ADRS Case Numbar: 377658 - 18/03/2016 - Posted

ADR Number:
Status:
Withdrawal/Rejection
Reason:

Sequence No:

377658
Posted

Patient Details
PationtID:

Ethnicity;

State: QLD

Reaction Coding

Onset Date:

Reaction Outcoma: %
Outcoma Date:

Saverity Details:

Adverse Reaction Description :

Treatment;

Hospitalisation &

1 Pravious No:

Casa Date: 18/03/2016
Duplicates: Single

NextNo;

Date of Birth: _ Age:
Geander: @ Male Waight: 0 kg
O Femate
O unknown
Medicare Number:
121022016
Not yet recovered F

Caused or prolonged inpatient hospitalisation H

Bilateral hip joint septic arthritis with Scedosporium pralificans (fungus)
Concerned that celestone may have been contaminated with fungus

Multiple hip washouts; Treatment with voriconazaole and terbinafine; Problem ongoing as of
18/3/2016 (still in hospital)

fURTHER INFORMATION:
17/02/2016 Scedosporium (inflatum) prolificans lefi hip
31/05/2016 Scedasporium {inflatum) pralificans right hip

Please note also that in a addition to receiving intra-articular Celestone, the palients received
intra~articular radiological contras! at the same time.
The product used was Celestone (Merck). No baich numbers were recorded.

Lowest Lava! Term

Adverse Raaction Desctiption

Scedosporium prolificans infection
Septic jeint
Product quality issue

NiA,
N/A
N/A

Madicine Coding

* Medicine Nama:
Doae:
Froquency:
Form:
HRoute:
Begun Date:
Halted Date:
Reason for Use;

Medicina Coding
4 Medicine Trada Nama:
ARTG Product:
-+ Suspect Code:
Aclion taken with medicine :

13/02/2018

Other drug o}




ADRE Case Number; 377658 - 18/03/2016 - Pasted

Recheallenge:

Reason for Usa:

Dosege Start Coda !
Dosage Halt Coda:
Balch:
First/Single Indicator: M
Praviously Used: N
Medicine Drug Begun Date Drug Halt Date Withdrawal Code Reason for Use SuspectCode
Name/Trade Name
Celestone 0%/02/2018 NiA NIA Ostevarthritis of hips | Suspected
Chronodose WfA NIA NiA NFA Suspected
Contrast Medium NIA NIA MNIA NiA Suspected
Nos
Saline
Laboratory Ceding
[nvastigation Type
Albumin
Supporting Documents
Ti Typs Location
; Other Emailed
Correspondence
Type |Mede Author Date
Acknowledgement - General Not Sent ADRS New Case 18/03i12016
Acknowiedgement - General Not Sent

General request for information on a report

Emailed on 22/03/2016 12:04:35 PM

Agent 22/03/2016

Comments
Titla Commants Author Data
Faollow-up information Additional information obtained on 01/07/16 from 0B/11/2016
initial Commen! radiologist and 1D specialist - see tim container 1810372016

2016/011586:

Procedure undertaken for this case and case
390862 by same radiologist. Concomitantly
administered saling, contrast and local
anaesthetic. Awailing further information from
radiologist regarding brand names and batch
numbers and technique for injection. CT used for
guidance rather than USS.
Intraarticular injections given in a a private
radiclogy practice. Details should be available

iueensland Diagnostic Imaging

2 Lake Strest
Varsity Lak !

27
Tel:

Additional Coding
<% Causality: Causality possible
< Drug Status: General marketing
Include/Excluda: Report Included
WHO Extract Date: 13N12/2016
WHO Report: Successful

13/02/2018

03

GM

|
13122016




ADRS Cass Number: 377658 - 18/03/2016 - Posted

Othar Factors!
Possible Intaraction:
Additional Information:

Reporter Details

Name: ] Type:
Addrass: Gold Coast Universily Hospital

Suburb: Southpont ' Phone:
State/Region: QLD Fax:
Poetcode: 4215 Email:
Country: AUS

