.es:‘ 1
Senator: Senator Fierravanti-Wells
Question:
With regard to the 2012 death of a patient following the administration of RU486:

a) Please provide a copy of the treatment protocol used by that authorised prescriber with the
application for approval to supply the drug.

b) Is the authorised prescriber still authorised to supply RU4867?
c) Has there been a review of the treatment protocols used by that practitioner?
d) Ias there been any change to the treatment protocols used by that practitioner?

e) Has there been a review of the treatment protocols for other practitioners?

Answer:

a) A copy of the protocol, with identification of the prescriber redacted for privacy reasons
is attached.

b) Yes.
¢} Yes.
d)  Yes.

e Yes.
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Early medfaéi abortion using mifepristone and misoprostol

o outline the W procsss for medical abortion up -t weeks gestation,

When is this procedure used? |

Forall medicat abortions up o 9 weeks gestation,

Who useés this procedure?
The Centre Manager is responsibls for managing this pelicy.

IRev| Date Comments . By Chk | App
1| May2008 | Fistwersion . May 2008
2 | Aug 2008 Amendmeénts Aug 2009
3 | Marz2o11 Scheduled review = Jure 2011
Aim of this procedure

All team members Involved in the consuliation and featmant process Brocess,

surglcal intervention.

The ls the brand name for the medication
aboriion process ysed in . - : :
A medication abortion fs an effeciive methad for sarly abortion, 1t is the fermination of

early pregnancy resulling from abartfon-inducing medications and without primary

A mifepristone and misoprastol regimen is the preferred regimen at.in Australia,

Cnly appropriatsly frained providers endorsed by can dispense mifspristone,
Using this procedure.
- Definition
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NB. Medication aborfions shoukd only be undsrtaken in centres that have adaguate atcess
(sither cnshs or thiough arrangement with another provider) to medical faciiiies equipped to.
provide emergency reatment of haermorrhage, Incomplate shordan and atnergenay
resuscitation, : o

1. GCllent Screening

A Mﬁerﬁ tan have a dJEY at any time, provided she has made an
Intermed valuntary choive, & no mors than 9 weeks (63 days) gestations] age
and there are no medical contra-iMdications, She must mest the legsl

requirsments for fermination of pregrancy in the state where the sarvice is
provided, ' :

There is the opfion for dlients io have decision-making counsefing,

1.4 Gansid'efatiuns

. Age

= Lasf roral menstoal periad LN
= Menstrual history (regufarity, flow)
*  History of cramping, abdominal pain or vagingl blesding sincs LMP (considar
eviopie preghancy snd spontansous abortion) '
* Contraceptive use {cotrect or incorrest)
= @tﬁﬁty and parity, including:
) aberfions, miécariiages
B History of eciopio preghancy
) caesarean section, dany ebstetrlc complications
© e Clrrént symptoms of sexually transmitfed infection (STH or paivic
inflaramedory dissass (PID). _ , :
*  Medical history {espechally severe asthma)

*  Blood prassure (BPY . B ‘ ] _
- -refer if syatolic BP is greaterthan 170, or diastolic BP ts greater than 110
= Curent medications ' '

«  Allergies

1.2 Contra-indications to G

*  Gestafional age graater then 9 weeks {83 days). The client should be referrad
to have an if up to 12 weeks. (Refer ) Procedure)

= Known or suspected eclopic pregnancy - mif»ej}r‘ﬁswﬁe arid misoprosiol are
not oifachive freatments for ectopic pregnancy. (Refer Early Pregnancy &
Stspected Ectophe Pragnancy Policy)

. Allergy fo sither mifepristone and/or misoprostol
w Adrenal faiture or long-term corficosteroid therapy
*  Haemorrhagie disorder or anticoagulant tharapy
v [UD in st — this must be removad prior fo the MSMP taking place

iy 1w 1l
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* Presence of peMc infection If severe (as indicated hy ahdomitel/oervical
mation terderness, adnexal mass, muctpurulent discharge or high Taver),
this should be treated first. If mild, QI can procsed onge antibiotics haye ,
been commenaed, '

P
1.3 Special considerafions :

* - Breast-feeding -~ there Is a theorafical risk of diarrhosa In the breastfeading
infant, Defer breastfeading for 6 hours feliowing misoprostol. _

*  Bavers anasmia
*  Coneurrent finess with significant diamhoea

*  Serious systomic liness — eg. liver disease, cardiac diseass, renal disease,
_epilapsy, should be evaliated individually to déternine the safest method of
absortion, ' : - .

