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Summary 
 
Regulat ion of medica l  research is  necessary .  I t  i s  important to protect the publ ic aga inst the r isks of 
untested medic ines and other technologies ,  to provide appropriate checks on commercia l  motives and 
sc ient ists ’  interests ,  and to protect part ic ipants in research and the researchers themselves . 
 
But regulat ion is  a lso complex. There are d i f f icu lt  ba lances between publ ic benef i t  and part ic ipants ,  
pat ient and consumer r isk ,  and many stakeholders making compet ing demands on regulators .  There is  
potent ia l  for confus ion, conf l ict  and h indrance of the very processes that the regulat ions a im to ass ist . 
 
Developing regulat ions for medica l  research has tended to be piecemeal .  There is  often an 
inappropriate approach to the r isks involved, result ing in frustrat ion among researchers and others ,  
and inef f ic iency in the system. Sc ient ists exper ience delays that hold up their research, and u lt imately 
the development of therapies and other benef i ts  for human health .   
 
These issues were the topic of th is  workshop, held in May 2008. The workshop part ic ipants – which 
inc luded representat ives from academia ( inc luding b iomedica l  researchers and lawyers) ,  industry ,  
Government ,  UK and overseas regulators – d iscussed their v iews of regulat ion, the problems 
associated with i t  and how they might be resolved. 
 
At heart of the problem l ies a lack of communicat ion between the var ious p layers ,  and the percept ion 
that ru les are over-compl icated and unreasonable ,  damage trust and conf idence in the va lue of the 
regulat ions .  I t  i s  th is  trust that needs to be restored. 
 
Although i t  would be unreal is t ic ,  at least in the short term, to change exist ing regulat ion in a 
fundamenta l  way, regulators should a im to keep the regulatory burden to a min imum. What is  needed 
is  a c lar i f icat ion and – i f  appropr iate – s impl i f icat ion of regulat ions ,  as wel l  as a dr ive to improve 
communicat ion and engagement with a l l  concerned to just i fy  the reasons for the ru les ’  ex istence. 
 
Regulat ions are complex for severa l  reasons .  There is  the complexity of the issues themselves ,  
complexity of the language, and complexity in the way the regulat ions are des igned and the process of 
implement ing them. 
 
Complexity of the issues cannot be avoided, but some regulat ion is  not wel l-des igned or wel l-
implemented, as is  recognised by the Government .  The Better Regulat ion Execut ive (BRE) suggests 
that good regulat ion should be accountable ,  cons istent ,  transparent ,  targeted and proport ionate ,  and 
notes that some regulat ions do not meet a l l  of these cr i ter ia . 
 
In many cases ,  there is  a lack of understanding of r isks associated with medica l  research. For example ,  
the current regulatory reg ime does not current ly take account of the substant ia l  d i f ference between 
research that involves an intervent ion on an indiv idual ,  which has obvious r isks for that person, and 
that which requires access to informat ion from his or her t issue samples or records .  This absence of 
prec is ion causes problems in the implementat ion of regulat ion. For example ,  under the Data 
Protect ion and the Health and Socia l  Care Acts ,  there are ser ious hurdles for researchers in access ing 
pat ient records without their consent . 
 
Poor des ign and implementat ion cause confus ion. Researchers report fee l ing annoyed by what they 
see as ‘constant tr iv ia ’  brought up by regulators .  They a lso recount d isappointment at what they v iew 
as over-regulat ion, which may lead to some g iv ing up research a ltogether .   
 
We can learn posit ive ly about the des ign of regulat ion from other sectors .  The Food Standards 
Agency , for instance, is  a success because i t  has a c lear ly-def ined remit ,  i ts  processes are transparent 
and inc lus ive ,  and i t  approaches regulat ion in an integrated way.  
 
Keeping researchers in formed and help ing them understand regulat ions wi l l  go some way in 
establ ish ing trust and reducing anxiety .  This we a lready do to some extent ;  the UK Cl in ica l  Research 
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Collaborat ion (UKCRC), for example ,  makes exist ing regulat ions eas ier to navigate .  The Nat ional 
Research Eth ics Serv ice (NRES) Integrated Research Appl icat ion System ( IRAS) is  a s ing le on- l ine 
fac i l i ty that a l lows an appl icant to enter in format ion about a project once instead of dupl icat ing 
in format ion on separate appl icat ions forms. 
 
Communicat ion is  v i ta l  because i t  is  a way of address ing the interests of researchers ,  to prevent the 
inhib it ing of research that may improve human health .  I t  a lso helps researchers understand that they 
should not set their ideals too high and that medica l  research is  often a smal l  part a larger issue; for 
example ,  in the Menta l  Capacity Act or the Human Fert i l i sat ion and Embryology Bi l l  (now Act) . 
 
Transparency is  a lso of va lue to industry ,  which cont inues to work in the UK because of the strength 
of the l i fe sc iences but a lso wants and expects regulat ion to be cons istent ,  proport ionate and 
predictable .   
 
Regulat ion tends to be more ef fect ive when it  complements publ ic opin ion and support .  I t  i s  therefore 
important to consult  the publ ic ,  whom regulat ion often exists to protect ,  and who have the weakest 
voice but may not readi ly compla in .  One approach may be to work with the media to encourage them 
to inc lude more issues on regulat ion. There is  current ly a lack of ev idence about how regulat ion 
af fects trust and conf idence among the publ ic .  
 
Communicat ion between regulators and those who are regulated is  essent ia l ,  preferably in the ear ly 
stages of the process of establ ish ing leg is lat ion. For example ,  in the development of European 
regulat ion, UK Government and those regulated should become involved in the process as ear ly as 
poss ib le .  Europe-wide bodies should a im to organise themselves rapid ly at a re levant level to provide 
a uni f ied posit ion to inf luence the regulat ion. 
 
At the root of regulat ion there must be trust .  Trust stems from transparency , communicat ion and the 
percept ion that the ru les are rea l is t ic  and re lated to the magnitude of r isk . 
 
With more trust ,  there is  more compl iance. Potent ia l ly ,  rev iewing compl iance can be very expensive 
for the regulator .  I f  there is  a h igher level of trust between stakeholders ,  intens ive rev iews would not 
be necessary .  Regulators could instead attempt random spot checks ,  ta i lor ing their inspect ions to 
part icu lar c ircumstances and in accordance to r isk . 
 
The approach to regulat ion in other countr ies may be di f ferent .  For example ,  F in land has an ef fect ive 
regulatory process of medica l  research. I t  i s  s imple and stra ightforward, and has one Act to cover a l l  
medica l  research. In the Nordic countr ies ,  there tends to be greater trust in author ity and 
part ic ipat ion in research – so regulat ion can be less str ict ,  but th is  may work in those countr ies 
because of their s ize . 
 
Legis lat ion should provide the incent ive for the r ight k ind of act iv i t ies and not inhib it  unnecessar i ly  
what i t  is  des igned to regulate .  Once th is  is  achieved, implementat ion should be ef fect ive ,  economica l  
and ef f ic ient ,  inspir ing even more conf idence in the process .  The opt imal outcome is  harmony 
between stakeholders and the protect ion in var ious forms that the regulators in i t ia l ly  set out to 
accompl ish ,  ensur ing that health benef i ts  become avai lab le to the publ ic as quick ly as poss ib le . 
 