Specialist

13/02/2018

Case History [fj



CIOMS FORM

SUSPECT ADVERSE REACTION REPORT AUS/16/0843

[. REACTION INFORMATION

817 CHECK ALL

APPROPRIATE TO
ADVERSE REACTION

1. PA'E:‘ENTI |N|)'rw.s 12. COUNTRY 2. DATE OF BIRTH 20, AGE | 3.SEX | Ja WEIGHT 4-5 REACTION ONSET
r=t, last
3 RA Day Monin Year Unk Day Month Yooar
pRIvaCY | AUSTRALA PRIVACKY Y;‘;s Male 11 | NOV [2015

7+ 13 DESCRIBE REACTION(?%&:HWUN relevand Iesis/ak dati)
Evenl Yorbatm [PREFERRED M) {Ratated symptams if any separatad by commas)

Other Serious Criteria: Medically Significant
replacement surgery [Scedosporium infection]

severe pain in left hip/further pain to right and left hip [Arthralgia)
limping [Gait disturbance]

could not walk [Abasia)
exhaustion [Fatigus}

scedosperium profificans (fungal infection) resulting in three surgeries to remave infection and hip

restricted movement/confined to bed/using a walking aide to facilitate movement [Hypokinesia]

Celestone Chronodose was contaminated [Preduct contamination microbial]

(Continued on AddHional Infarmatlon Page)

D PATENT DIED

] INVOLVED OR
M PROLONGED INPATIENT
HOSPITALISATION
& INVOLVED PERSISTENT
OR SIGNIFICANT
DISABILITY OR
INCAPACITY

E] LIFE
THREATEMING

CONGENITAL
ANOMALY

D QiRER

Il. SUSPECT DRUG(S) INFORMATION

14, SUSFECT DRUGIS) {inclu de genenie name}

20 DID REACTION

18. THERAPY DATES{frumite]
#1 ) 11-NOV-2015 / Unknown

18, THERAPY DURAT1ON
#1 }Unknown

#1 ) CELESTONE CHRONODOSE (belamethasone acetate (+) betamethasone sodium phosphate) Injection 3‘;{‘;;%"-" FERFTORRHG
{Continued on Additional Information Page)

15, DALY DOSE(S} 16, ROUTE(S) OF ADMINISTRATION

#1 ) UNK, Unknown #1 YUnknown [(dves [(ro wa

17. INDIGATION(S] FOR USE 2. %&mﬂr o

#1 ) hip pain (Arthralgia) REINTRODUCTION?

Cves (o [Kina

1Il. CONCOMITANT DRUG(S) AND HISTORY

73 CONCOMITANT DRUG(S) AND DATES OF ADMINISTRATION {excude hosa used 1o troat ranclion}

23 OTHER RELEVANT HISTORY. {o.g. ¢i

FromTe Dates Type of Histery § Holos

Unknown Current Condition
bilateral

11-NCV-2015 to Unknown Historical Condition
%2

¥ wilh fost menin of panad, ete. )

Description

Pain in hip (Arthealgia)

Hip surgery {Hip surgery)

IV. MANUFACTURER INFORMATION

Zéa. NAME AND ADDRESS OF MANUFACTURER
MSD

North Ryde, NSW 1670 AUSTRALIA

MSD Australia, M3D North Ryde Post Business Centre, Locked Bag 2234

26. REMARKS
Medizalily Confirmed: No

25k, NAME AND ADDRESS OF REPORTER

24b. MFR CONTROL HO.
1604AU5011123
24c. OATE RECEWED 224 REPORT SOURCE
BY MANUFACTURER BSTUOY DUTERAT URE
=1 3-AP R~201 6 BH EALTH E OTHER: Bpenlanesus
PROFESHONAL

DATE OF THIS REPORT 25a. REFORY TYFE
16-APR-2018 BmimiaL rouowue:

NAME AND ADDRESS WITHHELD.
NAME AND ADDRESS WITHHELD.
NAME AND ADDRESS WITHHELD.