1.4 Assessment of gestational age

1.5

All clisats raquesting termination of pregnancy must have ‘an . acoursie
amsassment made of thelr gestetional age, '

An abdoming! ultrasourd shiould be performed to assess for the tresence of an
Intra-titerine pregrnancy and assess gestafional age. Onfy i an inke-uterine
gestation Is not visible on sbdominal ultrasound sheuld 8 trans~vaginal Witrasound
be considered, (Refer Urasound Scanning Procedire)

I an intra-utsrine Preghansy canhot be conflrmed, 'gc;t@gic ﬁregﬁanw must be
sxcluded. (Refor Early/ Bragihanoy and Suspectsd Ectople Polioyy

An ultrasound exaivination raphrt from another provider confirming gestations
agde iz acceptabis, If there has besh no Fistory of pain or blesding # is not
necessary to rspeat the ultrasound examination,

Labqraéﬁry Tasts

é} . Urine Pragnaney Tast _
A Uring pregriancy test i nut roulingly performed. § is only reguired i an

inira intta-tarine gestation 15 mot vidible on abdominal ultrasourd, prior

praceeding to & trans-vaginal uitrasound.

b}  Quantitafive RHOE Test . '
Serum lavels should Be measured whers no infra-ulerine gestation is
sanflirmed but a urine preghancy test ia postiive (rafer Early Prognancy &
Suspecisd Ectapic Pregnanty Policy) _ i

¢} Rhesus (Rh) determination

All clients must have thelr Rh group determined and. documented. Tha
determination may be obtained on-ske or by an external pathology provider,
{Refer Riesus Detarmination and Adminisiration of Anti-D Policy]

dj  Hasmoglobin determination . - '
Pre-oparative haemoglobin determination is not routinely necassary in first
trimester terminations. Severe anaemia can be detected while doing the
physical examination and should be Investigated and treated.
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2. Procedural fnfoﬁnaﬂan_éﬁﬁ Informed Consent

In order to make an informad oholcs, the elient st he provided with Information
I language she can understand. Transhed writtan informatien or a franslating
felephone service shauld be used when necessary

The client must understand the following eight poinis:
1 what 2 S 5 and how the . mifepristons and ‘misoprostal wil be
adminfater@:d '

2)  that the ollent stiould be sure about having a JEMIP bafors proceeding but
if she changes her mind she can decide egainst having the prooess at any
fime hefore ¥ takes place ' _

3} that thers ars cartain Hsks as wall #s benefiis invelved in having & MSMP.
These risks (below) must be expiainad in a way ihat #ie client can easily

understand ,
*  &xcessive blesding
*  infection
- *  relainad pregnancy figsue
® " continuing pregriancy

4} that thers are the following possibie side-cffects:
= cramps and hlseding
. haussa and vomilting
dlarrhoes
faver [ chills

8} fhatif the W fails fo terminate the pregriancy, it is racomimended that 2
surgleal termination be performed as there gy he Birth defiocts associated
With the medicetions ysed. Thete are reporis of foela! malformations after
the administration of misaprostol although the effact of mifepristone alone
on & foetus is not knowp

8} . the number of visiis to the cenfre required, transpart fo angd font the
centre, and the telephone support available

s - that foliow up cortact Js essential to ensure that the cliemt does not have 481

Infection, & contiming Pregharicy or relained products of cohception - .
vaginal blesding Is riof proof of complste expulsion

8)  that there is anuther alfernative for first trimester abortion — the MSP
(strgical asplration abordon),

The client must be given the oppariunity to ask for clarification of any of the.
process information as well as the opportunity to ask any guestions and have
them answeraed satisfactorlly, It is also Imporiant o address any anxiely and
questions that she may have. about viewing the products of conceptiors, as well
as privacy andlor hygiene festes. ‘ "

The resson for a clie sesking a termination should be explored. The desislon to
ge ahead with o S must be the voluntary dedision of the client alone, This
decision must not ba made for the client by her husband, pariner, family
mamber, frlend, servive provider or anyone slse, '

The consent discussion and agreement o proceed must be caried out by the
aftending doctor. The olient must sign the Consert fo the Use of Mifepristane
and Misoprostol for Metlical Aborfion and Medical Abortion: Mitapristone & _
Misoprostol Risk infarmation Sheetin the pressnce of the attending doctor,

