L :\“Witness‘Name:‘ Ron Feakesa ‘

~ Statement No.: WITN7302001
~ Dated: 16 November 2022

- INFECTED BLOOD INQUIRY

~ WRITTEN STATEMENT OF RONALD JAMES FEAKES

S \l prowde th|s statement in response to a request under Rule 9 of the Inquwy
- ‘T_Rules 2006 dated 11 October 2022 Nens S

I,‘ RonaId Feakes! willsay as ‘folklovvs\: -

Preliminary observations

“‘Before answering th‘e q‘uesﬁons kra‘ised WIth me by‘thetlanUiryI think itvvould be S
: heIpfuI to make some prellmlnary comments that i thlnk are relevant to my =
“wntten answers | retlred from Baxter Healthcare lelted in 2009 The‘f . ‘
: | :questlons ra|sed by the Inqunry reqwre me to try to recall detarled events oﬂen‘ :

< mvolvmg complex medlcal and scaentmc matters from around 40 years agc Ijk

‘ rnformatlon I have trled my best but have found thls very dlfﬁcult In respect of
: fmany of the questlons I elther have no drrect knowledge or no recoIIectlon\ -
‘Where I thmk | can provrde answers I have done so Whllst my answers are the\t;‘f -

~ best thatIcan give at thlstlme they may not be accurate as I may have forgotten‘ =
: ior confused matters as a result of the passage of tlme f =

| ~~The Inqwrys request for a wntten statement refers to the US company, Baxter:i =
T;InternatlonaI Inc (and lts sub5|d|ar|es wh|ch rt ldentrfles as Travenol‘ Sahn

: ‘iLaboratorles and Hyland Laboratones/Diwsron) refernng to ;th\em‘ as
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= "Travenol/Baxter (US)" and the UK companles |ncIud|ng Travenol Laborator:es o

o : ~Ltd and Baxter Healthcare Ltd referrlng to them as "Travenol/Baxter (UK)"

& ~w1|I try and dlstlngwsh between the lndlwdual companles in the US and the UK\i

i

as best I can recall though | may not be exact in my termlnology

‘The UK based companles pnnmpally Travenol Laboratorles lelted ("Travenol e
UK") and Baxter Healthcare lelted ("Baxter Healthcare) where I was

femployed had a wxde product portfollo lncludmg lntravenous Solutlons and

e lntravenous admlnlstratlon sets (the plasttc tubtng used in hospltals to

admlnlster bIood or IV soluttons to a pattent) and blood collectlon systems (for‘

\ :blood products were manufactured by the UK based‘ companles.‘ Theoverslghtj S

‘example FenwaIT'V') used by the UK Blood Transfusnon Serwce These non-r:‘

a ofmanUfacture of products in the UKwasithe ‘major part of my jobkfrom around

: ‘1978 Whilst l had some oversightof regulatory mattersbeCause the Regulatory

Department reported to me from: around 1981 to 1993 after 1993 | had no

: :llnvolvement in regulatory matters at all

iv. iln relatlon to blood products specmcally, the UK companles I worked for had a k‘
- \dlfferent role from the us based companles like Hyland Laboratones in respecti‘f_‘ S
of blood products the UK companles were responS|ble for the sale and

d|str|but|on of the blood produots and acted as a point of Ilalson wnth the UK :

. ?regulators They did not develop or make blood products I was not mvolved in .

‘ the. sale and dlstrlbutlon of blood products but as far as | was aware it was a.

2 relatlvely smaII part of the UK based companles day to day bus:ness I have -
been asked to consrder 59 questlons many with sub questlons and to consuder o

_37 documents I have read the documents provxded to me by the Inqmry and :

‘ _conSIdered the questlons d|l|gently over many days and have done my best to :

; answer them in the llmtted time the lanIry has prowded for my statement tobe L
- prepared ‘Where questlons seem to me to be unclear | have trled to ldentlfy‘, o
~ what | think i is the pomt bemg raised and answered on that ba3|s Unfortunately“{ e

a number of questlons ask for mformatlon that because of my role and the work |

o faundertaken by the companles 1 worked for 1 have never had the knowledge fo

i answer There are also subjects and events about Wthh l have no recollectlon e

fFor ease of reference the questlons ralsed in the Rule 9 Request are rncludedf L

. below m bold and /tallcs before my responses
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: Section 1:‘I‘ntroduction‘ N

“‘1. % Please set out your name, address, date of brrth and professronal S

qualrfrcatrons

11 My full name is Ronald James Feakes I was bon on! GRO-C 11948,

f,and my. address is known to the Inqmry

12 N was a Llcentlate of Royal Socrety of Chemlstry (LRSC) and
: E subsequently I became a Member of the Royal Socrety of Chemlstry‘
(MRSC) untll I rettred from Baxter Healthcare - :

2 :‘Please set out your employment hrstory, mcludrng the varlous roles andd
: :responsrbrlltres that you have held throughout your career, as weII as the
SE dates Please consrder m partlcular the document enclosed at
‘\ NHBT0000487 006 PIease set out the trmelrne of your work wrth Travenol
= Laboratorres Ltd and Baxter Healthcare Ltd rncludmg : :

: (a) The posmons you held from tlme to trme and -
.*(b)‘ The responsrbrhtres that each of those posmons entarled

- 2.1 f“ieThe dates 1 set out for vanous roles | have held are approxmate and

glven to the best of my memory

\‘2‘.2 ~n terms of the names of the companles | worked for, these are glven to‘ i
‘ “ “\the best of my recoilectlon 1 understand Baxter Laboratones Limited e
- :5 changed |ts name to Traveno! Laboratones lelted in 1972 and then |
- changed its name aga:n to Baxter Healthcare lelted in 1988 In =
f\answenng this questlon | have referred to page 89 of the transcnpt of;
o4 September 2021 [INQY1000147] and statements provrded to the L
“j‘lnqurry on the corporate structure of the compames ! worked for. glven:
S by Susan o) Rellly and Bo Tarras Wahlberg g

23 | 5[ On 15 August 1966 I jomed Baxter Laboratones lelted in Thetford |ni - .
Ethe UK asa Laboratory Chemlst Over the followmg nrne years or so | i
: held vanous posrtrons in the Qualrty Department of the company.

o 24 ;‘~Baxter Laboratorles lelted changed its name to Travenol Laboratones f -
‘ ,lelted 1 do not recall exactly when thls happened but | have rewewed
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‘pages 88 to 90 of the transcrlpt of 24 September 2021 [INQY1000147] o
~and I th|nk itis probably correct that this happened inor around 1972.

25

‘ In 1975 ! became Quallty Control Manager for the manufacturlng plant e

in Castlebar Ireland but 1 cannot recall WhICh company in the group .

| _‘was responsuble for the plant In 1978 I returned to Thetford as Dlrectork

- Y
= in Thetford | am not certaln because | have not kept a record of myi ‘

of Quallty for Travenol Laboratorles lelted In this rOIel ma‘naged the
: Quallty organlsatlon assomated WIth manufacturlng ln Thetford and i
& Nelson in the UK ‘ : §

In 1\981 I became Dlrector of Quality Assurance for Travenol UK, basedr

: employment but l belleve at this tlme | also became responSIbIe forf o
~ Scientific Affalrs WhICh later became the Regulatory Department ThIS S

. :f‘was the flrst tlme i had had any lnvolvement W|th the llcensmg and

o7
S ~the Quallty Department in Travenols manufacturlng facrlltles in lreland T

28

: ﬁregulatron of products

In 1986 I became Dlrector of Quallty Assurance (UK and Ireland) and

was added to my responSIbllmes

. As Drrector of Quallty Assurance (UK and Ireland) l had oversxght of the; =
Qualrty and Regulatory compllance and procedures of Travenol in the; S
-ﬁ;UK and the manufacturlng plantin Ireland to ensure that manufacturlngﬁ

‘ ‘:;processes and products complled wnth both company reqwrements and 5 s

those of the regulatory authorltles in the UK and Ireland “

E As noted |n document [NHBT0000487 006] my role in 1986 requrred ~

o that lwas a "Qualified Person and was named as such inthe Travenol

= : :_ Laboratorles lelted and Baxter Healthcare lelted manufactunng\“

210

~L|censes l belreve ‘that the requlrement for a company o have;
;"Quallﬂed Persons was Introduced to harmonlse the UK with EC:tj T -
“\practlce and I belleve that 1 would have been named asa “Quallﬂedf Shea

: Person" when | returned from Ireland in 1975
‘TraVenOILaboratories Limited ‘chan‘ge‘d Its name to BaXter Healthcare : :

- ¢le|ted ldo not recall exactly when this happened but | have revnewed S
e pages 88 to 90 of the transcrlpt of 24 September 2021 [INQY1000147]- L ‘

- and I thlnk it is probably correct that thls happened inor around 1988
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211 f‘ln 1990 I was appomted Technlcal Dlrector for Baxter Healthcare
“lelted At th|s pomt the techmcal development of products and@
= processes relatrng to manufacturlng in the Thetford plant was added to S

‘i‘my l’eSponSIblhtres =

‘ 212 > In1‘9‘93 1 was appomtéd General l\/lanager for Man‘ufacturing~forc‘Ba>:<ter S

i ‘ Healthcare Limited and Wés‘ ‘reSponslble for ‘manufaCturlng at their UK
\ifacrlltles in Thetford and Nelson From thls date I no longer had =

‘\‘cfover3|ght of the Regulatory Department and therefore no furtheri -

tnvolvement w1th blood products

213 ﬁ'n*1996*'~was appo'med;Eumpean Directorfiof‘QUality Systems with
o responsibility for th‘e‘Quali\ty Assuran‘ce function in several‘Ba):(terplants o
in Europe. These would have mcluded the Quallty Assurance functlons
“m the UK and Ireland but not regulatory responSIbllmes L

214 ln 1997 l was apponnted V|ce PreS|dent of Quallty Assurance for the“ - -
- ‘manufacturlng facmtles in Europe assomated with- the two Baxterf
Healthcare D|V|S|ons (lV systems and Renal) There was a separate ‘
i ‘Vlce Pres:dent of Qualrty Assurance who had responS|b|Ilty for other

& ~products lncludmg blood products blood products were not wsthnn my‘

o responsrbrhty

‘ 2\.‘15‘7‘ﬁln 2005 I was appomted Vlce Presudent onuallty Shared Sel‘VICeS and “ L
: ‘ Compoundlng (Europe) SRR ‘ : :

‘ k 216 ln 2009 | retlred from Baxter Healthcare lelted

‘ 2;17‘; : As noted above between 1981 and 1993 the manager of the Scnentlﬁc - k

- i Affalrs / Regulatory Department for Travenol UK (and then Baxterl S -
g _~Healthcare) reported to me. The Regulatory Manager in the UK;:

- :;managed a small team consrstnng mamly of pharmacrsts : -

- 2.18 In relatlon to products manufactured by the UK companles thls team‘ S

;‘ was respon3|ble for

j(a) Compllrng mformatlon relatlng to stablllty data on products,c
manufactunng process detalls quallty testlng detalls product‘

safety data
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S ‘(b) Collatrng the mformatlon in toaflle forsubmlssron to the regulatory
‘authontres m the UK and lreland in order to obtaln product S
‘ : *illcenses : : e Dmimem e ‘
‘ = j(c)‘ Respondnng to requests from the I|censrng authormes |n the UK
‘ - and Ireland |f more data or mformatlon was reqmred : S
(d) Lralsmg W|th UK and Irlsh regulatory authorltres and mamtalnmgs S
: ‘exustmg product Ilcenses : T

219 For products‘not manufactured byin the UK, this team was respOnsible L

- for:

‘ (a) Lralsrng wrth the US busmess (Wthh 1 will call Hyland Laboratorles :
-~ oor Hyland) |n order to obtaln the |n|tial mformatlon reIated to the
| ~product forthe purposes of applylng for productllcenses |n the UK‘ L
- and Ireland and any addltlonal rnformatron requrred to respond to
: S any requests from the Ilcensmg authontles - = ‘
: (b) ‘ Llalsmg wsth UK and |l'ISh regulatory authorltles and malntalnlngi: e

: ~~_eX|st|ng product Ilcenses

o 2‘.2\0‘:‘ : ln my role as Dlrector of Quallty Assurance from 1981 untll 1990 and
e then as Technlcal Dlrector untll 1993 I was not dlrectly mvolved in the
e f‘:day to day detall of regulatory matters relatmg to any of the companys =
\ products mcIudlng blood products and so my drrect knowledge is
‘ :llmrted Itis on thls basrs thatl have attempted to answer the lnqurrys: :

;questlons

‘ﬁ*Please set out your membershlp, past or present of any commrttees,‘ :
. ~;“assoc1atlons partles orgamsatlons societies or groups reIevant to thef S
Inquiry’s Terms of Reference mcludlng the dates of your membershrp and~ :

S the nature of your mvolvement

- 5‘3,1 I have not held any membershlps of any commlttees assomatnons
S5 partles organlsat|ons socretles or groups relevant to the lnqurry s =

Terms of Reference

‘PIease conflrm whether you have provrded wntten or oral ewdence to, or :
ﬁhave been lnvolved m, any other rnqumes mvestrgatlons, crrmmal or crvrl =

e Irtlgatron in relatl\on to human rmmunodeflcrency wrus (“HIV”) and/or; o
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= hepatrtrs B vrrus (“HBV”) and/or hepatrtrs C virus ("HCV”) rnfectrons and/or -
; varrant Creutzfeldt-Jakob drsease ( “vCJD”) in blood and/or blood products :
: Please provrde detarls of your rnvolvement and copres of any statements or

reports that you provrded :

4.1 E have not been lnvolved in or provnded wrltten or oral evndence in the

cwcumstances stated

e Please descrrbe the relatronshrp between the Us company, Baxter :

‘ o Internatronal Inc (and rts subsrdrarres Travenol Laboratorres and Hylandj

Laboratorres/Drvrsron) and the UK companres Travenol Laboratorres Ltd and .

o “‘Baxter Healthcare Ltd In partrcular please descrrbe what roles the UK‘ : ‘

;;companres undertook and what matters were reserved to the US{

: ;companres

'(a) e You may be assrsted by the summary grven by Counsel to the ‘ =
i Inqurry rn the Transcrrpt of 24 September 2021 p 88 90 ‘ :
‘ - [INQY1000147] Please provrde any correctrons or comments that i

i you wrsh to provrde on that summary

“‘j? For ease of reference the respectrve compames erI hereafter be referred\
to as “Travenol/Baxter (US)” and “TravenoI/Baxter (UK)” : unless\‘ o

= - otherwrse specrfred s

51 . | have rev&ewed pages 88 to 90 of the transcnpt of 24 September 2021
~ [INQY1000147]. | was employed by Baxter Laboratories Limited, then |
ij_f Travenol Laboratorles lelted and then Baxter Healthcare L|m|ted~‘ :‘_jfft D
= f]between 1966 and 2009 | do not know the corporate hlstory of the US;
: acompanles or the UK compames I think |t IS probably correct that
~ Baxter Laboratones lelted changed its name to Travenol Laboratonesigf i
= lelted in 1972 and changed its name agaln to Baxter Healthcare -
- lelted in or around 1988 - cannot comment further on the hlstory of

s ‘the companles as set out m the extract from the transcnpt

s 52 As noted aIready nelther Travenol UK or Baxter Healthcare was a
. manufacturer ofb!ood products However they dld manufacturea range‘ =
~of other products mcludlng, mtravenous solut|ons and intravenousf: s

_iadmmlstrahon sets (the plastlc tublng used |n hosp|tals to admlmster . ;‘7‘ :
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blood or v solutlons to a patlent) Dunng my penod of employment the
UK companles were mvolved |n |mport|ng and sellmg products‘

. mcludlng blood products m the UK

- ‘Sectiong: Knowlegge of risks gsSociat‘ed with Qlood products

R When you were workmg at Travenol/Baxter (UK) in the 19805 what dld you‘
know and understand about B ‘

‘ (a) & The rrsks of mfectlon assoclated wrth blood and/or bIood products‘
— generally,and ‘ S
b)) The rrsks of transm:ssron of hepatltls (mcludlng HBVand what was =~
S Iater ldentrﬁed as HCW What lf any, were the sources of your:t o
;knowledge" How, if at aII did those sources and your knowledge ‘"

: change over tlme7

6.1 - Pnor to 1981 | had no. mvolvement with the blood products sold and .
. dlstrlbuted by Travenol Laboratorles lelted and 1 do not recollect‘
havrng any knowledge concernlng the nsks assomated W|th blood or
5 ;::?blood products generally or specrflcally concernmg risks of transmlssmn o

g of hepatrtls

. 6.2 After l became Dlrector of Quallty Assurance in 1981 | became aware -
: of mformatlon assomated W|th blood products mcludrng mfectlon l'lSkS S
k ‘twhrch came from a varlety of sources mcludlng conversatlons W|th ; “ -

S colleagues smentrﬂc llterature and the medla

: : :6;3 ol cannot recall what I knew and when | knew specmcally about rlsks of
- \‘:] mfectlon or where that lnformatlon came from. I remember it became
< apparent that blood products could potentlally transmlt HIV and be a nsk‘ ) =
: to people recelvmg them. | recall there was a lot of lnformatlon |n the -
medla generally, mcludlng a government advert on the TV wrth a grave

- stone mentronmg AIDS

6.4 ‘k ,ildo recall that the US company developed new processes to reduce the‘:‘ : S

| | - risk of transmrssnon of viral agents and ! had conversatlons wnth‘:
‘colleagues in the UK who were. more d|rectly mvolved in the blood -
f‘product sxde of the busmess mformrng me about what was belng done ‘

; ?‘for example heat treatlng the blood products and then later on, the use
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o gof solvent/detergent and monoclonal technology Iwould not ha\‘/e hadc :
f these conversatlons with colleagues nn the UK every day There werei S
S regular communrcatlons between colleagues in the US and the UK &

| :‘companles about the technology berng used toi |mprove the products
7. What if. any. steps‘ were‘ taken to ensUre that:‘ =

(a) 3 NHS bodres and/or clrnrcrans purchasmg and/or usmg Travenol
e and Baxter products were made aware of the rrsks of hepatrtrs?
b)) ‘Patrents treated wrth Travenol' and Baxter products were made“ ~

y aware of the rrsks of hepatrtrs7

71 “ ~The steps I was aware of were to provrde Data Sheets and these and i
L :other product rnformatlon supplled with the product rncluded warnrngs‘
—of rlsks These matenals were pnnclpally drrected towards cllnlmans S
and Other healthcare,professronals Patlent Informatlon Sheets -
:‘ ;‘;includin\g warnings of ‘risks:fWere also prepared though | thlnk that ‘ N

| Qfofthe19905

8. o What was your knowledge and understanding of HIV (previOUSly known as
= ;‘HTLV-III) and AIDS and in partrcular the risks of transmlssron from blood

& products durmg your trme workmg at TravenoI/Baxter (UK)9 What were the : \c -
“sources of your knowledge7 How drd your knowledge and understandmg . o

g change over trme?

= : 81 ltis hard to recollect wrth accuracy what ! and colleagues in the UK knew
- fand when we knew it rn relatlon to matters that took place almost forty =
‘ [years ago. Please see my: answer to QUestlon 6 above where | have: L
. explained the extent Of my knowledge and understandlng in relat|on tot o
fboth hepatl’us and HlV o o .

= 9. i How and when drd you frrst become aware that there mrght be an assocratron S =

between AIDS and the use of bfood products? —

: 9,1“ - Please See my answer to questlon 6 aboye. -
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2 :10.‘ ;To your knowledge, what enqumes and/or mvestrgatlons drd -

- Travenol/Baxter ( UK) carry out m respect of the rlsks of transmrssron of
‘HTL V-III/HIV/AIDS prlor to 19857 What was your mvolvement m such

S \enqumes and mvestlgatrons7

L 101 Researoh and development in relatxon to blood products was not N
e generatly part of the UK companys role and | was not aware of or =
: ‘mvolved in any such enqumes or mvestlgatlons belng carned out 1T =
‘was aware some products were involved in chmcal tnals but ! have no
irecollectlon of the detall addressed in questton 33 and I had no

. lnvolvement in that work

11. When drd you become aware of the rlsk of HIV and AIDS transmlssron byj
:TravenoI/Baxter products specrflcally’i What was your source of S -
~k~\:‘knowledge7 S . ‘ o
\ :;1‘1.1‘; Please see my answer to questlon 6 above where 1 have explalned _——
the extent of my knowledge and understandmg in relatron to both
- hepatltls and HIV S

12 Whatif any‘step‘skweretakento eneUre that: o

‘ ~(a) | = \‘ ‘NHS bodles and/or clmlc:ans purchasmg and/or using Travenolf :
o . ‘products were made aware of the rrsks of HTLVIII HIV and/ori ~
. ADSs? e L =
= (b); : ‘Patlents treated wrth Travenol products were made aware of the .