18-Apr-2016 13:40




Page 2 of 2
Mfr. Control Number: 1604AUS011123

ADDITIONAL INFORMATION

7+13. DESCRIBE REACTION{S) continued

scarring [Scar)
two large lacerations [Laceration]
fluid build up in hip [Joint effusion]

Case Description: Information had been received on 18-APR-20186 from lawyer regarding a case in litigation. It was alleged in
litigation that on or about 11-NCV-2015, a 47 year old male underwent surgery in relation ta a check-up for bilateral hip pain. Onor
about 11-NOV-2015 at an unknown time afler attending the surgery, patient atiended a second surgery where he was administerad
two betamethasone acetate (+) betamethasone sodium phosphate (CELESTONE CHRONODOSE} injecticns that consisted of ene
injection to each of his left and right hips. On or about 11:53 am on 27-JAN-2018, patient again attended surgery where he was
administered & further two betamethasone acetate (+) betamethasone sodium phosphate (CELESTONE CHRONODOSE} injections
in the same manner as previously received. On or about 29-JAN-2016, patient began limping al work and suffered severe pain in his
|eft hip. After about four days after this treatment, patient began {o experience further pain to his right and left hip. Patient saw
physician and undenvent magnetic resonance imaging (MRI) which ravealed fluid buitd-up in his hip. Although patient was unabie ta
remember to exact date, he sitended an appointmant with a physician where he was administered one cortisone (unspecified)
injection to his left hip. On or about 09-MAR-2016, patient awoke with severe pain to his left and right hips 2nd could not walk. Patient
was transported by ambulance to the hospital where he has remained until this current date. Since being admitted, patiens underwent
four operations to his hips to date. Patient was uncerigin of the dates of these operations. Patient teported that prior to being treated
by physician on the first occasion, he had never sustained an injury andfor pain or discomior ta his left and right hips. The cperating
surgeon informed the patient that the infection was caused by a fungus that could anly occur by pisrcing of the skin. Patient noted
that the cnly piercing of the skin was a result of the injections he received. Patient notad the contaminated betamethasone acetate {+)
belamethasone sodium phosphate (CELESTONE CHRONODOSE) administered to him by injection was a necessary condition 1o
him sufiering the injury. Patient claimed that he suffered severe pain from the scedosporium profificans (fungal infection) that resulted
in hip replacement surgery. Patient reportad that the betamethasone acetale {+} betamethasone sadium phosphate (CELESTONE
CHRONQDOSE) that was injected into his left and right hips was contaminated and resulted in the injury he sustained. Patient noted
ihat the pain from the scedosperium prolificans (fungal infection) and consequantial hip replacement surgery and scarring should
have been foreseen. Patient reported he underwent surgery on three occasions to left and right hips to remove infection that resulted
in two [arge lacerations, Patient claimed that he sustained a disability resuiting form restricled mevement, being confined 1o bed and
using a walking aide to facilitate mobllity. Patient noted he was currently only able to walk 25 meters at a time before being cenfinad
to bed due to pain and exhaustion. Since {he date of the incident, patient reporied he had not been able to work, drive 2 motor
vehicle, peform home dulies or pariicipale in social events with his family and friends.

Resiricted movemant/cenfined to bed/using a walking aide to facilitale movement was considered ‘o be disabling.

Upon internat review, scedosporium prolificans (fungal infestion) resulting in three surgeries to remove infection and hip replacement
surgery was considered to be medically significant.

Additional information is not expected.

13. Lab Data
# Date Test f Assessment / Notes Restilts Mormal High / Low
1 02-FEB-2016 Nuclear magnelic resonance fluid build-up in hip

imaging

1419, SUSPECT DRUG(S) continued

4. SUSP=CT SRUG(S) (Inciu da ganens name) 15 Eﬁ'ﬁ%ﬁgy%ﬂbwu 17, INDICATION(S) FOR USE 13 ;EEE&F¥ EﬁEEA% ek
#1) CELESTONE CHRONODOSE UNK, Unknown; Unknown  hip pain (Arthralgia) 27-JAN-2016 /
{betamethasone acetale (+) betamethasone Unknown,