 

------------------------------------------------- 
 
 
 
 
 
Background 
 
The workshop arose out of d iscuss ions in 2006/07. In 2005, the MRC had publ ished a posit ion 
statement on ‘Research Regulat ion and Eth ics ’ 1.  The MRC’s then Eth ics Pol icy Advisory Committee 
(EPAC), chaired by Professor Genevra Richardson, d iscussed the whole issue of regulat ion of medica l  
research further ,  and in part icu lar whether there was more to be learned for regulat ion theory and 
from the regulat ion of other sectors .  The MRC and the Wel lcome Trust jo int ly commiss ioned, in 2007, 
a l i terature rev iew “Regulat ion and Biomedica l  Research; a cr i t ica l  rev iew”, which was undertaken by 

                                            
1  www.mrc.ac.uk/Utilities/Documentrecord/index.htm?d=MRC002462 
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Professor Mary Dixon Woods (Univers i ty of Leicester) and col leagues2.  The fu l l  rev iew is  l ike ly to be 
publ ished in some form. The summary is  at annex 1 . 
 
The a im of the rev iew was to inform a poss ib le workshop in the area .  The workshop, jo int ly 
sponsored by the MRC and the Wel lcome Trust ,  was held at the Wel lcome Col lect ion, London on 13th 
and 14th May 2008.  
 
 
Workshop Aim 
 
The a im of the workshop was “to cons ider ways in which the regulat ion of research involv ing human 
part ic ipants might be s impl i f ied , whi le reta in ing the conf idence of the publ ic” .  [A secondary a im was to 
ass ist  funders and research organisat ions to develop their th ink ing on leg is lat ion/regulat ion in order to 
inform their d iscuss ion with pol icy-makers and responses to consultat ions .  
 
 
Programme 
 
The Programme inc luded ta lks from academia ,  industry ,  medica l  and health regulators ,  and regulators 
from non-medica l  sectors .  There was a lso an internat ional perspect ive with ta lks from col leagues from 
Fin land and Canada. The fu l l  programme is at annex 2 . The workshop was co-chaired by Professor 
Genevra Richardson (Professor of Law, K ing ’s  Col lege London and Chair of the MRC Ethics ,  Regulat ion 
and Publ ic Involvement Committee) and Professor Peter Smith (Professor of Tropica l  Epidemiology ,  
LSHTM and Wel lcome Trust Governor) .  The l is t  of part ic ipants is  at annex 3 . 

 
 
Presentations and discussions 
 
Introduction – Professor Genevra Richardson 
 
Professor Richardson summarised the background to the workshop. Against the background of 
complexity ,  twelve quest ions needed to be addressed: 
 

1 .   What are the prevai l ing object ives of regulat ion in b iomedica l  research? 
2 .   Are they/can they be cons istent -  across sectors or with in a s ing le sector? 
3 .   Should we encourage a more r isk-based approach? 
4 .   I f  so ,  who should def ine the r isks? 
5 .   And how do we achieve the des ired encouragement? 
6 .   What can we learn from overseas? 
7 .   What can we learn from other sectors? 
8 .   Should impact assessments a lways be carr ied out and how ef fect ive are they? 
9 .   How do we best engage the publ ic? 
10. Is  there a p iece of regulat ion you would l ike to get r id of ,  what would i t  be and why? 
11. Are there areas where more regulat ion or more c lar i ty would help? 
12. What key points would regulators l ike to make to the regulated, and v ice versa? 

 
 
L i terature Review: Regulat ion and Biomedica l  Research – a cr i t ica l  rev iew (2007) – Mary Dixon-
Woods 
 
Professor Dixon-Woods summarised the f indings from the Review. She def ined regulat ion as : 

 
“The susta ined and focused attempt to a lter the behaviour of others according to def ined 
standards or purposes with the intent ion of producing a broadly def ined outcome or 
outcomes, which may involve mechanisms of standard-sett ing ,  in format ion-gather ing and 
behaviour modif icat ion”3.   

 

                                            
2  Karen Young (King’s College, London), Richard Ashcroft (Queen Mary, London); Roger Brownsword 
(King’s College, London), Alan Bryman (University of Leicester)  
 
3  Black J. Decentering regulation: the role of regulation and self regulation in a 'post regulatory' world. 
Current Legal Problems 2001; 54:103-46 
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How did one measure regulatory ef fect iveness? One way would be to assess success in meet ing pol icy 
goals ,  but then the pol icy goals needed to be c lear ly stated and i t  was not a lways obvious how one 
assessed success aga inst them. Whose va lues and goals should prevai l ?  What threshold should be 
appl ied? Ef fect iveness a lso meant economy and ef f ic iency ,  both of the regulators and for the regulated. 
 
To be ef fect ive ,  regulat ion a lso needed leg it imacy ; i .e .  act ions and va lues needed to be des irable ,  
acceptable ,  proper and appropriate .  But there was a potent ia l  paradox: making something leg it imate in 
the eyes of one group could render i t  i l leg it imate in the eyes of another .  And th is  was further 
compl icated by sh i f t ing ba lances of v iews. 
 
In addit ion to biomedica l  research, the regulatory areas rev iewed were: The environment ,  Dangerous 
dogs ,  Food Safety ,  The internet ,  I l lega l  drugs and Rai lway safety . 
 
What were the reasons for regulat ing b iomedica l  research? The obvious one was to protect the publ ic 
aga inst the r isks of untested medic ines and other technologies ,  and th is  had been the reason for the 
establ ishment of the US Food and Drug Administrat ion in the ear ly 20th century .  But research had the 
potent ia l  not only to cause phys ica l  harms but a lso to inf l ict  moral wrongs :  assaults on ‘person-hood’ ,  
such as pr ivacy and dign ity ;  wel l-known examples of which inc lude the exper iments on concentrat ion 
camp pr isoners in the second world war and the ‘Tuskegee’ study of people with syphi l i s .  Another 
reason for regulat ion was to restra in commercia l  motives and sc ient i f ic  enthus iasms. 
 
In the UK, regulat ion of medica l  research had tradit ional ly  been se l f  regulat ion, but the 1967 book by 
Maurice Pappworth “Human Guinea Pigs – exper imentat ion on man” h igh l ighted the def ic ienc ies of 
such a system. After that ,  in 1971, the fragmented and unsat is factory nature of the arrangements for 
Research Eth ics Committees were ident i f ied , but i t  was not unt i l  1991 that the Department of Health 
issued of f ic ia l  gu idance on RECs. More recent problems had included the ‘scandal ’  concerning the 
retent ion of organs at the Alder Hey Chi ldren’s Hospita l  (1999).  B iomedica l  research required people 
to re ly on a system of expert ise they d id not fu l ly  understand and to act on fa i th .  Such ‘scandals ’  
therefore had especia l ly  d isrupt ive ef fects ,  and the ent ire research category became degraded. 
Increas ing ly ,  se l f -regulat ion had been ca l led into quest ion. 
 