A a4 oof |
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Sutmary of comparisons betwes (m&fgﬁﬁsm
andl misogrostol} and the . : '

ﬁ&iﬂ&l Protess . i Procedurs

High succass rafe, but lower thana {up. | High success raté {over DO%)

to 98% ~ World Healn orgarizafion, 2003) N :

May ba used In aanty pregnancy uptonine | May be used in gatly pregnancy: up ‘;o 12

weeks since LMP wesks since LMP 3

Ususlly avoids Ingtrumentation | Instrumenits Inserted Into the ulsrus
Raquires at least two cenirs vislis Can be completed in ane oentre visit
Medioations catsé a progess sholar io & . i -
miscatrlage . A clinidiar performs the procedure
Abortioh usually ooours within 24 hours of The procedure is completed in 5 - 10

the second medication being taken | tinutes L :
The process witt oogur In your own home . | Procgdure performied at a

Oral pain madication can be used - | Local angesihetic o intravenous sedation

4. Confraception & sexual heafth sereening .
' Cantraceptive optibns and éppmm?ate sexuaf health screening must be offered i<
&l cllents undergoing a ' "
Sergenting for Chlamydia (PCR Wrine) is offéred at the fime of consultation. {Refer
Ghiarnydla Sereening Policy) : o ' - |
A contraceptive method may be started immediately after the SR insertion of

&t IUDVIUS should be deferred untl the 2 week cheek ar at the next periad. -
(Refer discherge nstrustions and #fiation of Contracepiive Methods Policy)

8. . The medical abortion
3.1 Mifepristone

*  biocks the aciion of progesterone znd therety; o
- siops the pregnaincy growhy and causes detackiment
- softens and dilates the cervix
- makes the Lierus more fikely to confract C
= rapidly absorbed erally in 15 minutes. § the cllent vomits more than 15
minutes after taking i, the dose does not nesd repeating
*  supplied In 200milligram tablets, storad at room temperature.

5.2 . Misoprosiol .
* & prosiaglandin licensed i Ausiralia to prevent gastric ulceration causad by

NSAIDS such as tbuprofer, naprosyn; and others
* makes the uterus contract, causing cramps and bleeding
" may cause shortlived nausea, vemiling, diartioea, fever or chills
) siz;:pﬁed i 200 microgram tablsts, storad st room temperature

Saea B of 11
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53 The N roginen

* Inilfal Visit day 1: in the- the' client takes 200my. of mifeprisions
orally. Thi client is glver 800 meg of Misoprostol (4 tablets) to take home with -
clear instructions on their administration, (The dispsnsing of rasdications mgst
be recorded in the Client Record and Mifepristorie Register.)

" 24 - 48 hours after faking mifepistons the client tekes 800megm of
misoprostol buscally at home, placing the 4 tablets between the cheek and
gum for at least 30.minutes, Any undissolved tablet regidug femaining after

.~ this thne can then be swallowad. '

¥ If o bleeding has coourred-within 24 hours after ihe first doss of misoprostol,
the dllent should retum to the entre dnd be given a second dose of 800meg
misoprostol - . '

=_ltis not necessary o inspect far roducts of conesption

* Approximately 2 weeks after her 'inii:il‘ai visit, the clignt retus fo thes tentre for
an evaluation (see Follow-up Apminttﬂeni below) '

=® Antibiofics are not given routinely

* For Rh hegative women, Ri imfaune globulin (2501U) skould be administered
within 72 howrs of the administration of mifepristone, {Refer Rbesus
. Deterriiniation and Administration. of Anti-i Poliy) -

54 Bleeding and éram;:ai‘ng

The onset of bieeding and cramping s ususlly within four howrs of taking .
misoprostof; nearly all cllents wilt have experienced the origel withirt 24 hours, .-
Somefimes bleeding can ocour affer faking mifapristone bui hefore takirg
riisoprostol. Misaprostol should stiil be taken s dirsctad 2f the recomimended
tine,

Bleeding ocours In almaost all cases, however, this is not in any way proof of
complete expulsion. A follow-up appointment is absolutely necessary to confirm
that the pregnancy has héen %er'minaiedf '

- Cramping can range from mild o severe,

Bloading and. cramping usually exceeds the typical levels of menstrusl bleeding
and cramping,

Bleeding and cramping should diminish once the pregnancy is expetied.
Significant cramping doss nat usually last longer than 24 hours.
Mild bleeding can continue for 30 days or more,

F?ro blem biesding

: Pagmad ot it
- I:}.%:"j&ﬂf\“ z{:‘!";



Medical Protocols

* If a client saturates two {or more) sanitary pads per how for two

coffescutive hiours then this is designatad ‘problem Blesding', As part of her
discharge Instructions the dlient mwsst be given instructions about whom fo
contaot if she exparences this type of blesding. '

Pain management: .
* (ounselling and reassurance are cricial to managing pain,

- * Clisnts should be advised to rest, nse hot packs o the abdomen and take
pain rofief medication as reguired.