‘ rlsks ofHTLV-III HIVand/orAIDS9

: 121 ‘ Please see my answer to questlon 7 above where 1 have explatned S ;
s my understandrng of how rlsks were communlcated to chmmans and 5 f S
- ‘other healthcare professmnals and then ata Iater date to patlents via ;‘ .

- patlent mforma‘uon Ieaflets e

Section 3:‘ B‘Ioods‘uigp‘lv; donorpotJIs and ‘s‘cre:enind\ﬁ =

o 13 What did you understand durmg the trme of your employment wrth‘: i
: TravenoI/Baxter(UK) about ‘ e
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(a) . From where TravenoI/Baxter (US) obtarned plasma for use m‘ :
S ‘ blood products sold in the UK : :

131 fﬂ At some point in the 19803 | do not recall exactly when, | became
o ‘aware of a dlfference between how blood was collected in the UKand

Us, namely that donors in the us were pard for thelr donatlons

~(b) L ~The extent to whlch TravenoI/Baxter (US) obtamed plasma for use e‘i “:
in blood products sold in the UK from prrsons in the Umted; ~

- : States
‘:‘:‘1‘3.2‘: o] cannot recall bemg aware that plasma was obtamed from pnsoners :
L :EaintheUS S ‘ :
i(c)_““ :The extent to whlch Travenol/Baxter (US) used plasma obtamed;i S

~ from homosexual donors not only for the productlon of Hepatltrs :
B 'mmunoglobUIm but also for the productlon of Factor il and:‘f,:
IX concentrates (as descrlbed in the expert wrtness report of Dr f: ‘f‘
‘ ;}“Donald Francrs) [CGRA0000404] e .

1 ‘ :1:3.‘31: ol have read [CGRAOOOO404] as prowded by the Inqwry to me 1 £

- cannot recaII prewous!y belng aware that blood products ‘
‘ imanufactured by Hyland Laboratones used plasma that came from;‘ S e

e :;any specmc sector of the poputatlon

 (d)  The size of the plasma pools used in producmg blood P’Oducts -
: f_‘soldmthe UK; ~ S :

: ;‘f‘ 1‘3.:4: ‘ ;fI do not recall havmg any knowledge of the srze of plasma pools used o

e | am not aware that employees |n the UK mcludlng the Regulatory; =
Department over whrch l had over3|ght had detaned or specxﬁc‘ :

. ‘knowledge about the S|ze of plasma pools
@ The association (or ‘OtherWISe) between the size of the plasma
] pools and the rrsk of the blood product mfectmg a patrent wrth G

. hepatltrs and HIV/HTL v-m

:“‘13.5 £ ‘:l do not reoall any drscussson about the assocratlon between the S|zef7‘
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: (0 The ktesting ‘ and selectron procedure undertaken by\
: ‘ “ Baxter/T ravenol {US) when selectmg donors In partlcular, please f :‘
T consrder the document enclosed at SHPL0000409 130. To the S
i best of your knowledge What was the “Travenol Phllosophy" of
E methods used to ensure the safety of blood donations used for

the creatron of blood products?

ln respect of each of these matters please explam the sources of thef :

f‘mformatron you obtamed on these matters and how your knowledge of .

o 5them changed over the years

: 1‘3.67 ‘ ‘Donor:sele‘ctiort ‘proceduresand other methods used to screen btood
: dohatiohswere*as~farfas* I.jhaveaahy kno\WIedge,ﬁ managed and
“oversteen‘ by Hyland. If required for product registratiohitrr the UK then

S :these\d‘etails‘:WOuId be included in the product Iice\h\ce~appI‘iCation.;

= e : D‘o‘cur"nent [‘SHPLOOO‘O409 136]“notes a pre‘registrati‘on application ‘

: ST 14. :
‘ - in the blood products that Travenol/Baxter (UK) were lmportmg and sellmg’? s

e regardlng HIV screened dlagnostlc products dated 5 January 1986 (prrnted :

: meetlng held between regulatory staff from Travenol Laboratorres
: ~L|m|ted and representatrves of the DHSS 1t records what mformatlonu f
was expected to form part of the product Ircence applrcatlons and I‘ ‘
: \iexpect that thrs mformatlon would be supplred by Hytand Laboratorres =

“and submrtted as part of the formal product Ircence applrcatrons

‘13.‘8‘12‘ = have no famrharrty wrth or recogmtlon of the phrase "Travenol
T ftPhrlosophy" and do not have any specrﬂc knowledge of what, "the
,Travenol Phrlosophy of methods used to ensure the safety of btood‘ o
rdonatrons used for thls blood product and all other bIood products

iff were

fDrd you have any concerns in the 1 9805, about the source of plasma used =

e iWhat steps if any, did you take to address any such concerns :

:14.‘ ‘ t do not recall havrng detarled know!edge in respect of the source of‘k :

plasma used in the btood products |mported

Please consrder the memorandum of Travenol Laboratorles errtedi Cnna
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‘ ~oné6 January 1987) enclosed at SHPL0000226 003 lnto which you have :

k ‘been copled The memorandum explams that there was a Iack of supply of
= screened product and that whllst it would be possrble to stop supplymg “all =
but screened product thrs would naturally result m a Ioss of sales & Please T

~‘explam to the best of your ablllty and recollectron

- (a)‘ 7 \When : ::was : screenmg : for‘ : all blood products
- : manufactured/marketed by Travenol/Baxter (UK) 1mplemented7 i
‘(b)‘%o Consrdermg that TravenoI/Baxter (US) had Jomtly produced a
s :dlagnostlc test for detectmg HTLV-I ant:bodres in 1985
: [SHPL0000226 073 and SHPL0000226 086], why was there a lack\
= ‘ ‘of suppfy of screened products m January 19867 : e |
- ‘_(c)‘ B What decrs:on was taken regardmg the possrblllty of ceasmg the‘ :
e ;supply of all but screened product on this occasron" Who was -
: ;fresponsrble for takmg thls dec:sron and why was thls decrs:on t
‘fmade? T L e : s
t‘(d)‘i‘:‘ Was any assessment made of the rlsk of transmrsston of HIV by =
o : “the supply of unscreened product7 If so, what Ievel of rrsk was =

= : rdentlfled and how was thrs mformatlon used in the decrsron-‘-

. makmg process? k
~(é)‘ k & ‘What were your v:ews on thls matter at the tlme? :
M  To the best of your knowledge when and in what c:rcumstances

‘ did Travenol seII unscreened products foIIowmg the mtroductlon : 5

- of HIVscreemng tests’? e

154 | have rewewed [SHPL0000226 003] T‘he‘date of the memorandum
S H;looks wrong and t thmk the correct date is 5 January 1987 The subject‘
~(emphasrs added) and the memorandum refers to Laboratory D|V|S|on |
am not sure what the relevance of these products is. to the Inquu'y .
‘}because these are dlagnostlc products for Iaboratory use and not used : :

? iiby patlents or used in any treatment

‘ ““7{15;2 ‘:The products concerned were manufactured and supplred by a US based_
: i‘ company called ’Dade 1 do not reoall any lnformatlon that explams the7 i

 lackof avatlabrltty of somescreened products from Dade. I‘ do not knoyv ‘
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16, |
‘ ‘ tWthh you were copled [SHPL0001037 001] Why was ALT and HTLV-lllj e

= : screenmg cons:dered “mandatory” for “marketmg reasons” whereas it was_ G

What happened regardlng the recommendatlons made by Tnsha ~ s‘

Bowcott

Please consrder the enclosed letter from D Barrow dated 5 March 1986 mto;

‘ ‘not yet requrred at a regulatory Ievel? To what extent drd the rlsk of .

e transm:ssron of mfectlon to the consumer contnbute to the polrcy that ~

L screenmg was mandatory? :

e dhae FeadtheTel@* concemithemoﬁl HT sent by D. Barrow, onwhich

o wss‘copted and in which he stated, "that although ALT and HTLV-I -

: screenmg is not yet a regulatory reqwrement lt lS mandatory for .

: “:;i kmarketmg reasons If | recall correctly, Hemofil HT was subjected to o

| ‘f;a heat process dunng manufacture to reduce the nsk of potentlal V|raI o

‘ ‘transmlssmn

N f:;‘16;‘2[“§l cannot recall Why Mr Crossman and Mr Tate were requestmg that‘if ‘;

o ,products made avallable |n the UK and Ireland were only manufactured

]from screened plasma

S ﬂs‘e‘c‘tion#: Product wgmmqs and labellrnq o

17.
- ‘"products m the Umted ngdom would be provrded wrth mformatron about; “ ‘

18

;:Please descrlbe the mechamsm by Wthh users of Travenol/Baxter blood*k o

: ‘fthose products mcludmg warnlngs about the potentral risks assoclated o
: WIth them In partlcular was this mformatron lrmrted to the data sheet Ieaflet o
~and packagmg provrded wrth the product or was other lrterature also S
e ;ksupplled’f’ (Please answer wrth partlcular reference to vanants of Hemofrl; -
‘ ~and Proplex) - S ‘ T :
17 1 \:Please see my answer to questlon 7 above where I have explalned my}

e understandlng of how nsks were communlcated to C|lnlClanS and other\ e

. ;:healthcare professnonals and then at a later date to patlents V|a patlen'c |

S 5 mformatlon Ieaflets

Please explam the process by whrch the wordmg of the data sheet Ieaflet T
;and packaglng, and any other relevant llterature, was determmed In_‘ ‘:} 5

- ;partrcular, please explam
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‘ ‘19.‘;

20

(a) o Your personal role ln that process, o

(b) if‘The role of any other ofhcers or employees of Travenol/Baxter; ‘
. (UK),,“ L S - e
() The respectlve roles of Travenol/Baxter (UK) and Travenol/Baxter‘ =
‘ f(US) : : e
: :;;‘18.1 : I had no. role in developlng or approvmg the wordlng of Data Sheets L

: leaflets or packaglng For blood products all of whtch were developed :
;and manufactured;outsme the UK, the literature supplled with the
: produCts vvas :initially drafted in the US ‘ As part of the product regi‘stration
: process the UK Regulatory Department revnewed these Data Sheets to a
o ensure they complled with current reglstratlon requlrements before
) mcludlng them in the documentatlon for review by the regulatory:

oo authorlty

: To‘whom Wasthe informatlon in the data sheet leafletand packaging (and :
| any other relevant hterature) dlrected7 In partrcular dld TravenoI/Baxter
: }(UK) mtend or expect it to be read by (l) cllmc:ans (u) patlents (orparents of S =
f‘patlents), and/or (m) both clmlclans and patlents (or parents of patlents)
\ 1941 Please see my answer to questlon 7 above Where 1 have explalned my §

understandmg of how nsks were commumcated to chmmans and otheri‘ o
healthcare professmnals and then ata Iater date to patlents via pattent e

mformaﬂon Ieaflets

‘VPIease consrder the followmg documents and answer the questlons that; : S

- follow

: S o ‘SHPL0000283 005 p- 10 and 24 proposed data sheet and carton label f

for Hemofrl accompanymg the apphcatlon for a varlatlon to the UK :7 L

o :Ircence made on 30 November 1984

| e ESHPL0001013 oo4 carton Iabel for HemofrI-HT explry date June 1988 o
e SHPL0000963 002 data sheet for Proplex, rewsed February 1983 ‘
f ::f.f ‘SHPL0001 049_034: data sheet for Proplex, rewsed October 1984

o o INQY1000147 Transcnpt 24 September 2021 p148-149 .