A further compl icat ion of b iomedica l  research was that ,  unl ike say medic ine , i t  was not a s ing le 
profess ion. Not only d id i t  involve medica l  pract i t ioners ,  but increas ing ly sc ient ists (PhDs) and the 
var iety of profess ions a l l ied to medic ine . Thus whi le researchers might c la im to be undertak ing a 
profess ional act iv i ty ,  there was no unitary profess ional structure . There was no s ing le set of expl ic i t  
standards of profess ional ism, code of conduct ,  or set of sanct ions imposed from with in .  Although for a 
long t ime there had never been fu l l  se l f-regulat ion, the var ious ‘scandals ’ ,  together with other factors -  
such as the codes of pract ice for doctors being insuf f ic ient defence, arrangements between NHS 
organisat ions and univers i t ies being inadequate and the fact that ‘medica l  research’ was not a s ing le 
category – have reduced the scope for researchers to regulate themselves .  Current regulat ion has thus 
involved a move from an agent-based approach, re ly ing on trust ,  eth ics and profess ional cu lture ,  
towards an external regulatory approach re ly ing on formal ised contractua l  systems. This was most 
c lear ly mani fested in the NHS Research Governance Framework (RGF),  f i rst  publ ished in 2001. This 
systemat ised and codi f ied the processes of governance of v irtua l ly  a l l  research conducted in a health 
care sett ing ,  and adherence was a lega l  obl igat ion. I t  would be naïve to th ink that th is  trend could 
somehow be reversed. 
 
The RGF could be understood ( in part) as part of the publ ic r i tua l  of managing d isaster ,  enact ing a 
narrat ive of breach, fa l l ,  and then restorat ion. I t  removed pr iv i lege from an apparent ly e l i te group, a 
smal l  minor ity of whom had abused i t ,  and could be perceived by some as a deserved punishment .  The 
RGF redef ined research as a r isky act iv i ty -  lega l  and f inancia l ,  reputat ional and inst i tut ional .  The last 
required that organisat ions had systems in p lace for control l ing r isk ,  so that cr i t ic isms could be 
def lected. Chal lenges to leg it imacy and demands for accountabi l i ty usual ly  provoked ‘protocol isat ion’ ,  
i .e .  mechanisms for apport ioning b lame. 
 
In addit ion to the RGF, there were a large number of other regulat ions concerning medical  research in 
the UK; these inc luded: 

• Medic ines for Human Use Regulat ions (2004) 
• Human Tissue Act (2004) and Human Tissue (Scot land) Act (2006) 
• Data Protect ion Act (1998) 
• Mental  Capacity Act (2005) 
• Health and Socia l  Care Act (2001) /  and (2008) 
• Human Fert i l i sat ion and Embryology Act (1990) 
• Human Rights Act (1998) 
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And in addit ion to th is  pr imary leg is lat ion (and associated regulat ions) ,  there were: internat ional 
frameworks (such as the ‘ Internat ional Conference on Harmonisat ion’) ;  codes of pract ice ;  common 
law; employment law; and var ious cr imina l  of fences . 
 
Regulat ion of medica l  research was thus complex and becoming increas ing ly contested. There were 
c la ims of :  

• Disproport ionate weight of requirements in re lat ion to r isks 
• Inef f ic ienc ies and costs 
• I l leg it imate intrus ions into the sc ient i f ic  process 
• Inh ib it ing impact on tra in ing of future generat ions 
• Negat ive ef fects on low-r isk and “publ ic interest” research 
• Negat ive (or over ly pos it ive) ef fects on “UK plc” . 

 
A ‘r isk-based’ approach to regulat ion was often c ited as one of the guid ing pr inc ip les ,  but there was 
d isagreement about r isks .  For example ,  there were sc ient i f ic  and eth ica l  uncerta int ies about the 
character and s ign i f icance of the r isks ,  regulated act iv i ty was not eas i ly  understood by external 
audiences ,  and how trade-of fs  between conf l ict ing goals should be made was unclear and disputed. 
Whi le everyone present agreed that research should be eth ica l  and safe ,  there was often l i t t le 
agreement about what should count as ‘eth ica l ’  and ‘sa fe ’ .  The means by which eth ica l  adequacy 
should be assessed was not unambiguous ,  and often there were a lternat ive accounts of what might be 
‘eth ica l ’ .  Such incons istency was a chal lenge to the leg it imacy of the process .  There was a strongly-
held v iew that re lat ive ly low r isk ‘publ ic interest ’  research ( i .e .  that large ly funded by the publ ic purse 
and char it ies) should be treated di f ferent ly from commercia l ly- funded research which was often h igher 
r isk ,  but many of the current regulat ions d id not a l low or encourage such dist inct ions to be made. 
 
A ‘goal-based approach’ to regulat ion a lso had problems. For example ,  i t  was hard to draw l ines 
around what act iv i t ies to needed to be covered, and i t  was hard to reach a consensus on the 
regulatory reg ime’s speci f ic  object ives .  Even when object ives could be stated, there could be di f ferent 
interpretat ions .  Furthermore, as indicated above, there was often l i t t le agreement about the nature of 
r isks being regulated. F ina l ly ,  apart form the avoidance of scandals ,  i t  was d i f f icu lt  to assess whether 
goals had been met . 
 
Rule-based systems brought part icu lar problems. For example ,  there might be temptat ion to use such 
systems to symbol ise control and of fer inst i tut ional defence. Also , they might a lso symbol ise d istrust 
and encourage disp lays of compl iance rather than appropriate use of d iscret ion. They could neglect 
what was ‘good’ with in the norms of a community ,  and thus suppress profess ional ism. Formal ru les led 
to the requirement for auditable tra i ls ,  For example ,  pat ient in format ion and consent forms that were 
so deta i led they fa i led to achieve their true purpose. 
 
Once governance had been converted into procedura l  form, r ig id it ies and inef f ic ienc ies were 
inescapable ,  and i t  became a lmost imposs ib le to demonstrate ef fect iveness of the system. Perceived 
burden and benef i ts  became disconnected. The current system was now cumbersome, s low, 
unresponsive ,  poorly coordinated, and bureaucrat ic ,  and there was often a lack of c lar i ty about the 
ru les to be fo l lowed, predictabi l i ty ,  and enforcement .  Whi le researchers might compla in about 
regulat ion, i t  had benef i ts ,  in part icu lar to secure the socia l  l icence. For example : 

• The REC system helped to confer leg it imacy 
• Regulat ion separated (at least programmatica l ly) decis ions about eth ics from the sc ience 
• I t  assured the publ ic-at- large that researchers could not do what they l iked 
• I t  d isp laced contestat ion from researchers onto regulators 
• And it  a lmost certa in ly prevented some bad th ings happening (though th is  was d i f f icu lt  to 

prove) .  
 
In summary :  

• The regulat ion of b iomedica l  research was perhaps uniquely complex 
• I t  imposed high costs and suf fered problems of leg it imacy and demonstrat ion of ef fect iveness 
• There were rea l  problems of susta in ing leg it imate sources of author ity ,  so regulat ion often had 

to be achieved by administrat ive f iat 
• Rule-based systems were prone to default  to focus on avoid ing procedura l  v io lat ions ,  but 

agent-based systems were a lso prone to fa i lure 
• There was a dearth of ev idence about how regulat ion af fected trust and conf idence among 

“the publ ic” 
• No quick f ixes were ava i lab le 
• Changing one e lement of the system might provoke problems e lsewhere 
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• High qual i ty socia l  sc ience research about the ef fects of changing ru les and systems on the 
“sharp end” was needed. 