. Analgesics such as paracetamol, ibuprofen, naprosyn and codsine may be
benetioial taker shorlly befora ths risoprostol and as requited, at the
- recommesnded dose. NSAIDs can ba taken with nvisoprostol,

5.8 Other side offects. .
These are generally short lived and may inciude:
* nauses
~ vemiiing
= dligrrhosa
= fever and chilis

6.  Discharge ?:;s‘irq&ﬁ%am

The. dllnt must receive varbal and wiitien dissharges Instructions in a fanguage
she tan understand, ‘ -

These instructions should cover the following:
o how z;.ir%d whan the mifepristons and misoprostol are to be administered
= wha 10 contact with any queres (including a 24 hour coentact number)

*  the nommal range of symptome and side-sffects that a client can expect
aiter faking these fwaforms of madicafion .

«  the use of pain relief madication

¥ the need for the client fo have pelvic rast for one week (o sex or vaginal
 Houching, ho tampons, no bathing or swirtning)

* the importance of keeping the follow up appoiniment in 2 weeks (ploase
soe below). Vaginal bleeding oceurs 1n almaost all cases and & not In any
way proof of complete expulsion

#  family planning methods should be started as soon as possible (as
ferfiity can refwrn i less than 2 weeks after a medical abortion).
Oral confraceptives, vaginal rings, injectables and coniraceptive Implants
can be onmmenced once bleeding has commanced Tollowing
administration of misoprostol, or at the time of S i more pracicsl.
UDMUS may be inserted once abortion is confirmed to be complele or at
the hext period. All methods may be commenced at time of follow-up, iF
the possibility of repest pregnancy can be confidently excluded (8q.

Page Yol
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abstinence) and with appropriate advice given regarding ‘the fime to
effactiveness. Refer Inffiation of Coriracepifve Mathods Pollay.
Warning signs and symptoins of passible coraplications:

The dlient should immediately réwm to the cenire or sesk Immediate medical -
atterition if she experiences: :

*  heayy vaginai bleading {saékfng WO or miore senitary pads per' hour for
wa consecutive hotrs or large fist-size dots) . :

*  prolanged heavy blseding or severe siamplng
¥ ssvers cramping which is not refisved by pain relisf medication

= feeling unwell, Il ding Wenkness, nauses, vomliting or disrthea with or
without a Tever, -ehitli-orMalais lasting six or more hours or octurming
more thén 24 hours sfter misoprostol

*  any abnormal vaginal dischargy .

¥ sevgre abdoming pain or naussa,

7."  Folfow-up appeintment
Foflow-up message:

Follow-up appolntmernt: :
The cllent must refuen for a-follow-Up appoifitment appmximét‘eiy two weeks affer
~ having 2 Wl o , : ‘
AL §ils appoinitment the provider should fake a history of events since the
Brevious visit (see AP Gilent Feedback Survey for ruch of this Information).
Lompietion of the abortion process may be confirmed bya cambfnatim of
= hisfory of evernts - C : '
*  signs and symploms
*  abdominal ultmsound axamination ' .
*  urine pregnancy test (may he positive up 16 30 days affer a AN
* falling serum BhGG levels (i done
The provider should assess for the presenca of
* acontinuing pregrancy '
" retained products of conception
*  persistent heavy blesding ' ¢
*  signs of infection
If the W is complete the provider shcufd:
= answer any final questions the client may have
* rteview her contraceptive opfions

Page gaf 11
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*  provide Information about addifioral health services as appropriate ,

*  document campletion of the process in the client. record, noting any
atlverss events or com plications

8. Complications and their treatment

&.1 -Ceﬁtinqing pregnancy
OCoewrs int 1 ~2 % of afl cases

Confirmed by an Increase In gestational age, as measwed on ultrasound
examination, and in rmost cases 4 detactable foetsl heartbeat, (A non-viable,

nor-progressing gestation is considerad retained products - see bebw.}
Conttinuing pregriancy requires s8Il (aspifation abortion),