- . INQY1000148 Transcnpt 28 September 2021 p22—25
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:(a) : ‘What mvolvement rf any, dld you have m the preparatron of the . S
RS : :“ : *twarnmgs contamed m these documents7 R e

- (b) : :To the best of yourknowledge were the Proplex data sheets used o

- with products sold in the UK’ If not, are you aware of any‘

dlfferences m the wordmg of the warmng Iabels7

‘ (c) Why was lt that none of the warnrng Iabels referred to the nsk of :
= \mfectron with HTL V-III/LA V/HIV or the risk of AIDS?. :
‘ ~(d) b ‘Drd you have any concerns at the tlme that there should have

~ been such a warnmg? lf so, please explam those concerns and i
S L ?any actlons that you took about them : : -
: 9‘ (e) S 1Do you have any concerns now that such a warnmg should have ; Ll

: been lncluded? —

20;1 : As nOted:above,‘in myfyarious‘Quality Assuranoerelated roles, hetween -
1981 and 1993‘~ | had ultimate responSibility for the work of the Soientifio :
Affalrs / Regulatory Department In the UK This department Wthh was .
: : a small team consnstlng matnly of pharmamsts was managed by a
e :Regulatory Manager who reported to me. Thls department understood ‘
\k : “the products and the related scrence more than me.~ | did not have any f‘ : .
Sommbaaan ¢|nvolvement in the preparatlon of the warnungs o sl :
- 202  The labelllng and Data Sheets for these products was mltlally drafted by ‘
S kthe us. team and then prowded to the member of the UK Regulatory
e ‘: Department who was worklng on the product Iloence appllcatlons
203 : ‘k The Regulatory Department team member revnewed the Data Sheet and i
e : hllalsed W|th the US if Changes were requnred | recall a Iot of the
i regulatory appllcatlons relattng to these products dunng thls penod were e
L dealt W|th by lvan Bryant e i i
- ‘20.4‘;‘ : If lvan had questlons relatlng to the Ilcensmg of these products then I
. belleve he would dISCUSS it W|th the Regulatory Department Manager at
‘ : :thettme : = : i : o k
\‘ 205 As mentloned above whllst | was employed by Travenol UK and Baxter{ ~
- \:Heatthcare | recall the main foc:us of the business was mtravenous -
fsolutlons mtravenous admmlstratron sets blood collectlon systems f‘;:; “‘
:f:and renal d|aIyS|s products The sale of blood products was as l;::f |

:recollect a smaller part of the day to day busmess
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21,

206

. have revi‘ev‘\redthe transcrnpts of 24 and 28th September 2021 |

[INQY1000147 and INQY1 000148] | had forgotten untll l had read the

e : transcrlpts that Proplex had been llcenced in the UK.

207

}k “HTLV-llI/LAV/HIV or the rlsk of AIDS. My role d|d not mvolve me‘_ T

“ conS|derlng what warnmgs were requrred |n relatton to these products = :

(a) ;;
B
:;i‘:(c)ﬂ i

- ‘;‘Authorlty to agree to such a proposal? PIease ldentlfy any -

:21‘.1_‘ = k
‘~oblrgat|ons wnthln the UK market when consrdermg what mformatlon -

| note the Data Sheets for Proplex as prowded by the lnqurry were_ ‘

:prlnted in the US by "Hyland Therapeutlcs D|V|S|on Travenol
: ;‘Laboratones Inc lam unable to say whether or not there were any .
‘:dlfferences in the wording of the warnings used in these documents andt ‘
o any Data Sheet prepared for products I|censed and sold in the UK

i 420.8 | cannot comment on the warning mformatlon prowded to me by thes :

lnqwry and the text of the warnlngs in respect of the risk of infection W|th :

fWhat steps would TravenoI/Baxter (UK) have had to take had it wrshed to\ :
- add a warmng about AIDS (or the vrruses causmg AIDS) to the blood‘
‘products that lt soId in the Unlted ngdom in the 1 98059 In partlcular :

‘fWouId it have been necessary to obtam the approval offf 5
~ TravenoI/Baxter (US)7 ‘ ‘ e =
f;WouId it have been necessary to obtam the approval of the UK N

‘ﬁLlcensmg Authonty"

- Would you have expected Tra venoI/Baxter ( US) and the Llcensmg S

dlfflcultles that may have arlsen

fTravenoI UK and Baxter Healthcare complled W|th ltS regulatory :

i”had to be prowded with |ts products It ‘was these regulatoryr‘

obllgatlons that determlned what the busmess did W|th regards to

: arnlngs My UK colleagues Ilalsed WIth colleagues in the US if .
: ‘changes to warnlngs were reqmred However |nformat|on regardlng o

k - any warmngs for the UK was prowded |n accordance W|th and ina

o aformat that the UK regulatory authorlty approved

212

1 recall that the regulatory team generally consrdered that the UK

ifi‘regulatory authorlty:dld not necessarlly Just acceptthelnformatlon that ‘ f i
had been provided to the US FDA. The UK regulatory authority
~ frequently required further information, sometimes this was because
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22

S technotogy and smentlﬂc knowledge and technlques had progressedf
and as a result US colleagues were asked to conduct additional
: expenments and testtng Thrs may have resulted in delays in the

‘prowsmn of lnformatlon

k ‘i_SectioniS:;l‘_‘icensing ;‘r:\g

_aPlease descrtbe in broad terms your experlence of applymg for and
f obtammg product Ilcences for blood products m the UK in the 1980s. Please :
mclude an account in broad terms of how TravenoI/Baxter (UK) would go

= iabout applymg fora Ircence (rncludmg any meetmgs that may. be held), and S
: your role in that process : ‘ e :
- 221 fAs noted above ln my varlous Quallty Assurance related roles .

between 1981 and 1993, ! wasgresponsrble for the SClentlfIC Affalrs fo
:Regulatory Diepa‘rtment for the UK company. This idepartm‘ent which
‘ was a small team consmtmg malnly of pharmacusts Was managed by
a Regulatory Manager who reported to me: However as 1 havei :
> explalned above | had no dtrect mvolvement in applylng for andf 5
o kobtalnmg product lrcences for blood products in the UK ‘

: 222 The Regulatory Department prepared the product Ilcence appllcatlons e

- for all produots lncludlng blood products to be marketed in the UK SRR
: and thls team Ilalsed wrth the UK regulatory authonty in order to obtaln =

the product lrcences

223 In broad terms I recall that a request to ||cence a product mntrally came -

= ‘from the Marketlng Department to the Regulatory Department A
: : Regulatory Offtcer usually a pharmacrst was ass:gned to the prOJect
= A product Ilcence appltcatton was prepared with the lm‘ormatlor\ for“:
‘ ‘each sectton belng oollated In the case of blood products the pnmary 3
‘ mformatlon came from colleagues in the US A startlng point, on‘ -
| ‘f:products manufactured and already placed on the market |n the US
owas usually a rewew of the files sent to and approved by the FDA I
- the Regulatory Ofﬁcer requwed clanﬁcatlon or addltlonal mformatlon k‘
- ;then dlalogue took place between hlm or her and thelr US,: o .
lfcounterparts 1f it was a partlcularly complex appllcatron there could i
- be meetrngs W|th personnel at the UK regulatory authonty, who would‘ <
: : ~eventually deal wuth the appllcatlon to ascertaln what addlt onal data‘

: may be requrred Once the UK Regulatory Otﬁcer was satlsfled that
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. all of the reqwred |nformat|on was avallable the appllcatron flle was :

sent to the regulatory authonty for revxew and approval

: *23.\' In your wew and experlence, how strrngent how effectlve and how efflcrent c‘ _‘f:
= was the Ilcensmg process m the UK and drd thls change over trme’) How : |
dld the UK compare to other countrres m your experrence7 S -
23 1 o dld not have any dlrect contact with the relevant authontles However .
ol never consrdered the process to be adversanal Those worklng for
. the UK regulatory authonty were dorng the|r jOb and my recollectron is’
= : fthat it was avery effectlve process SR e f :
: ‘23:.2 : : ;;Between 1981 and 1993 I had overall responsrbllrty for the Regulatory\;
S team that dealt wrth product Ilcensmg in the UK and Ireland My =
recollectlon of the lnsh regulatory authonty is that they were not as
: L well- resourced as the UK regulatory authorlty ‘ : : f e
233 o ;As | have already noted above at 21 21 recall that we generally‘ :
S tcon3|derecl the UK regulatory authorlty dld not necessarllyjust accept ‘ S
‘f;the |nformat|on that had been prowded to the US FDA The UK : : ‘
‘regulatory authonty frequently reqmred further mformatlon and as afi S :
;result the busmess needed to conduct addltlonal expenments and: :

testmg

24. k~PIease ‘describe ‘the‘ divisionf\o;f: responsibilities~ and Iabour :between
‘ ‘TravenoI/Baxter (UK) and TravenoI/Baxter (US) in applymg for UK Ircences ‘
.:‘How effectlve was the relatronshlp between TravenoI/Baxter (UK) and% i :
- \:‘Travenol/Baxter (US) when it came to Ircensmg matters’) Please descnbe S
fand explam any dlffrcultres or tens:ons that arose e B
241 fl belleve | have already answered most of thls questlon |n answerlng‘ o
S questxons 22and 23. s ‘ |
= “24.2~;-ff | think the relatlonshrp between the UK compames (Travenol UK and ‘
- :f :“Baxter Healthcare) and Hyland in the US in relation to Ilcensmg : -
‘matters was effectlve I do not recall any srgnlflcant dlfflcultles or j‘: o

: *tensrons in relatron to the llcensmg of blood products

- = 25 Were there any specrflc lndlvrduals that TravenoI/Baxter (UK) had L
b relatronshlps wrth at the DHSS and how would thrs lmpact Immuno s

appllcatrons?
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| : ~25‘.‘1j o assume the reference to Immuno |n thls questlon should in fact beto

: Baxter Healthcare :