 
Discussion 
 
I t  was noted that regulat ion in research areas other than biomedica l ,  such as socia l  research, was less 
systemat ised. Were there lessons that these other areas could learn? The answer was yes – caut ion 
and wide consultat ion was needed before going down a ru les-based approach. I t  would be di f f icu lt  to 
back-track .  
 
The comment was made that an addit ional purpose of some regulat ion was to create a level p lay ing-
f ie ld for commercia l  enterpr ises ,  such that there was one set of ru les and they a l l  p layed to them. 
Although th is  was perceived by some to have been the or ig in of the EU Cl in ica l  Tr ia ls  Direct ive ,  in 
fact i t  was a v iew of the Counci l  of Min isters and the European Par l iament that the c it izens across 
Europe needed better protect ion. Nevertheless ,  where regulat ion had to take into account 
commercia l  interests ,  publ ic ly- funded medica l  research could eas i ly  become caught up with 
inappropriate ru les and processes . 
 
In some non-biomedica l  areas ,  the courts were frequent ly involved in provid ing f ina l  answers ;  why did 
th is  not happen in b iomedica l  research? The answer was probably that a researcher (or h is/her 
employer) would be unl ike ly to have the funds ,  the t ime or the wi l l  to br ing a lega l  cha l lenge, and 
certa in ly i f  the outcome were unfavourable i t  would damage the researcher ’s  reputat ion. 
 
 
How does it feel to be regulated? 
 
(i) An academic’s perspective - Charles Warlow 
 
Professor Warlow had had a long exper ience of regulat ion, especia l ly  as a pr inc ip le invest igator on 
many c l in ica l  tr ia ls ,  main ly concerning stroke. How did he feel? :  

• I rr i tated - because of the constant tr iv ia brought up by minor bureaucrats ,  and the huge 
opportunity costs of keeping them happy 

• Exhausted - because of the extreme ef fort to get through a l l  the regulat ion from ethics to 
R&D to insurance issues ,  to sponsorship problems, to contracts with a l l  and sundry 

• Insu lted - to be to ld how to do c l in ica l  research by people who had done l i t t le i f  any 
themselves 

• Angry - because (over)-regulat ion could force researchers e ither to do bad research with 
mis leading results ,  or to g ive up research a ltogether ( for doctors ,  pr ivate pract ice could be 
very tempting) 

How could he poss ib ly just i fy  these feel ings of outrage? 
 
F irst ly ,  he descr ibed an observat ional populat ion-based study of inc idence and prognosis of intracrania l  
vascular mal format ions .  This had received Mult icentre Research Eth ics Committee (MREC) approval in 
Ju ly 1998, and had then had to be approved by the Local Research Eth ics Committees (LRECs) of 15 
Health Boards .  Each LREC had required: one copy of the protocol ,  and a var iab le number of copies of 
the MREC appl icat ion form (23 pages) ,  a loca l  invest igator form & CV (8 pages) ,  the MREC 
correspondence (6 pages) and the consent form and informat ion sheet (7 pages) .  One LREC had 
required a tota l  of near ly 800 A4 pages .  In tota l ,  th is  added up to 5789 A4 pages ,  weighing 26.9 kg4.  
Al l  these were for three tr iv ia l  modif icat ions ,  one not even with in the loca l  committee’s jur isd ict ion. 
 
Perhaps as a result  of th is  (and other protestat ions) ,  th ings were gett ing better .  For example : 

• The Nat ional Research Eth ics Serv ice (NRES) had a coordinat ing and superv is ing role 
• There was now a uni f ied (but st i l l  over long) form with on l ine submiss ion 
• NRES offered more tra in ing for eth ics committee members ,  and there was more interact ion 

with appl icants at an ear ly stage 
• There was more control of process with targets and t imel ines . 

 
But there was st i l l  poor control of the qual i ty of decis ion-making ,  no transparency of decis ion making 
(e .g .  the minutes of REC meet ings were not ava i lab le) ,  and in one case at least (REC A for Scot land) ,  
there was no appeal mechanism. 
 
                                            
4  Al-Shahi R and Warlow CP. Journal of the Royal College of Physicians of London 1999; 33: 549-552. 
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Another problem, which had become worse over the past ten years ,  was the di f ferences in governance 
of Univers i t ies and the NHS. In the NHS, 

• Governance was decentra l ised with no equiva lent of COREC/NRES unt i l  very recent ly ,  at least 
in Scot land 

• The requirements for researchers were incons istent : 
o there was an R&D on- l ine form, but i t  was used by only ~50% of R&D Departments 
o there were few guides for Cald icott guardians and data protect ion of f icers 

• Honorary NHS contracts had been required at a l l  Trusts involved in a tr ia l .  ( In 2003 the 
Department of Health recognised one contract at a l l  s i tes ,  but th is  had only just been 
introduced in Scot land) 

• There were addit ional delays through Criminal  Records Bureau and occupat ional health checks 
• The process was very s low, perhaps because the NHS R&D off ices were under-resourced 

and/or the staf f  were under-tra ined 
• The R&D off ices were r isk-averse ,  and there appeared to be strong tendency to bui ld barr iers .  

(Univers i t ies and Trusts were usual ly  jo int sponsors ,  but the latter were far more r isk averse ;  
Univers i t ies and Trusts were quite separate inst i tut ions and their interact ions h igh ly 
compl icated) 

• There were problems with in Trusts as to what const i tuted research costs and how these 
would be met 

• There were no incent ives for Trusts to accommodate research 
• Trusts increas ing ly wanted loca l  control ,  not centra l  coordinat ion. 

 
Professor Warlow then descr ibed the problem and consequences of delays in obtain ing approvals .  For 
four mult icentre stroke tr ia ls ,  the median t ime taken to approve research governance appl icat ions at 
57 hospita ls  (50 Trusts) was 44 days ,  with a maximum of over 340 days5.  Three-quarters of 
appl icat ions incurred a delay of more than 4 weeks .  I f  a 4 week delay was deemed acceptable ,  then 
the actua l  R&D delays (above th is) meant that an addit ional 12% of the pat ients enrol led with in the 
f i rst  few years of the four c l in ica l  tr ia ls  could have been recruited. [Or i f  the delays had been funded 
by increas ing the durat ion of recru itment to where i t  should have been without the delays ,  th is  would 
have cost the funders about an extra £38,000] . 
 
There was a part icu lar problem about non- intrus ive observat ional studies ( inc luding research, audit ,  
serv ice p lanning ,  publ ic health monitor ing ,  drug safety etc) . Ident i f iab le (non-anonymised) data were 
often required 

• for record l inkage 
• to ident i fy indiv iduals dur ing fo l low-up 
• to avoid double count ing 
• to avoid consent b ias 
• for controls  
• for indirect fo l low up v ia GPs, hospita l  d ischarges ,  deaths . 