8.2 Retalned products or “Incomplete abortion”
Occurs in 1~ 2 % of afl vases

€ ciinlcally suspected or evident on wultrasound onfy, without significant
sympioing, such az heavy bleeding or cramping: :
*  give explanation that flssue may be axpelied during subsequent vaging!
bleeding or with next menstrual petiod GR - :
* dlvs misoprastol, either 400mog buccally or 800mey crally as & single
- dose ORF .
»  carry out aoiil (¥ it is the cliehi's prafersnca)

Perslstant heavy bleading ar crampling requires a-.

8.3 Ezmﬁessiva bleeding ‘

The allent sheuld contact the centre o sesk medical assessment if she saturates.
two (or more) sanitary pads par hour for fwo consecutive hours o experiences
large, fistsize clots, : . L

Excessive blseding may require an WP for olinically significant hasmmorhage
orif i is the éﬁsﬂi’s preference. : ‘

A dlinfeally significant hasmorrhags is dafined ag
* & drop in Hmamoglobin / haematnerit
= hypovolaemia '
* othostatic hypolension

Ergometrine (0.2mg IM) can be administered up o three times, 5 — 10 minutes -
apart. ‘ _ '

Haemorrhage requiring & transfusion occurs in 0.1 - 0.2% of all cases
8.4 Infection
" Infections are rare in medicat abortion (~0.3%),

Symiptoms and signs of infection may include;
" persistent pelvic pain '

Sog B af 1
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™ sustained faver over 38° C
«  faver more than 24 hours after taki ng misoprostol

*  atypleal presentation can cocur without faver, severa rabdt:mmal pai,
or pehvic tendermess, but with significant #eu'i{cmytos;s tachycardia, or
haemoconceniration

For mild infactions, oral antibiotics are presoribed:

 Boxyeyeling 100mg bd for 10 days OR azithromymng 16, repaated T week later

PLUS
- Amexicilin/davulanats 8‘?5;’1 26mg bd OR metronidazo e 400mib t‘:ti for 10 days

if qevere infaction or sepals is suspectéd; the client should ba hospitalized for
treatment. ,

A high index of suspicion ie. nesded %o_mle o
Sordelli or oihiar gpecie 6.9, Sirep 5] if &1 pialie 1B aneomin
; sakiess isea, vomiting or

: rathanzzihmsrfsaﬁeﬁai@ 1. iéa sLVe
SPOo g-- gt-@& hQ £ amew FEVE, , vHbiout ahdon

bman who Used Vagiels aﬁﬁﬁr&!‘s sred ostal 1150] :
‘.rfsio‘ eanﬁ rifsoprdstal osg aid an '-‘ﬁ"saei risMMmfesﬁaﬁ ot

3 5 Summary of sttuat:ens neeessﬁatmg surgic&l intawenﬁaﬂ

- *  conifuing pregnancy
= Wcomplete abortion or refained products of eoheeption a’ssc:ciataci with heavy
bleeding ar cramping ' : :
= orthosiafic hypolension associated with haammjhagé orheavy bleading
¥ anaeimia, espedally with an-going blood foss,
®  client unable fo return to the céntre or has no BCCEES 10 emergenoy servces

*  itis the client’s preference

D e e
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Documents Relating to this Procedure

. Informed comsent policy

Lilirasound Svanning procedure

Early Pragnarncy and Suspectsd Ectopic pollay
Rhesus Determination and Administration of Anti-D poliy
Chlamydia Scresring policy ‘

fnitiation of Cortraceptive Methods Policy

Records Relating fo this Procedure

Wl Admission Notss

Mecdlical Abortior: Mifepristone & Misoprostal information Shast

Medical Abortion; Mifepristone & Misoprostol Risk Information Shest
Caonsant o the Use of Mifepristons and Misoprostol for Medical Abortion
Medicat Abartton Aftercars booldet _ ' :
Mifepristons Drug Register -

References lo this Procedure

Terminatién of pregnancy - A resource for heal pro ssionals, RANZCOG, 2005

The Care of Women Requesting Indused Abortion - Evidence-based Clinical Guidelines
Mumber 7, REOG, 201105 e _ '

Frequently asked dlinieal Questions abéut medical aborion, WHO, 2006
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