252 : SA member of the UK Regulatory Department submltted a f;le to the - :

regutatory authorlty An assessor was aSS|gned by the regulatory‘ ‘
authority to review the apphcahon and thzs may have necessﬂated an
: ‘;:exchange of questrons and mformatron 1 cannot recall any specrflcj
. fmdlwduals at the DHSS wnth whom the Regulatory Department hada

relatlonshlp

26. f Please consrder the followmg documents and answer the questrons that S

: follow

DHSCO105556 028 (m partlcular p- 7) Report of Dr Fowler and Dr‘ ~:

‘ ~~f Purves on the appllcatron to vary the Hemofrl Ircence

: PRSE0004496. Letter sent to DHSS by Travenol Laboratones Ltd dated :i =

 9May 1983;

@

o

@

9

ﬂDHSCOOO3951 006 Mmutes of the Commlttee on the Safety of;‘
Medrcmes ( “CSM ”) Blologrcal's Sub-Commlttee 14 September 1 983

: INQY1000147 Transcrlpt 24 September 2021 p 140-147

- What role lf any, drd you have m preparmg elther the appllcatlon‘ E

for the varratlon to the Ircence or the Ietter of 9 May 1983 Please i :
: i‘provrde any evrdence that you may have on how the Ietter was i -
. prepared and who was responsrble for it. = e ‘ :

‘Do you consrder that the followmg remarks made by the CSM

i :‘:Blologlcals Subcommrttee were justlfred in regard to the letter of‘ ‘

9 May 1983 “Promotlonal Ietter makmg unjustrfred clalms onQ e
“rmproved safety margrns m respect of lnfectlon and AIDS were:
 seen by the Sub-Commrttee and strongly deprecated"‘? ‘ ‘
i f;In your vrew, was the Ietter of 9 May 1 983 consrstent with the legal . : =
: and professronal oblrgatrons of TravenoI/Baxter (UK) in respect:‘*i"j‘ -
- - ‘tof the advertlsement and promotron of unhcensed products m the ;
- UK? Please explam your answer S : S
g“‘Are you aware of any further steps bemg taken erther by the _‘;
i f:Llcensmg Authorlty or any other body ln respect of the Ietters :

}complamed of by the CSM Brologrcals Subcommrttee’? o
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; ‘(e): - QAre you aware of any steps taken by Travenol/Baxter (UK) m :
‘ Qresponse to the criticism that it recerved from the CSM i

‘ ‘Blologlcals Subcommlttee on thrs matter?

‘ :26.1 “:UI have read the documents Ifsted above I had no d;rect mvotvement .
= in these issues. | do not recal! prevsously havmg read a product licence
S japphcatlon for Hemoﬂt : S : - :
‘ ‘26.2;“} ! do not recall the cntlusm recelved from the CSM or what specmc

actlons were taken wrth respect toit.

‘27‘. : Pfease consrder the exchange of correspondence that you had wrth Patnck: e
: Rafferty in May and June 1990 [SHPL0000293 141 and SHPL0000293 142] :

: :(a)kk : ;‘ . ‘Please explam the posrtron and role held by Patrrck Rafferty

= 271 ‘Patnck Rafferty was Medtcat Dtrector for: Baxter Healthcare To thei :
S ;best of my. recollectlon he reported to John Adey who was the E

_Managmg D|rector

\(b);:f ‘ To the best ofyourknowledge, why was DrRafferty wrmng to you:r S

iffaboutthrsrssue? ‘f o

- 272 e As outllned |n his. memorandum to me, dated 21 May 1990 Dr Rafferty
- j:had dlscussmns wuth many Haemophma Centre Dnrectors where he 1 ‘
‘ \“{had recetved a number of enquiries concernmg monoclonally purlfled‘ :
\ *‘~Factor vill, whrch was an unhcensed product in the UK, and which hei :
S believed may have been an tmproved product from those that were}
‘ Mecurrently ava|table Dr Rafferty was seeklng adv:ce on how he shouldi‘
;proceed in any future dISCUSS!OnS with Haemophllla Centre Dlrectors 1 o
i S f“whllst complylng W|th any approprlate regulatory requsrements - |
o 27‘.‘3‘5 8 thlnk that | shared Dr Raffertys request with elther Dav;d Galllford or" |
. “ :‘Ivan Bryant in the Regutatory Department for the up to date :
. ‘:‘restnctlons on how to respond to questlons from chmmans |n relatlon‘f‘
= to products WhICh were unllcensed ln the UK. | thlnk it Ilkely that lvan ﬁj‘
k T:Bryant prepared a draft response for me in order that I could reply to;
= k\Dr Rafferty 8 Woufd have done thls as part of my generat practlceﬁ =

: -because § rel;ed on h|s knowledge and expertrse |n thxs area o
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‘27-:45 l note SHPL0000293 142 is not sugned B E usually S|gned my: S
e memoranda and so thls document may be a draft of the response RIS

: “:However | belleve I sent Dr Rafferty the memorandum as drafted

: {c) = QPIease explam the reasons for the v:ews that you expressed m

G your Ietter i

‘ 275 ‘\k The views expressed in the response to Dr Rafferty reflected what was -
T permltted underthe UK regulatrons and mdustry code of practlce at the “

- time.

- (d) Do you recall whether Dr Rafferty followed the advrce that youf{ ‘
& fgavem this Ietter? ‘ S c t -
276 ldo not recall any mformatzon that Ied me to suppose that Dr Rafferty &
~ didnot follow my adwce e o
() How seriously did y‘qg ‘take the prohibitions on sovertising and:
e fpromOt‘ing unlicensedpmduots\thatiyou referred to in yourletter7‘7: L

— In your knowledge and experlence, ‘ how senously did e

. tTravenoI/Baxter (UK) and Travenol/Baxter (US) take those,‘“ s

iprohlbltlons? Was there any tensron w:thm or between the S

compames m thls regard7

‘2\7.? ln my posmon bemg responsmle for Quallty and Regulatory, | took all
e iprohlbltlons on advertlsmg and promotlng unllcensed products very‘ o
~ seriously. | have no reason to think that my approach wasn't widely

:‘:shared

‘f (f) “"ln your knowledge and expenence how serrously dld other:,ﬂ‘ ‘

- ~:i1compames sellmg blood products in the UK market take the

. \prohlbrtlons on advertlsmg and promotmg unllcensed products’?\ - -
:Please prov:de any relevant examples that help explam your‘ ‘f .

: \answer

278 ;‘:‘ e E have no lnformatlon concernmg competltor companles approaches f
: ?\f:‘ to advertlsmg and promotmg unhcensed products l was not mvolved

in sales or dlstrlbutlon
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(g) f_Please provrde any evrdence that you can prov:de about the ‘
S formal compl’amt recerved by Baxter from the Department of
= Health m early 1988 concernmg the promotron of Gammagard rn‘ :
S late 1987 to whrch you referred m the Ietter ‘

- 27‘.9; I do not have and cannot recall the specuﬁcs of the complamt recetved\
: from the Department of Health concemmg the promotlon ofﬁ“

3 Gammagard on a stand atan ISBT meetlng

) ‘Are you aware of any other complamts or actlons taken by the
ﬁ‘Department of Health (or any other body) in respect of the :

: ipromotron of unllcensed Travenol/Baxter blood products7 o i

2710 | note the document provxded by the Inquwy however [ do not recall
e other complamts or acttons taken by the Department of Health or other‘; :
‘bodies regardtng the promotlon of unllcensed Travenol UK or Baxter

; Healthcare blood products

if(i) - *‘fPlease provrde any addrtronal context or ewdence about the:; :
L ‘:exchange that you consrder may assrst the lnqurry (You may: E 3
= : wrsh to refer to the d:scussron about thls correspondence that~ . -
;:j took place between Counsel to the lnqu:ry and the Chalr on 28 -
September 2021 p 6-13 INQY1000148) :

g ‘27.11‘1 . tI am not able to offer any addltlonal context or ev:dence about the -

‘:'exchange on this subject

= 2 Havmg regard to both the Ietter of 9 May 1983 and your exchange wrth Dr s

Rafferty, and any other relevant examples of whlch you know

(a) ‘ ‘?:” zPlease explam how a company that beheved an unlrcensedﬁ

‘ - product mlght provrde a greater degree of safety to patlents\f“ \

S ~could commumcate that pos:tron to the Llcensmg Authorrty or\‘ - o o

: i f doctors health bodles and patrents in the UK7 L ‘

: (b) ‘~ :":;‘ What level of evrdence was requrred fo support such a clalm S

: tand how would such evrdence be presented’
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29,
: fquestrons), how dld Travenol/Baxter (UK) approach the sale of unlrcensed 5 :

(o) 8 i ln your vrew, was an appropnate balance mamtamed between

i protectmg the mtegrrty of the lrcensmg system and the safety of
3 ‘patlents in the UK? Were there any changes in leglslatlon or
‘ practlce m your expenence that shrfted that balance m your‘ e

: experlence?

2‘8;.‘l = As I have noted in my response to questlon 2 and in: respect of my
Sl ‘responses to other questlons above my responsrbrllttes whllst at L
;Travenol Laboratorles lelted and then at Baxter Healthcare lelted g |
‘were for a W|de range of dewces systems and products Whilst |
understand the focus of the lnquwys questrons relate to bloodf’
: ‘products in terms of - my work whllst at Travenol UK and Baxter 5
k‘;Healthcare my- recollectlon |s that blood products made up only a‘;‘
: ‘relatlvely small part of the range of products bemg supplled to
| cl|n|C|ans and hospltals The maJonty of my work and knowledge 8
. focused ‘more on products manufactured "';“ the UK rather than on:
: k;blOod p‘rodu‘cts‘ The consequen\ceisthat some 40 years Iater‘l‘now -
: have very l|ttIe recollectlon of work that related to the Ilcensmg sale‘ S

‘ _‘and supply of blood products

282 r‘ = ‘As the lnqurry can see from (NHBTOOOO487) by 1986 there was both -

a"Q.C. Manager thh a supportlng team and a Regulatory Manager
r :and regulatory team W|th appropnate expertlse and knowledge to. :
. ensure the company met its regulatory and Iegal obllgatlons WhllSt T
: trgwas in my roles as Drrector of Quallty Assurance and then Techmcal :
”iDlrectorfrom 1981 to 1993 there was a Regulatory Manager reportmg . -
. to me. Whllst I had oversnght of thls work which mcluded the licensing
o ;;iof blood products | have Ilmlted dlrect personal knowledge to draw
tiupon or relevant expertlse and expenence that could aSSlSt the Inqurry .
In broad terms my experlence was that the llcensmg system inthe UK =
{worked weIl and 1 do not recaII any changes in legnslatnon that made‘