 
Ideal ly ,  of course , consent should be obta ined from pat ients for use of their data ,  but th is  might be 
impract ica l  or imposs ib le (dead, demented, anxious ,  unaware of d iagnosis ,  large sample etc) .  The Data 
Protect ion Act was a problem, but i ts  interpretat ion even more so ( for example by the GMC, and in 
Sect ion 60 of the Health & Socia l  Care Act ,  England) .  He c ited the Deputy Informat ion Commiss ioner 
as hav ing sa id : 
 

“The [Data Protect ion Act 1998] i tse l f  does not necessar i ly  require consent for the use 
of health in format ion in medica l  research. The key is  to ensure that people know what is  
happening with their in format ion. The [ Informat ion Commiss ioner] takes the same v iew 
as that expressed by Mr Havers – namely ,  that researchers could be bolder .  The statute 
sets out broad pr inc ip les for handl ing personal in format ion. I t  is  not about absolutes” . 

 
Thus whi le the law sa id that personal data could be processed without consent (with exemptions for 
some forms of medica l  research) ,  other guidance took a d i f ferent v iew. For example : 

• NHS Code of Pract ice :  Conf ident ia l i ty (2003):  “…do not use/disc lose ident i f iab le data ,  unless 
or ig ina l ly  understood by conf ider ,  or with permiss ion” 

• GMC Conf ident ia l i ty… (Apri l  2004) :  doctors should ,  “…seek pat ients ’  express consent to 
d isc losure of in format ion, where ident i f iab le data is  needed for any purpose other than the 
provis ion of care or for c l in ica l  audit…” (current ly under rev is ion) 

 
Professor Warlow was not aware of any ser ious d isc losures by researchers .  

                                            
5  Al-Shahi Salman R et al.  Journal of the Royal Society of Medicine 2007; 100: 101-104. 
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Also double standards were appl ied . The Lothian Health Board, for example ,  had an ‘opt-out ’  process 
for seeking consent for access to personal heath informat ion for c l in ica l  audit ,  but an ‘opt- in ’  process 
for access to the same informat ion for research.  
 
What was miss ing was a sense of proport ional i ty of harms and benef i ts ,  and judgement of what those 
harms and benef i ts  might be by a l lowing the research (or audit) to go ahead. This was c lear ly d i f f icu lt  
in a ru le-based system. 
 
The Scott ish Intracrania l  Mal format ion Study (S IVMS) presented a unique opportunity to study the 
ef fects of consent b ias .  [The only way to measure consent b ias was by obta in ing data from non-
consenters – Catch 22 – but th is  study had had eth ica l  approval] .  The study was a prospect ive ,  
populat ion-based cohort study of a l l  Intracrania l  Vascular Mal format ions present ing in adults in 
Scot land from 1999, with complete prospect ive fo l low-up. Consent could not be obta ined from 
everyone (dead, consultant/GP refusa l) .  Analys is  of the consenters and non-consenters showed that 
they were systemat ica l ly  d i f ferent in unpredictable ways :  th is  could not be est imated in advance6.  
Ins istence on consent from everyone would : 

• be increas ing ly d i f f icu lt  and cost ly ,  waste invest igator t ime on REC forms and delay research, 
and waste t ime with des ign ing and administer ing consent forms 

• harm some indiv idual pat ients (over-consent) 
• bias non- intrus ive observat ional research 

o which would then get the wrong result 
o which would damage indiv idual and publ ic health 
o and less observat ional research would be done 

Thus ins istence on consent from everyone wasted money and damaged pat ients .  One impact of th is  
paper was that the Norwegian author it ies had recent ly agreed to a l low the proposed nat ional stroke 
reg ister to go ahead without consent ( l ike the nat ional stroke reg ister in Sweden) . 
 
F ina l ly ,  Professor Warlow highl ighted the bureaucrat ic problems associated with the MRHA inspect ion. 
A huge amount of t ime was spent in preparat ion over many months ,  both centra l ly  in the Univers i ty 
and NHS, and for each tr ia l  – for example dur ing the s ix weeks between being in formed of the 
inspect ion and the inspect ion i tse l f ,  one tr ia l  would use at least 50% of i ts  MRC-funded staf f  t ime 
prepar ing for the inspect ion rather than recruit ing more pat ients .  An industry of regulators tra in ing 
even more regulators how to do it  had bui l t  up, result ing in an ampl i f icat ion of d iktats down the chain .  
Suspected unexpected ser ious adverse react ions had to be reported, but no feedback was provided. I t  
cost severa l  thousand pounds to tra in someone to use the EMEA on- l ine report ing system for adverse 
react ions .  The consequences of th is  were immense. The cost to the funders (and sponsors) to achieve 
100% perfect ion with GCP (Good Cl in ica l  Pract ice) for non commercia l  tr ia ls  was huge. Edinburgh 
Univers i ty had contracted a pr ivate company to tra in and advise the researchers on how to get 
through a part icu lar inspect ion later in the year ,  and the MHRA would charge Edinburgh Univers i ty c .  
£20,000 for the inspect ion. Such work distracted c l in ica l  tr ia ls  units from undertak ing non-drug tr ia ls ,  
and could potent ia l ly  lead to a s lackening of f  of standards between inspect ions .  In addit ion, there was 
cont inuing and lengthy interact ion with MHRA after the inspect ion to get everyth ing perfect .  More 
indirect ly ,  i t  led to Units avoid ing doing c l in ica l  tr ia ls  of invest igat ional medic ina l  products in favour of 
unregulated intervent ions .  He saw the solut ion to th is  being random spot checks so that researchers 
were ‘ inspect ion ready’ a l l  the t ime, but i t  must be l ighter touch. 
 
Discussion 
 
One part ic ipant commented that the problems people were encounter ing with in formed consent 
started with the Data Protect ion Act (1988) .  This was internal ly  incoherent and i ts  interpretat ion bore 
hard on medica l  researchers .  For example ,  there seemed no just i f icat ion for the Act to apply to 
secondary use of revers ib ly anonymised data .  Yet the only way now to provide certa inty would be to 
enact pr imary leg is lat ion. Professor Brownsword added that under Engl ish common law, judges had 
been re luctant to recognise a ‘ f ree-standing r ight of pr ivacy ’ .  Instead the issue had been massaged by 
re-working the r ight of conf ident ia l i ty ,  as an anchor for pr ivacy .  Cla ims were therefore being cast in 
terms of conf ident ia l i ty ,  whereas pr ivacy would have been better . Ideal ly  what was needed was a 
rev iew of the scope and substance of three re lated r ights :  the pr ivacy r ight under the Human Rights 
Act ,  the common law r ight of conf idence/conf ident ia l i ty ,  and the var ious r ights protected under the 
DPA. 
 

                                            
6  Al-Shahi R. and Warlow C.  BMJ 2000; 320: 713 
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On the issue of harms and benef i ts ,  i t  was noted that d i f ferent people ,  pat ients or the publ ic ,  may 
have very d i f ferent percept ions of r isks and benef i ts ,  and th is  needed to be taken into account .  
Professor Warlow agreed, but what was needed was more empir ica l  ev idence, and then judgment 
rather than a ru le book. 
 