sodium phosphale) Injection; Regirmen #2 Unknown

MSD 1‘eportcr:-

AUS/16/0843
19Apr2016

18-Apr-2018 13:49



CIOMS FORM

SUSPECT ADVERSE REACTION REPORT

12

I. REACTION INFORMATION
2 F'ﬁTiEI‘:T'aINIiTMLS 1a, COUNTRY 2. DATE OF BIRTH 2a. AGE 3. 3EX 2a. WEIGHT 4-6 REACTION GNSET
(irat, Tasl Lay Menth Yoar Day Month Year
privacy | AUSTRALIA PRIVAC}( Va1 | mate | U™ | §1 | Nov |2015

7 + 13 DESCRIBE REACTIO quség:“:mmng rolovant tostsfiab daa)
Event Verbolim [PREFERRED T | tRelnied symploms  any sepsrated by commaos)

QOther Serious Critaria: Medically Significant

Scedosporium prolificans {(fungal infection) resuiting in three surgeries to remove infection and hip
replacement surgery [Scedosporium infection}

Restricted mevement/cenfined to bed/using a walking aide o facilitate movement [Hypokinesia]
Severe paln in left hip/further pain to right and left hip [Arihralgia)

Limping [Gait disturbance]

Celestone Chronodose was cantaminated [Praduct contamination microbial]

Could not walk [Abasia]

Exhaustion [Fatigue]

{Continued on Additional Information Page}

CHECK ALL
APFROPRIATE TO
ADVERSE REACTICN

D PATENT QIED

W] INVOLVED DR

= FROLONGED INPATIENT
HOSPITALISATION
INVOLVED PERSISTENT
OR SIGNIFICANT
CISABHLITY OR
INCAPACITY

D IFE
THREATENING

CONGENITAL
ANOMALY

D OTHER

1. SUSPECT DRUG(S) INFORMATION

14, BUSPECT DRUGES) {include generic name)
#1 ) CELESTONE CHRONODOSE (hetamethasone acelate {+) belamelhasone sodium phosphate) Injection
{Continued on Addlitienal Infermatlon Page)

15.DAILY DOSE(S)
#1 ) UNIK, Unknown

16. ROUTE(S) OF ADMIMISTRATION
#1 } Unknown

20, D10 REACTION

ABATE AFTER STOPPING
DRLGT

Clves Cuo BGna

17. INDICATION(S) FOR USE
#1 ) hip pain (Arthralgia)

18, THERAPY DATES (romia}
#1 Y 11-NOV-2015 / Unknown

10. THERAPY DURAT IOK
#1 ) Unknown

21, DID REACTION

REAPPEAR AFTER
REINTRODUCTION?

[ves (oo pna

1. CONCOMITANT DRUG(S) AND HISTORY

22 CONCOMITANT DRUG(S) AND DATES OF ADMINISTRATION {oxcludy thoso used 1o treat reaction)

23, OTHER RELEVANT HISTORY, {0.g9. diagnostics, allargies, pregnarcy with lost menth of pericd, elc )

From(Te Dales Typa of Histary { Hotoes Cescriplion

Unknown Current Cendition Pain in hip (Arthralgia)
Bilateral

14-NOV-2015 lo Urknown Histerical Condition Hip surgery (Hip surgery)
X2

IV. MANUFACTURER INFORMATION

243, NAME AND ADDRESS OF MANUFACTURER
MsD
MSD Australia, MSD North Ryde Post Business Cenire, Locked Bag 2234

Merth 70 AUSTRALIA
Phone:

26. REMARKS
Medically Confirmed: No

World Wide #: AU-009507513-1604AUS011123

2ab. MFR CONTROL NO.
1604AUS011123

24d. REPORT 50URCE

D sTuly

25, NAME AND ADDRESS OF REPORTER
NAME AND ADDRESS WITHHELD.

NAME AND ADDRESS WITHHELD.
NAME AND ADDRESS WITHHELD.