{any changes to the |ntegr|ty of the system or patlent safety

: In general terms (and msofar as you have not already answered these\:\

& ‘blood products wrthm the UK? How dld the unllcensed nature of the product r S

‘affect knowledge of and demand for such products‘?
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S 30,

S : : ‘(é)a ‘A Department of Health document dated 14 November 1989 :

recorded that Travenol/Baxter was able to supply approxrmately :
2 mllllon lnternatronal units of unlrcensed product (thought to
: ‘be a reference fo HemofrI-M) each year [DHSCOOOZ412 077] S

: :How was such a Ievel of sales achleved7

\ ; (Please also refer to the questrons on Gammagard set out ‘;‘

f ~below )

o 29‘.‘1‘~ 3 ~~As n‘oted:ab‘ove asfaras | knowdTravenolUK andBaxter Healthcare,

ikensured that lt comphed W|th ‘all relevant regulatory and Iegal i
“oblugatlons in respect of the supply of products Unllcensed products L
i : were only supplled at the request ofa cl|n|C|an : S :
292 1ln my expenence the knowledge or awareness of unltcensed :
S ‘products trequently resulted from a cl|n|C|an gomg to an event L
;‘attended by practttloners from outS|de the UK, and so becommg
aware of a product bemg llcensed and used outs:de the UK n my “
. expenence clmtmans partlcularly lf they were focused on a smgle S
dlsease state such as haemophll;a communlcated wrth one another ‘

o k,;about treatments

Please s‘eé this e)tample of an order form [SHPL0000405_029], which
| Tlncludes the statement‘l understand thatBaxterHealthcare Ltd do nothold_f

= a product Ircence for thrs product andl take full responsrbrllty for the use of

: thrs product in treatment of the patlent(s) named below

(a)_ - = Was thrs statement or words to that effect a prereqursrte of ‘
o Travenol/Baxter (UK) order forms for unllcensed products9 iy S

() : ?,ffHow dld TravenoI/Baxter (UK) communlcate the risks of rtsf

kg unhcensed products to cImrcrans" Drd you have any concerns S .
about that process erther at the tlme or subsequently7 -

- 301 e ‘As noted above l do not have dlrect knowledge about how unllcensedi“:

f“products were supplled to chmmans However my recollectlon is thati -
:: : fthe completlon of the form [SHPL0000405 029] was a prerequlSIte‘ e
: ~‘for the supply ot any unllcensed products o : -
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i other lnfectlons posed by products supplled by TravenoI/Baxter (UK) bemg b 2

33

302 In respect of quest:on (b) | cannot offer more. mforma‘uon than gtven =

|n my answer in respect of questlon 27 above

“t‘To the best of your knowledge dld NIBSC test unllcensed blood products :
: ~that were rmported :nto the UK7 If so, how dld Travenol/Baxter (UK) engage o S

_m thls process? o

“31;1 See my answer to questnon 28 This is not somethlng about whlch I
e : have dlrect knowledge or recoliectlon :

Do you recall any mstances of research relevant to the nsks of HCV HIV and

w:thheld from publlcatlon or dlssemmatron to the L:censmg Authonty or; e

: ‘doctors and patlents7

321 No

A meetmg wrth representatlves of TravenoI/Baxter (UK) and Dr Geoffrey 5

Savrdge and Grll Harrmgton at St Thomas Hospltal on 16 September 1987J e

Nk  This was recorded in an mtemal Travenol/Baxter (UK) memorandum dated ‘ :
= ‘16 September 1987 [SHPL0000596 059] You drd notattend the meetmg The
meetmg was to drscuss a cImrcaI tnals exemptlon applrcatlon for Hemofrl- e

H‘M Insofar as you are able to do so from your own knowledge and\

; :oexperrence please answer the followrng questlons

: . E(a) o tWhat was Dr Sawdge 's role in makmg thrs applrcatron” Dld he L

have any wrder relatlonshrp with Travenol/Baxter (UK) or

o TravenoI/Baxter (US)9 lf so, please descnbe the nature of thatrole: E S

. and whether or not he recelve remuneratron forit. : T
(b) ‘Do you know why you dld not attend the meetmg? Would youo -

7\§have expected to attend meetmgs of thls nature7

= ;‘7(c)\ ;:‘The memorandum contams a note of a dlscussmn on the, .

i‘f“antlcrpated problems that would be encountered in our
& fmtroductron of a non-heat-treated FVIII preparatlon especrally

“now that heat-treatment lS the umversally accepted wral

- mactrvatfon process ” Please explam what in your

understandmg, those problems were and how Travenol/Baxteri e

| :(UK) sought to overcome them Were the concerns about such“ :
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. 7‘problems reahsed7 Dld the problems Inhlblt the llcensmg of a
: : l;safer product7 S & :
(d) i““; tWhat do you understand Dr Sav:dge to have meant by his
“ k i reference to “pohtlcally motlvated mertla (‘delaymg tactlcs’) on
the part of the DHSS, s:mllar to that dlsplayed when heat-treated\ ‘
‘ roducts were mtroduced % Dld you share hIS concerns or have
: :‘any experlence of the DHSS employmg such tactlcs in the
- ‘Ircensmg process? If so, are you aware of why the DHSS took thati{‘

‘ t“approach?

o 331 : | cannot answer thls questlon from my own personat knowledge and o
. i do not have any recollectlon of the events and opmtons descrlbed m

““thls document [SHPL0000596 059] A dld not generally attend::

= meetlngs or get mvolved in the day to day actlvmes of the Regulatory L

- Department

: :Please prowde any further evrdence that you consrder to be of ass:stance: o

o to the Inqulry in respect of the Ilcensmg regime m the UK mcludmg m e

respect of the provrsronsmadefor the sale oftunllcensed products. :

34.1 | cannot prowde any further lnformatlon in respect of the hcensmga - e
o reglme |n the UK other than that whtch l have already prowded

- ~‘Reca"/WithdraWal |

. Please cons:der :nternal Hyland correspondence dated 03 June 1 985 whrch
: {commumca tes the wrthdrawal of non-treated’ Hemofll and Proplex from the
& ;us market enclosed at [CGRA0000363] ‘

. ;(a‘);‘ Do you know ifan equrvalent step was taken to products in the - :
UKmarket7 S = :

- i.“ ;If lt was not please explam (to the best of your knowledge) ;i : :
‘ ‘ ‘why there was no such wrthdrawal t -
:~iii;“ If lt was taken please state to the best of your knowledge :

when the recall was lnstlgated and completed
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31

36
e (UK) and the DHSS / Department of Health durmg the perlod in Whlch VOuL e

.9
e : fcompensated for the wrthdrawn product7
(e

: haemophllla centres in the UK co-operate wrth the recall of

n
s : they had been d:strrbuted" S

352

“Was the dec:sron m respect of the UK market one for‘ _—

®

Tra venol/Baxter ( UK) or Tra venol/Baxter ( US)’?
What if any, role did | you play in that wrthdrawal‘7 3 :
Do you know if hosprtals and haemophlha centres in the UK were

To the best of your knowledge dld doctors hospltals and :

i products7 : :
tHow rf at aIl were products recovered from patrents fo whom‘:; :

‘For the reasons already glven in answers to prev10us questrons ] do‘if“ :
o not have relevant knowledge and cannot recall any :nformatlon about S
- : the wuthdrawal of elther Hemofll or Proplex lcan onIy statein general s ‘ :
~ terms what I understood to be the general procedure wnthrn the B
‘company Wthh was that |f a product was Wrthdrawn from sale |n one .
s ; ‘market because of a product quallty or potentlal safety lssue it was‘ 3 :

:‘ W|thdrawn in all markets

S lf any of the subJect product was Il"l the UK the dlstrlbutron and -

; : mventory records for the product were rewewed to establlsh WhICh :
~“~customer had reoelved the product and If any were. still held rni“\

o mventory The UK regulatory authonty would be notrfled ofthe product e
:recall and the reason for it. Customers would be contacted and the -
- :reasons for recali explalned They would be asked to segregate any \‘
i _product they had for coIIectron lt was normal practrce to replace or N

: compensate for the wrthdrawn product

Sectlon 6: Interactlons wrth the DHSS Haemophrlra Centres UKHCDO and G :

the Haemophllla Socrety ‘ :

fPlease descnbe in broad terms, the relat:onshlp between Travenol/Baxter:f s -

\fwere employed by Travenol/Baxter (UK) and how lf at aIl it changed over o
: ftrme (Please note lt is not necessary to repeat evrdence already glven about Swaw .

:‘the relatlonshlp wrth those workmg on lrcensmg matters )
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g

361 | do not recall contact with the DHSS /. Department of Health. lhad
s regular contact W|th the Medlcmes Inspectorate in respect of Travenot - ‘
T Laboratones erlted and Baxter Healthcare erlted s manufactunng

: ‘i‘ faculrtles

Please descrrbe in broad terms the relatronshrp between TravenoI/Baxter - E

| ‘:(UK) and the Haemophllla Socrety m the UK durmg the perrod in whrch you .

were employed by Travenol and Baxter and how rf at all, rt changed over

,trme §

374 Idonotrecall having contact with the Haemophilia Society.

Please set outyour re\collectlon of any specific‘in tera‘ctions or\meeting‘s: with

the Haemophllla Soc:ety m whlch you were mvolved durmg the 19805 and; Lo
‘1990s e ‘ ‘ b

381 l do not recall any contacts W|th the Haemophrlla Socnety or attendlng‘

39,
‘ = kTravenoI/Baxter (UK) wrth regard to haemophllla centres/haemophrlla centre S

any meetlngs

{Please : descrlbe the sales/marketmg pollcres or strategies of

:drrectors in the UK durmg the 19705 and 1 9805 Please mclude a descnptron‘ :

“of any arrangements whlch Travenol/Baxter (UK) had for v:smng

‘ ‘centres/dlrectors and any fmancral or non-frnanc:al assrstance or mcentlves: :

o prowded to centres and drrectors

: (a)r o Please rdentlfyanypartrcularhaemophllla centre dlrectors in the :

i UK wn‘h whom TravenoI/Baxter (UK) or Travenol/Baxter (US) had :
a close reIatronshlp m the 19703 and 19808 : .