 
( i i )  An industry perspect ive - L incoln Tsang 
 
Dr Tsang sa id that the issues for industry were l i t t le d i f ferent to those for academia .  Industry needed 
regulat ion for economic reasons and to set the goal posts (such as the degree of c l in ica l  ef f icacy of 
ant i-cancer agents required by MHRA before i t  would issue a l icence) .  However ,  regulat ion must be 
transparent and predictable .  The industry needed certa inty in order to invest what could be 
cons iderable amounts of money. I t  now cost about $1.7 b i l l ion to take a pharmaceut ica l  product from 
infancy to market ,  and many products never completed the journey. He high l ighted three part icu lar 
issues :  

• the impact of regulat ion on R&D 
• the g lobal isat ion of R&D – ie industry looked at the cost-benef i t  of regulat ion in a l l  countr ies 

in which they were based 
• how to streaml ine the process – equal ly important for academia and industry 

 
Industry cont inued to work in the UK because of the strength of the l i fe sc iences .  The l i fe sc iences 
industr ies contr ibuted net exports to the va lue of £4.2 b i l l ion to the UK economy in 2006. Both the 
Pharmaceut ica l  Industry Competit iveness Task Force and the Cooksey Report had recognised the 
impact of regulat ion on the abi l i ty of the UK to del iver h igh qual i ty research. From an industry 
perspect ive ,  the key issues were pat ient safety and access of pat ients to treatments . 
 
Much of the regulatory act iv i ty was now happening at supra-nat ional levels ,  for example the ICH GCP 
guidel ines inc luded Europe, the US and Japan; and these regulat ions/guidel ines were then transposed 
into nat ional regulat ions .  This constra ined nat ional governments and regulators in what could be 
achieved. I t  was v ita l  therefore to inf luence the process at the ear ly supra-nat ional levels .  Regulators 
were increas ing ly involved a lso in producing guidel ines ,  and the courts often looked to these in 
coming to decis ions .  They therefore needed to be auditable and ver i f iab le . 
 
Dr Tsang c ited Lord Just ice Richards ’  recent (1 May) judgement on the Nat ional Inst i tute for Health 
and Cl in ica l  Excel lence when he ordered i t  to be more transparent about how it  reached its  decis ions .  
This should be a genera l  pr inc ip le apply ing to regulat ion more broadly .  In terms of streaml in ing ,  the 
var ious regulators needed to be more jo ined up – for example ,  the HTA, MHRA and EMEA needed to 
ta lk to each other more. 
 
Discussion 
 
Asked whether there was any d i f ference between what industry expected and what academic 
researchers wanted, Dr Tsang sa id they were broadly s imi lar .  Industry wanted cons istency ,  for 
example in the extent to which researchers are protected. The regulators changed their advice ,  on 
occas ion even i f  th is  had been g iven in writ ing .  Such uncertain ly made it  d i f f icu lt  to ra ise funding ,  for 
example from venture capita l is ts .  
 
The comment was made that sc ient i f ic  ev idence came ear ly in the l icens ing process ,  so i t  was perhaps 
not surpr is ing that regulators sometimes changed their v iews later .  A further point was that industry 
had appeared to be re luctant to provide informat ion to regulators about studies that had not 
demonstrated ef f icacy ,  and th is  was af fect ing publ ic percept ions of research. Dr Tsang conf irmed that 
more informat ion-shar ing was now required, but th is  change could not be imposed retrospect ive ly . 
 
The contrast between the ‘angry ’  v iewpoint of Professor Warlow and the more sanguine v iew of Dr 
Tsang was remarked upon. Professor Warlow sa id he was angry because so much money was being 
spent unnecessar i ly  and the ru les forced him to do the wrong research. I t  was depress ing because 
there seemed no way to change the system. Companies tended to be less anarchic than univers i t ies 
and were structured better to deal with regulators ;  they found it  eas ier to employ more people ,  cover 
the extra costs and then i f  necessary pass them on to the customer - often the NHS. 
 
Turning to the Data Protect ion Act ,  i t  was noted that some industry contracts now stated that pat ient 
data might be used world-wide for any purpose, and the Act was one of the few ways in which a 
person’s pr ivacy could be protected. Whi le there remained a need for a data protect ion act ,  there was 
a need a lso for better leg is lat ion to protect personal pr ivacy . 
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Another important issue was who guarded the guardians (the regulators)? – there were better and 
worse ways ,  say ,  of implement ing the EU Tria ls  Direct ive .  But the only come-back subsequent ly was 
through judic ia l  rev iew, and researchers seemed unwi l l ing to pursue th is  route . One reason was that 
much of the regulat ion was in guidel ines which were soft law and therefore more di f f icu lt  to chal lenge. 
Furthermore, those who might make such a chal lenge would have to work with the regulators in the 
future . In one univers i ty ,  a researcher sa id he had suggested going to judic ia l  rev iew, but had been 
advised not .  
 
In summary , there was a c lear v iew that there was substant ia l  d i f ference between research that 
involved an intervent ion on an indiv idual (which usual ly  had obvious r isks for the person) and that 
which required access to h is/her t issues or records (which genera l ly  had much lower r isks) ,  and the 
current regulatory reg ime did not adequate ly recognise th is  d i f ference. In terms of pat ient in format ion, 
the DPA was often invoked when other laws (eg the common law of conf ident ia l i ty) were more 
appropriate .  Nevertheless ,  a new DPA and c learer laws on pr ivacy could certa in ly make research 
eas ier to undertake, whi le reta in ing the conf idence of pat ients and the publ ic . 
 
 
Approaches to improving and streamlining regulation 
 
(i) UK Clinical Research Collaboration (UKCRC): A summary of current efforts to 

streamline the regulatory burden - Liam O’Toole 
 
Dr O’Toole expla ined that the UKCRC had been establ ished in 2004 in response to severa l  reports .  I t  
had establ ished a ‘Regulatory and governance environment ’  workstream with the strateg ic a im to 
“Streaml ine the regulatory and governance environment whi lst  respect ing the r ights ,  d ign ity and safety 
of part ic ipants” .  A major issue that had been ident i f ied was the inst i tut ional complexity of b iomedica l  
research: 

• Lack of cons istency and dupl icat ion with administrat ion and IT processes 
• Variat ion in interpretat ion of regulat ions 
• Organisat ions working in iso lat ion 

 
The focus of the workstream had therefore been on reducing the result ing administrat ive burden. The 
process had involved buy- in from al l  (near ly 40) stakeholders and a coordinated UK-wide approach. 
The workstream involved making the exist ing regulat ions eas ier to navigate ,  rather than a iming to 
change the regulat ions themselves .  The workstream had s ix e lements :  
 
a) UKCRC Research and Governance Advice Service 
 
The issue here was that the research and governance environment was complex and changing .  Advice 
tended to be incons istent ,  and there were mult ip le providers .  
To address th is ,  the UKCRC: 

• supported loca l  advice providers ; 
• provided a route for handl ing complex quer ies ;  
• offered web based resources (toolk its ,  Q&A). 