24¢ DATE RECEIVED

BY MANUFACTURER D LITERATURE

26-MAY-2018 HEALTH [ OTHER Spenlaneous

PROE=SSIONAL. o NAME AND ADDRESS WITHHELD.
DATE OF THS REPORT 255 REPORT TYPE
30-MAY-2016 [ Reowionue 1 NAME AND ADDRESS WITHHELD.

30-May-2016 20:04



Page 2 of 2
Mir. Control Number: 1604AU5011123

ADDITIONAL INFORMATION

7+13, DESCRIBE REACTION(S) continued

Scarring [Scar]
Twa large lacerations [Laceration]
Fluid build up in hip [Joint effusion)

Case Description: Information had been received on 18-APR-2016 from lawyer regarding a case in litigation. It was alleged in
litigation that on or about 11-NOV-2015, a 47 year old male underwent surgery in relation to a check-up for bilateral hip pain. On or
about 11-NOV-2015 at an unknown time after attending the surgery, patient attended a second surgery where he was administered
two betamethasone acetate {+) betamethasone sodium phesphate (CELESTONE CHRONODOSE) injections that consisted of one
injection to each of his left and right hips. On o7 about $1:53 am on 27-JAN-2018, patient again attended surgery where he was
administered a further two betamethasone acefate (+) betamethasone sodium phosphate (CELESTONE CHRONOQDOSE) injections
in the same manner as previously received. On or about 29-JAN-2016, patient began limping at work and suffered severe pain in his
left hip. After about four days after this treatment, patient began 1o experience further pain to his right and left hip. Patient saw
physician and underwent magnetic resonance imaging (MRI) which revealed fluid build-up in his hip. Although patient was unable to
remember to exact date, he attended an appointment with a physician where he was administered one cortisone (unspecified)
injection to his left hip. On or about 09-MAR-2016, patient awoke with severe pain to his left and right hips and could not walk. Patient
was transported by ambulance to the hospital where he has remained until this current date. Since being admitted, patient underwent
four aperations 1o his hips to date. Patient was uncertain of the dates of these operations. Patient reported that prior to heing treated
by physician on the first cecasion, he had never sustained an injury andfor pain or discomfort to his left and right hips. The operating
surgeon informed the patient that the infection was caused by a fungus that could only oceur by piercing of the skin. Patient noted
that the only piercing of the skin was a result of the injections he received. Patient noted the contaminated betamethasone acetate (+)
belamethasone sedium phosphate (CELESTONE CHRONQDOSE) administered to him by injection was a necessary condition to
him suffering the injury. Patient claimed that he suffered severe pain from the scedosporium prolificans (fungal infection) that resulted
in hip replacement surgery, Patient reported that the betamethasone acetate {+) betamethasone sodium phosphate (CELESTONE
CHRONODOSE) that was injected into his left and right hips was contaminated and resulted in the injury he sustained. Patient noted
that the pain from the scedosperium prolificans (jungal infection) and conseguential hip replacement surgery and scarring should
have been foreseen. Patient reperted he underwent surgery on three occasions to left and right hips to remove infection that resuited
in two farge lacerations. Patient claimed that he sustained a disability resulting form restricted movement, being confined to bed and
using a walking aide to facilitate mability. Patient noted he was currently only able o walk 25 meters at a time before being confined
to bed due to pain and exhaustion, Since the date of the incident, patient reported he had not been able to work, drive a motor
vehicle, perform home duties or participate in social events with his family and friends.

An AE QIR has been requested by quality for this case. While there is no lot number associated with this case, an AE QIR is being
performed for lots on the subject market.

Infermation received on 28-MAY-2016 reported that ali in-process quality checks for the lot number(s) in question were satisfactory.
The resuils indicated that the Jot number(s), for this product and other reported products, as applicable, were manufactured in
accordance with manufacturing site standard operating procedures. The lot(s) met the reguirements for market refease.

Restricted movement/confined to bed/using a walking aide to facilitate movement was considered to be disabling.

Upon internal review, scedosporium prolificans (fungal infection) resuiting in three surgeries to remove infaction and hip replacement
surgery was considered to be medically significant,

Additional information is not expected.