(b) kPIease rdentrfy any haemophrlra centre drrectors in the UK from ff,:i -
: - whom TravenoI/Baxter (UK) or TravenoI/Baxter (US) sought o

: iadvrce or who provrded consultancy servrces to Travenol and

- f Baxter, or who undertook research for or wrth Travenol a"d\f i

> Baxter durlng the 1 9805 and/or 19905 Please provrde detalls of:‘ :

~ the same ln so far as you are able to do so

(c) “‘Please descnbe in broad terms, the relatronshlp between‘ -

s Travenol/Baxter (UK) and the UK Haemophlha Centre Drrectors
= Orgamsahon ( “UKHCDO”) and set out your recollectron of any-
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i spec:flc mteractlons or meetmgs wrth UKHCDO in whlch Yyou
: were mvolved durmg the 1 9805 and 1 9903 Please consrder thls S

i document SHPL0000293 141 m answerlng thls questlon

391 lwas not |nvolved in sales and marketlng actlvmes lnteractlons Wlth~ ‘
: ehaemophllla centres was not part of my day to day role and 1 do not
i recaII any specuflc relatlonshlps wrth centres or thelr dlrectors I do

: not recaII meetmgs or specn‘lc lnteractlons W|th the UKHCDO

- 40. How would Travenol/Baxter (UK) seek to persuade clmlc:ans hospltals and“

haemophlha centres to use n‘s products? ln partlcular

: s(a)re Who would be the mam pomts of contact (eg cllmc:ans or
. “;kadmm:strators mdlv:dual hospltals/haemophllla centres °"jf‘\‘
e ‘ ‘Reglonal Health Authontles)? : e
T (b) = ‘TWhat methods dld TravenoI/Baxter employ to achleve sales and Lo
Snan t(msofar as you have not already answered thls) how dld this :
:\vary dependmg on. whether the product was Ilcensed or:

e unllcensed’? - - ~ :
) What rules or codes of conduct apphed’? Were they foIIowed7 o
“40‘.‘17‘“ *‘:As noted already l was. not d(reotly mvolved and dld not have i

‘; respon5|b|l|ty for sales and marke’ung actlvmes

41, ;Are you aware of any dlfferences in. approach adopted by otheri\;
R pharmaceutlcal companles7 Were you aware of any pract:ces that were“: &
“employed that you cons:dered to be unethlcal or contrary to ‘ ‘:

S contemporaneous Iegal or profess:onal standards?

- ‘4:1 1 l was not mvolved in sales and marketlng and do not recall the actlonsf“[ .

of other pharmaceutlcal companles belng dlscussed Wlth me. o

: 42 ~Are you aware of any mc:dents m whlch TravenoI/Baxter (UK) offered‘ o =
i centres wrth the lntentlon of mcreasmg sales of thelr products7 Please S

‘fprov:de as many detalls as you are able to prowde
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43
:offered f:nancral or other mducements to clmlclans hosprtals or:

45
: Labora tory ( “BPL "7 regardmg Hemofll M and Gammagard in the early 19903,
: fsee for: example the documents enclosed at [SHPL0000293 140] and‘ :
i [SHPL0000293 128] Wlth reference to these please explam m broad terms R i

421 i"As already noted my roles were in relat|on to quallty assurance andf S

,“manufactunng ] had very Izttle lnteractlon wrth those responS|bIe fori‘
sales | am not aware of any lncrdents of lnducements to mdrvrduals

«orunstntutlons hospltals or haemophllla centres N

Are you aware of any mcrdents m WhICh other pharmaceutrcal companles

= haemophrha centres with the intention of i mcreasmg sales of thelr products7~ )

: ‘ Please provrde as many detalls as you are able to prowde

431 No.

- ‘Relationships With: Pharmaceut_t_i_cgl Comg_gnies~\ :

. Please descrlbe in broad terms, Travenol/Baxter (UK) s relatronshrps wrth ;
. : other pharmaceutrcal compames durrng the perrod in whrch you were
E employed by Travenol/Baxter (UK) and how, if at all rt changed over trme

i c“44.‘l o do not recall havmg any mteractlons wrth other companles in respect \

: of blood products

Several mternal documents refer to a collaboratlon wrth Blood Products'

- (a) : What was the extent of the collaboratlon wrth BPL‘? :
}i(b) S What was the motlvatron for thrs collaboratlon? o
451 if‘fl recall that durmg the earIy 1990s Baxter Healthcare lelted had -

f‘d|scus3|ons about developmg a worklng relatlonshlp W|th BPL

452 thmk that BPL WIshed to utlllse thelr fractlonatmg resources and‘ff on

: ,icapabrlrtres to provrde varnous products from blood collected |n the UK

lVly mvolvement was |n relatlon to Baxter Healthcares Regulatory‘\;“ e

3 ‘fDepartment provndlng support to BPL product I|censmg act|V|ty

‘ 453 . Addltlonally | recall that Baxter Healthcare was in dlscussmns wnth BPL‘j

o fabout modmcatlons to Baxter Healthcares Fenwal Blood Collechoni“ i
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46,

47,
k S that Gammagard was never Ilcensed for use in the UK, though rt was
: supplled ona named—patrent basrs [MHRA0014242 013] Is thrs correct? o

= so, please explarn why Gammagard never recerved a Ircence, desprte the‘f‘ -

: S\ystemto enahle BPL to improve efticlency in processlngof‘ frozen

. plasma and so }increase their capacity in ‘blood‘produCtvsupply.* |

‘ :cann\ot remember exactly when we were WOrk‘ing to ‘try and develop

: thlS product and machrnery and whether this was contemporaneous s

‘WIth the dlscussmns reported in these documents

45.4 S Iwas not involved i‘n the comme‘rcial~aspects of ‘this collaboration.

:Section 7: Gammaqard
e Please provrde an overvrew of the approach taken by Travenol/Baxter (UK)v Sl e
to the rmportatron sale and marketmg of Gammagard in the UK Please E
= ‘explam what the product was and the patrents for whom it was intended. o

fv\ Please descrrbe the varrous efforts made to obtam a Ircence from the UK

ercensmg Authorrty, and your role rn that process

‘t46.~t:i 0y wOUld like to ‘prfeface\my answers to this section with the followlng .

\back‘grotmd lntormation. t ‘Whe‘n ;initlally:reading through the requeSt

< - fora Writtenstatement*l reallsed that I hadcompletely ‘fOrgotten what e

erammagard was. As I hope I have made clear the Regulatoryv

k Department was run by a manager who reported to me they had a

‘E\‘small staff, of malnly professwnals such as pharmacrsts who were :
: responsrble for producmg product Ilcensmg frles for submrssmn fo theg ~

authorrty, and malntalnlng those flles over the llfetlme of the products 2

avallabllrty |n the UK My own tnvolvement in the detailed day to day{‘v .

= operahon of the department was very llmrted I wnll attempt to answer]

‘ ;the questlons ralsed |n thls context

‘ It appears from a Medrcrnes Control Agency (MCA) memorandum from 1994

:‘ ivarrous applrcatrons that were made Was Gammagard Ircensed m otherg: :

S ;~countrres? S

‘47;.‘1 As far as . l can recall durlng my perlod of responsrblllty for the :

Regulatory Department that is up to 1993 Gammagard was not .

Ilcensed ll'l the UK The UK had a dlfferent regulatory reglme andr =
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. reqmrements from other EU countnes and from the US I‘thinkt t
: Gammagard was Ilcensed m the US | do not: have any recollectron of o

the hcensmg appllcatron process for Gammagard

‘ “‘48}‘ Please see the attached memorandum from D GaIIlford dated 20 February‘ ‘
= 1987 sent to you detatlmg the Gammagard Ilcence appllcatlon hlstory\‘
[SHPL0000293 146] - : : :

~(a) Why was thls document sent to you? : e
b)  In your op:mon why were the appllcat:ons ‘made by
L Travenol/Baxter (UK) found to be mcomplete or msuff:c:ent fo

~gaina Ircence‘?

f(fc) : Do you recaII why the Gammagard pro;ect was restarted in ~‘
L September 19867 S
‘348.~1f1;i\ DavidGaIIiford reported to meand | think that the memorandum was

‘?ksent to me in order to update me of the Itcensrng status of
:fGammagard Thrs was not unusual but | have no recollectlon why o
- ;Ethls specxflc memorandum was wntten at thrs trme e i

- . ‘49‘.1 o Please see the attached Ietter from the CSM to Baxter Health Care Ltd mf S

e - 2‘1988 outlmmg why Gammagard was. refused a product Ilcence

. ‘[SHPL0000812 014] One of the stated reasons was concern about the:; k
‘ ~transmlssmn of hepatltls C by thls product” =

“»(a)x ‘To the best of your abtllty and recollectlon, please explam .
k ‘ : Baxter s reactlon to the CSM s decrs:on Was it expected7
- b (b) S At thls tlme were you aware of concerns that Gammagard could‘ -
= transmtt HCV? Please explaln how and when the assoc:atlont
- :‘between Gammagard and HCV flrst became apparent to you and .
. toyour knowledge, to TravenoI/Baxter (UK. o
i(c) = ‘:‘Dld TravenoI/Baxter (UK) contmue to supply Gammagard ona -
= :fnamed patlent basis notw:thstandmg the concems about the . -

= transmlss:ons of HCV? If so, why9

i :‘What were your views on thisfm:atter?f o
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50.

What steps were taken to make health authorrtres, doctorsi: 8
i and patlents aware of the possrble link between u
Gammagard and HCV? \ ‘

: 491 Sy have no recollectlon ofthese events and as already noted the detanled s

. aspects of llcensmg and supply of Gammagard was not part of my dayﬁi =

?today role

‘ :Please see the attached rnternal Baxter memorandum from Ivan Bryant St
: dated 9 February 1989 lnto which you were copied [SHPL0000875 013] At S

pomt 5 the memorandum notes that Baxter wouId have to detarl "why no

o addrt:onal vrral studles were performed"’

: (a) = Please explaln Ivan Bryants posrtlon and role
:‘(b) . To the best of your abllrty and recollectron please explarn why no e |
: : addltronal studles had been performed : : ii s

i “(c),{ 8 Please contrast thls document wrth a letter dated 12 JuIy 1989 :
. letter, enclosed at [SHPL0000812 009], m whrch Ivan Bryant =

TZt‘?fstated to the CSM that the data prowded demonstrates that‘f‘ =

A Non-B hepatms u

Were addrtronal v:ral studles undertaken wrthm 4-5 -
months7 If so, what studres were undertaken and what:“

t | were the results7 : R = |

Il Was TravenoI/Baxter (UK) confrdent in the removal of HCV }‘ -
byJuIy 19899Ifso, why7 L ~ . o

501 Zlvan Bryant was a Senror Regulatory Ofﬁcer reporting to the

‘ *Regulatory Manager | recall that dunng the 19805 he was the S
‘: : Regulatory Departmentmemberwho usualIy dealtwrth the reglstratlon‘ ‘
of b!ood products in the UK = ‘ e

~ 50.2 o rGrven the explanatrons already prowded |n respect of my role thei: -
‘ “ ‘detall covered ln thls memorandum is not famllrar to me. 1 have no e
‘recollectlon of these events and cannot provrde any further mformatron .