I t  was supported by a network of regulators ,  governance bodies and pol icy makers (e .g .  MHRA, HTA, 
NRES, UK Health Departments) ,  and was del ivered by MRC Regulatory Support Centre and the 
UKCRN Coordinat ing Centre ,  funded by NIHR. 
The serv ice had been launched in Apri l  2007. 
 
b) Research Passport 
 
The issue here was that the process for apply ing for honorary research contracts for carry ing out 
research in NHS was incons istent and repet it ive . 
The solut ion to th is  was a new system, a ‘research passport ’ .  This had been developed under the 
auspices of UKCRC by NHS R&D Forum, UK Health Departments ,  and HEI research management and 
HR. This meant that :  

• Pre-engagement checks were carr ied out once only ;  
• The passport was accepted and shared by a l l ;  
• Administrat ive t imes were reduced. 

The passport had been launched October 2007. 
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This had a lready proved successfu l .  For example ,  in a previous randomised control led tr ia l  that had 
involved 21 researchers in 7 Trusts ,  147 contracts had had to be issued, which had taken an average 
of 21 weeks .  In another ,  more complex, tr ia l ,  s tarted after the passport scheme had been introduced, 
8 researchers and 12 Trusts had been involved. This had required 8 passports ,  a l l  of which had been 
issued with in 14 days .  
 
c) Streamlining Permissions and Approvals 
 
The issue here was the inst i tut ional administrat ive complexity involved in grant ing permiss ions .  
Mult ip le appl icat ion forms were needed, dupl icat ing in format ion. 
The solut ion was an Integrated Research Appl icat ion System ( IRAS) – a s ing le onl ine system for 
appl icat ions ,  in which the informat ion common to a l l  forms needed to be entered only once. Seven 
organisat ions were involved. 
Phase 1 of the system had been launched in January 20087;  th is  would become mandatory .  (EudraCT 
funct ional i ty had been launched ear l ier in May) . 
 
d) A Suite of Model Agreements/contracts 
 
The issue here was that negot iat ing de novo agreements between sponsors and s i tes could lead to 
long delays and var iat ion, and there was unnecessary t ime and cost in negot iat ing contracts . 
The solut ion was to develop model agreements which cons isted of standard templates for common 
contractua l  s i tuat ions ,  and hence a faster contract ing process . 
The model c l in ica l  tr ia ls  agreement (mCTA) had been launched October 2006. The mCTA for 
contract research organisat ions had been launched October 2007. Two others were to fo l low short ly .  
 
e) NHS R&D Permissions 
 
The issue here was that the process for obta in ing permiss ions was incons istent and bureaucrat ic ,  and 
there was great var iat ion in requirements of d i f ferent Trusts . 
The solut ion was to streaml ine the R&D systems in Trusts .  This was being achieved through the 
Health Departments implement ing standard systems to reduce dupl icat ion, and ensur ing an interface 
between these and IRAS. However ,  out of necess i ty ,  the streaml ined systems were di f ferent in each 
nat ion, and part of UKCRC’s role was to ensure harmonisat ion of systems across UK. 
At present ,  the systems were at d i f ferent stages of development in each country ,  but ro l l-out would 
begin later in the year .  
 
f) Coordinated research and governance (R&G) Training 
 
The issue here was that many organisat ions provided R&G tra in ing ,  but more needed to be done to 
share and coordinate resources ,  such that regulators and the regulated were tra ined in the same way. 
A ‘UKCRC R&G Train ing Coordinat ion Group’ had been set up tasked with shar ing in format ion on 
exist ing/p lanned in it iat ives ,  fac i l i tat ing coordinat ion of tra in ing ,  and ident i fy ing requirements for 
addit ional tra in ing .  This work was ongoing . 
 
About 80% of regulat ion now or ig inated in Europe, and there was a very fragmented approach to 
responding to consultat ions and inte l l igence-gather ing .  I t  was essent ia l  for the UK to become involved 
as ear ly as poss ib le in the process of regulat ion. The UKCRC was p lay ing a ro le in the shar ing of 
in format ion, for example though the European Biosc iences Inte l l igence Coal i t ion . 
 
To conclude, Dr O’Toole sa id that th is  was a summary of work in progress .  But there was a lready the 
start of a cu lture change throughout the UK R&G environment.  The regulators deserved credit  for 
their pos it ive part ic ipat ion. The fu l l  benef i ts  would only be fe lt  when a l l  the pieces of the j igsaw were 
in p lace . A di f ferent environment should be v is ib le in 2009. 
 
Discussion 
 
The work of UKCRC was commended, but i t  d id not address the main issue as to whether a l l  the 
current regulat ions were needed in their current form, nor how to minimise the tendency for there to 
be constant changes .  Concerning the MHRA, there was no reason why the same organisat ion could 
not fu l f i l l  both an advisory and an audit  funct ion, but one di f f icu lty that had been ident i f ied was that 
the MHRA dealt  main ly with the commercia l  sector ,  and academics had often fa i led to understand 
what had been asked of them. 

                                            
7  https://myresearchproject.org.uk 
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I t  was noted that one recommendat ion of the ‘Better Regulat ion Task Force’ had been that whenever 
one regulat ion was added, another should be removed. Was th is  concept being fo l lowed? There was 
no c lear answer to th is  as no one organisat ion owned the whole system. Dr Davis commented that 
the Cl in ica l  Tr ia ls  Regulat ions had been amended on 1 May to remove some of the regulat ions for 
example concerning the Gene Therapy Advisory Committee. Indeed s ince 1 May 2004, the Regulat ions 
had been amended three t imes . 
 
 
(ii) A Government view of regulation - John Dodds 
 
The Better Regulat ion Execut ive (BRE) had been in the Cabinet Off ice unt i l  June 2007, but was now 
part of the Department for Bus iness ,  Enterpr ise and Regulatory Reform (BERR). The Government ’s  
v iew was that regulat ion was needed, not least to reta in publ ic conf idence, but some current 
regulat ion was not wel l-des igned or wel l- implemented. 
 
The BRE adhered to the f ive pr inc ip les of good regulat ion - regulat ion should be: accountable ,  
cons istent ,  transparent ,  targeted and proport ionate .  Some exist ing regulat ions d id not meet a l l  of 
these . 
 
The BRE worked in partnersh ip with Departments and regulators to : 

• improve the des ign of new regulat ions and how they were communicated; 
• s impl i fy and modernise exist ing regulat ions ; 
• change att i tudes and approaches to regulat ion to become more r isk-based. 

 
The BRE thus sat at the top of the regulatory pyramid. I t  used examples of success as showcases for 
others and to encourage culture change. I t  had i ts  own research arm, and had a number of teams with 
expert ise to advise in speci f ic  sectors .  The BRE operated in three main ways : 

• Reforming the process for making and rev iewing regulat ions .  This should be ev idence-based, 
and not as knee- jerk responses to events .  A key pr inc ip le was to create the r ight incent ives 
and structures .  

• Intervening in speci f ic  pol icy areas- support and chal lenge departments and regulators ;  
• Listening to and being the voice for bus iness ,  th ird sector bodies and publ ic sector front- l ine 

workers on regulat ion and bureaucracy .  The BRE looked for examples from the bottom-up to 
provide the fuel to in form change. 