13, Lab Data

# Date Test | Assessment f Notes Results Normal High / Low

1 02-FEB-2016 Nuclear magnetic resonance Fluid build-up in hip N/A

imaging
14-19, SUSPECT DRUG(S) continued
15. DALY DOSE(SY: 15. THERAPY DATES (from#ol;

14. SUSPECT DRUG(S) (inch:de generic name) 16. ROUTE(S) Olg ADMIN 17, INDICATION{S) FOR USE 19. THERAPY DURATION
#1) CEL:ESTONE CHRONQDOSE UNK, Unknown; Unknown  hip pain (Arthraigia) 27-JAN-2016 /
(betamethasone acetate {+) betamethasone Unknown,
sodium phosphate} Injection; Regimen #2 Unknown

30-May-2016 20:04



ADR Number; 377658 Case Date: 18/03/2016

Fields marked * are mandatory

* Title: Fl-01
Description:
* Delivery Method: Emailed
Attachment(s):
From:

Sent: Thursday, 30 June 2016 8:38 PM

To: ADR Reports

Subject: FW: Scedosporium prolificans infection associated with corticosteroid
intra-articular injections

Please note also that in a addition to receiving intra-articular Celestone, the
patients received intra-articular radiological contrast at the same time.

The preduct used was Celestone (Merck).
No batch numbers were recorded.
The radiologist involved may be able to help further:

From:
Sent: Thursday, 30 June 2016 5:38 PM

To: ADR Reports

Subject: FW: Scedosporium prolificans infection associated with corticosteroid
intra-articular injections

The product used was Celestone (Merck).
No batch numbers were recorded.

The radiofoiist involved mai be able to help further:

From:

Sent: Thursday, 30 June 2016 11:10 AM
To:
Subject: Scedosporium prolificans infection associated with corticosteroid
intra-articular injections

Patient 1

Tel:

17/02/2016 Scedosporium (inflatum ) prolificans left hip (Gold Coast University
Hospital 1300 744 284)

31/05/2016 Scedosporium (inflatum ) prolificans right hip (Gold Coast University
Hospital)

Radiologist: _



Queensland Diagnostic Imaging
Bot! !lps injected with corlicosteroi-

Patient 2

an inpatient in Ward 8 Gold Coast Private Hospital
Right knee injected with corticosteroid in _ at
Queensland Diainostic imailni

_Scsdosporium inflatum ) prolificans right knee (Sullivan and
Nicolaides Pathology
08/04/2016 No growth from right knee Tiuid

04/07/16 Further debridement with culture planned

Birector of Infectious Diseases and Immunology
Gold Coast University Hospital

I Hospital Boulevard
Southport QLD 4215

Web: wwiw,aoldeoast.health.qld.gov.au
Intranet: ochweb.sth.health.gld.sov.au
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This email, including any attachments sent with it, is confidential and for
the sole use of the intended recipient(s). This confidentiality is not waived
or lost, if you receive it and you are not the intended recipient(s), or if it is
transmitted/received in error.

Any unauthorised use, alteration, disclosure, distribution or review of this
email is strictly prohibited. The information contained in this email,
including any attachment sent with it, may be subject to a statutory duty
of confidentiality if it relates to health service matters.

[f you are not the intended recipient(s), or if you have received this email



in error, you are asked to immediately notify the sender by telephone
collect on Australia +61 1800 198 175 or by return email. You should
also delete this email, and any copies, from your computer system
network and destroy any hard copies produced.

If not an intended recipient of this email, you must not copy, distribute or
take any action(s) that relies on it; any form of disclosure, modification,
distribution and/or publication of this email is also prohibited.

Although Queensland Health takes all reasonable steps to ensure this
email does not contain malicious software, Queensland Health does not
accept responsibility for the consequences if any person's computer
inadvertently suffers any disruption to services, loss of information, harm
or is infected with a virus, other malicious computer programme or code
that may occur as a consequence of receiving this email.

Unless stated otherwise, this email represents only the views of the sender
and not the views of the Queensland Government.

LEEL L