‘f;ﬁthat mrght assrst the lnquwy -
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51,

: Please see the attached mternal Baxter memorandum from Ivan Bryant . .
B ldated 29 June 1989 mto whrch you were copred [SHPL0000812 023] At_
‘ Tpomt B, the memorandum states that presentatlons to the CSM on

‘ _Gammagard should mclude updates on the “NA N.B. hepatrtrs/ALTj‘\

‘ 1989, into whrch you were copled summansmg the current status of the :
“ﬁ;‘Gammagard product Ircence applrcatlon [SHPL0000785 013] Atpornt 3, on
- page 2 the memorandum detalls why the lrcensmg authorlty requested =

- your abrlrty and recollectron, please explam Baxters approach to vrral:

database” and “HIV transmrssron database from both controlled andi L

. uncontrolled (post marketmg survelllance) sources” i

(a) - = What were these databases and what mformatlon specrﬂcally\‘

was Baxter collectmg in relatron to Hcv, ALT and HIV E .

transmrssron” S ‘ b :
\:i‘:(kb) S To the best of your abrlrty and recollectlon please explam how N
- fmuch data Baxter held about the product once rt had been :

‘ t:prescnbed on a named patlent basrs

: 511 | recall therewerestrict:regula‘tor\y reqUirements;on the provision of

‘ unlicenséd produbts and ‘Trav:encI UK and Baxter Heatthcare:Was

= :requwed to mamtaln records of each supply on thls basns ldonot e

recall What the precnse deta||s were

Please see the attached mternal Baxter memorandum, dated 01 Augustkk\ ‘

valldated frltratlon to Iyophlllsatron Iag trmes, Wthh was seen as “the Irkely Lo
: 8 source of vrral mactlvatlon, certamly for N.A. N. B hepatrtrs based on known = S :

: dlfferences in manufacturrng procedures and clmrcal usage” To the best of -

o mactrvatron of Gammagard foIIowmg thls meetmg

: 521As [ have explalned the detall of Iscense appllcatlons was dealt wnthi

:‘by others who reported to me and though 1 Was copled |nt0‘
*fcorrespondence from t!me to tlme I have no fam:llanty wrth the detall

i‘?of Ilcensmg apphcattons I dld not attend the meetmg to WhICh the

:‘memorandum refers or parﬂmpate in the contacts wrth the DHSS or L

- the CcSM and solam unable to prowde any further mformatlon to assnst - -

;the Inquwy
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53.

fPlease see the attached mternal Baxter correspondence, dated 26 Junef o
1990, into which you were copled concernmg Gammagard UK
\Reglstrat:on [SHPL0000784 018] Please answer to the best of your o

i3 ff:knowledge

s

(@) ‘What was BPLs mVOIvementf in rnanutacturing/ntarketing‘ e
S Gammagard7 : o i ‘ S
(b)) ~ How was Gammagard Vrrally mactrvated and dld thls v:ral: -

: ~mactrvatron method change over trme7

‘ {c) -;“iHow confldent was TravenoI/Baxter (UK) in the reductlon of rlsk t S i

= “‘ of transmrssron by Gammagard in relatron to HIV7 o

531 l‘haVe‘read the document “whiCh | ‘see was copied to me, ~butl have

no recollectron of the matters dtscussed or the actlons descnbed in the ‘ “

‘?document and | am unable to add any further lnformatlon to asszst the ‘

o Inqun’y

{‘Please see the attached mternal Baxter correspondence dated 28:

: iaSeptember 1990 mto whlch you were copled concermng the Gammagard ‘ “‘

5 \ Vrral Inactlvatron Protocols [SHPL0000783 045]. At point 1 it notes there . =
= jwere “delays in Hyland commrttmg to perform addltronal v:ral studles, as ‘

: ‘:requrred by the UK MC "

: (a) ‘ ‘How was work regardmg Gammagard dlwded between Hyland e

: iand TravenoI/Baxter (UK)?

b)) To the best of your abmty and recollectlon please explam why

o there were delays

o ‘54.51‘ . ‘As already explamed above Baxter Healthcare d|d not manufacture f
ﬂublood products tn the UK and ik was. not aware of research or‘m s

adevelopment or testlng of blood products conducted by Baxteri

S :‘Healthcare The UK company was responSIbie for app|y|ng for the\ L

‘*product hcences for. the blood products mteractron with the UK_*‘it

;\:regulatory authonty and sales and supply

- 542 o have no famtlrarlty wrth or recotlectron of the hrstory of Gammagard s: :
: ﬂktllcensmg appttcatlon 1 have read the document prowded to me by the,f =
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o
o : :‘February 1994 The followmg documents may asslst by way of reference : :
jf[SHPLooomzs 002] (a letter from Edward Gomperts to doctors prowdmgf
drug w:thdrawal rnformatlon concermng Gammagard) [MHRA0014242 013] S

lnqu|ry but B have no knowledge about the "delays Wthh are .

: mentloned i

Please see the attached Baxter adverse event report of a patrent who‘ _‘f:,‘ =

‘ ~:contracted HCv having recelved Gammagard in 1994 [SHPL0000741 072]:i -
and the Baxter product comp[amt summary for March 1994 k

S [SHPL0000804 029] To the best of your abrhty and recollectron please:f

explam
‘ _‘(a):f : The process of reportmg a case of transmrss:on of HCV by‘ :
= k o kGammagard to Baxter Whatmformatron dld Baxter requrre7 :
M “‘;What would Baxter do once it had recerved thrs mformatron'? e
: (C) ‘7Would Baxter communrcate these reports to the Ilcensmg

o ~authorltfes7 .

“‘55;\‘1 f‘As noted above my role dld not mvolve me m the management of or

- response to complalnts in respect of blood produots Lookmg at the: -

dates of the documents the specmc complalnt relates to a penod when o

‘ i,l had no mvolvement m regulatory matters My colleagues WIthm the,‘a ~

Regulatory Department would take the necessary steps to mform o i
regulatory authontles l do not recall this partlcular event though my =

- recollectlon is that there was an establlshed and detalled protoool for -

; reportlng adverse events to the regulatory authontles

The Inqurry understands that Gammagard was wrthdrawn worldwrde on 21 J

= ‘;(an MCA brlefmg note on Gammagard)

o . (a) To the best of your abrllty and recollectlon please explam howi &

: f,, the recall decrsron was made What was your mvolvement in thrs

== ffﬂ process7 : Lo : t t
: }(b) - In your oprmon,‘could thls and should thls, have happened,; S
= sooner7 - Ty e — =
‘ 561 ‘; I dld not have any mvolvement |n respect of produot recalls at thls tlmef“

: :;*because by 1993 my l'eSponSlblhtIeS had changed ! was General fi;
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o Manager wrth responsrbllrty for manufacturmg and | no longer had :
contmurng oversrght of the Regulatory Department ‘

~ Please see the attached MCA brlefmg note on Gammagard dated 3 May 1994 ‘\ G :

[MHRA0014242 013]

: ‘\(a)‘: The note states that “between 20 August 1991 and 20 February: :
: 1 994 Baxter UK supplred 8,883 vials for use in the UK on a named“

patlent basrs” To the best of your abrlrty and recollectron

Do you thmk that thls is Ilkely to be an accurate frgure’? . =
‘ - Were there limits on how much unl:censed product Baxter ;k
: fi;UKcouIdrmport? . . : e
> m How did TravenoI/Baxter (UK) supply thls quantlty of o
. Eproduct in thls perrod (for example, how dld doctors‘ :
‘ rjbecome aware of the product)7 You may be ass:sted by the o
reference m the note that “some supplres were made m‘,:‘
ff:iaccordance wrth a DDX for the John Radcllffe Hospltal in | ‘
- Oxford the remamder were supplled under sectron 13(1)_‘ e
- “exemptlons : : ‘ e ‘
. “ iv. :Please provrde an mdrcatron of how srgmflcant a quantlty‘

of Gammagard 8, 883 vrals represented

t\‘(b)s . ‘Isthe memorandum correctin its understanding thatGammagardf

‘_products were recalled m the UK? How drd that process work S

L and what was your role in 1t7

571 lam unablerto verify the figures quoted but | think it is reasonable to

March 1 994 ln whlch she expressed her concerns about the possrble publlc‘ .
: health lmplrcatlons of the named patlent usage of Gammagard‘f

: ;asSu\mejtheyE‘onId‘ belafccurale: i‘f‘ﬁtllefigu‘res fwere:der‘ikved:‘from‘i - ‘:‘ =
‘ :dis‘tribution in‘formation from BaxterHealthcare Please note my. .
answer m respect of 56 above in respect of product recalls :

Please see the memorandum sent by Dr Susan Wood of the MCA on 24: : :

‘ [MHRA0014242 019]
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S ‘ fconsrder to be relevant to the Inqurry’s Terms of Reference

‘(‘a)k‘

‘[Dr Wood stated that a company named Caremark had also been -

: “fmvolved in the provrsron of Gammagard in the UK Were you :

: tt::aware of thls company7 If so please provrde d’etarls of lts role in. 5

= prowdmg Gammagard and any relatlonshrp that it had to your L

o

= memorandum were justrfred erther in respect of Gammagard -

“ ~an example of the “somewhat excessrve use of drugs under a‘ :

= risk and/or undermmed the “credlblhty of the Llcensmg: S

knowledge wrth TravenoI/Baxter (UK) or Travenol/Baxter (US)

: Do you thmk that the concerns ralsed by Dr Wood in the o .

specrfrcally, or as a more general pomt about the use of the: ‘

‘ named—patlent exemptron9

: Would you charactense the provrsron of Gammagard in the UK as

- named—patrent basrs”? Do you thmk that thls placed patlents at

: = ‘Authorlty"7

Cser
Sime jf‘:medtcal supphes to pattents at home I do not recall when it operated o

a2
- :k‘already stated in response o questtons 29 and 51 the Supply G

unltcensed products was made on the basrs ofa clrmcran $ request and e

I recall a company called Caremark or some srmltar name dellvered S

'or whether it was mvolved rn deltvenng Baxter Healthcare products

As | have already stated by 1994 my role had changed but as I have‘

‘ ‘the company kept records in respect of each supply

Sectnon 8 General

‘Please prowde any further ewdence that you wrsh to grve and that you\_‘

Statement of Truth

: l belreve that the facts stated |n th|s wrtness statement are true

:5 Slgned

~ i‘ Dated

GRO-C

r\lm“\y e %ZL
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