 
In terms of progress in the biomedica l  f ie ld ,  the fo l lowing were h igh l ighted: 

• The Animal Sc ient i f ic  Procedures Act (ASPA) Better Regulat ion Steer ing Group – th is  Group 
had been establ ished to s impl i fy the regulat ions concerning adherence to the Act .  Unusual ly  i t  
was chaired by BERR itse l f ,  rather than the host Department 

• The ‘better regulat ion of over the counter medic ines in i t iat ive ’ (BROMI) – th is  was a new 
regulatory process for approving over-the-counter medic ines 

• Support ing the better regulat ion aspects of the Human Fert i l i sat ion and Embryology Bi l l   
 
More gener ic progress was being made in the fo l lowing ways : 

• BRE was current ly rev iewing exist ing regulat ion to ensure i t  was f i t  for purpose and not over-
burdensome 

• There was a programme (2005 – 2010) with in Government Departments to achieve a 25% 
reduct ion in administrat ive burdens .  The Department of Health ,  for example ,  had publ ished a 
s impl i f icat ion plan which would be updated every December 

• The Treasury had commiss ioned the ‘Davidson Review’ ,  on the implementat ion of EU 
leg is lat ion, which had reported in November 20068.  The Review considered di f ferent forms of 
over- implementat ion – gold-plat ing ,  regulatory creep and double-banking .  I t  had found that 
inappropriate over- implementat ion of European leg is lat ion might not be as widespread as was 
sometimes c la imed; however ,  there were some cases of over- implementat ion in the stock of 
exist ing leg is lat ion that should be addressed. These inc luded consumer sa les ,  f inancia l  serv ices ,  
transport ,  an imal sc ient i f ic  procedures and waste leg is lat ion. 

• The Treasury had a lso commiss ioned the ‘Hampton Review’ ,  “Reducing administrat ive burdens :  
ef fect ive inspect ion and enforcement” , which had reported in March 20059.  The Review had 
found that there was much good pract ice in UK regulat ion, but a lso that the system, as a 
whole ,  was compl icated and good pract ice was not uni form. Over laps in regulators ’  act iv i t ies 

                                            
8  www.hm-treasury.gov.uk/media/E/F/davidson_review281106.pdf  
9  www.hm-treasury.gov.uk/media/7/F/bud05hamptonv1.pdf  
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meant there were too many forms, too many dupl icate in format ion requests and mult ip le 
inspect ions imposed on bus inesses .  The Review proposed entrenching the pr inc ip le of r isk 
assessment throughout the regulatory system, so that the burden of enforcement fe l l  most on 
h ighest-r isk bus inesses and least on those with the best records of compl iance. 

• Consequent changes had inc luded: 
o There were lots of regulators with over lapping remits – 32 regulators had now been 

merged into seven 
o There was no cons istent approach to how regulators re lated to those they regulated – 

BRE’s approach was to of fer advice 
o Government had codi f ied what ‘good’ looked l ike and had conducted “ implementat ion 

rev iews” of f ive key regulators .  
o The Regulators '  Compl iance Code, which requires regulators to perform their dut ies in 

a bus iness- fr iendly way, by p lanning regulat ion and inspect ions in a way that causes 
least d isrupt ion to the economy, had been g iven statutory force on 6 Apri l .  I t  gave 
more teeth to judic ia l  rev iews 

o A review of consultat ion pol icy 
o A plan to reform impact assessments 

 
Concerning the EU, around 80% of UK leg is lat ion was now based on EU Direct ives .  More progress was 
needed at the Commiss ion. Processes were in p lace , but there were too few concrete improvements 
in the rea l  world .  EU impact assessments were of mixed qual i ty and/or lack ing ,  and there was 
inef fect ive consultat ion. Proposals for s impl i f icat ion were often delayed, ins ign i f icant ,  and packaged 
with wider proposals with larger burdens .  There was buy- in to reform at the top of the EU, but 
ongoing res istance at a working level .  The UK was fu l ly  engaged in try ing to accelerate change. 
 
The conclus ions from the Davidson Review were now being embedded in the UK, for example by : 

• Not reta in ing more burdensome nat ional standards 
• Reviewing exist ing UK leg is lat ion before transposit ion – amending or repeal ing exist ing 

leg is lat ion, i f  necessary 
• Not pre-empting upcoming European leg is lat ion 
• Timing post- implementat ion rev iews to t ie in with Commiss ion rev iews 
• Ensur ing that ef fect ive knowledge was transferred between negot iators and implementers 

(Gold-plat ing was p icked up in UK impact assessment process) . 
 
Looking to the future , there would be more Hampton Implementat ion Reviews ( inc luding HFEA, HTA 
and MHRA). The Government was consult ing on introducing regulatory budgets for Departments and 
was introducing a new approach to developing regulat ion to ensure that the pract ica l i t ies of 
implementat ion in smal l  bus inesses were taken into account ,  inc luding exemptions where appropriate .  
 
F ina l ly ,  Mr Dodds sa id that the BRE welcomed ideas for improving or s impl i fy ing regulat ion. These 
could be submitted direct ly v ia the BRE website :  www.betterregulat ion.gov.uk .  Repl ies would be g iven. 
 
Discussion 
 
The premise that regulat ion should be r isk-based sounded sens ib le ,  but ra ised the quest ions :  r isks to 
whom, and whose percept ion? Mr Dodds sa id that those proposing regulat ion should make c lear at 
the outset what r isks the regulat ion was intended to address in a way that inv ited comments .  
Ult imately regulat ion should focus on where r isks were greatest .  He agreed that percept ions could be 
very d i f ferent ;  for example ,  the HSE and loca l  author it ies had di f ferent perspect ives on r isks in the 
workplace . There were often di f ferences too between actua l  r isks and publ ic percept ions of them, and 
pol i t ic ians had often in the past focussed too much on the latter .  An example was the regulat ions 
brought in for outward bound centres fo l lowing the drowning of four canoeists at Lyme Bay in 1993. 
About ha l f  the centres in the UK were dr iven out of bus iness ,  which was not the intent of the pol icy . 
 
In cons ider ing regulat ion, one of course had to know what the nature of the r isk was ,  and then ta i lor 
the regulat ion to that (or those) r isk .  However ,  sometimes there were strongly opposed v iews. The 
pol i t ica l  system had to make trade-of fs .  In genera l ,  the bus iness sector was better able than the publ ic 
sector to manage regulat ion as bus inesses had a more inst i tut ional ised approach to operat ions 
genera l ly .  A r isk-based approach did not in i tse l f  obviate the need for trade-of fs .  
 
Mr Dodds was asked how one knew whether an act iv i ty was over- or under-regulated? He repl ied that 
there was no expl ic i t  process ;  i t  was more an art than a sc ience. V iews were obta ined from a range of 
stakeholders ,  and the decis ion usual ly  was a judgement .  Sometimes i t  was c lear that improvements 
could be made; in other cases less so . 
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Mr Dodds was a lso asked how one measured administrat ive burden. He sa id that the BRE had adopted 
an approach – a ‘standard cost model ’  developed in the Nether lands .  This had been pi loted in the UK 
in 2005. The method div ided the administrat ive process into components and put costs aga inst each. 
I t  could ident i fy which bits of regulat ion were of greatest cost to the economy. This was being used to 
audit  the 25% reduct ions in EU administrat ion burden he had referred to ear l ier .  The methodology 
main ly focussed on where the costs lay among the regulated (bus iness and voluntary sectors) ,  rather 
than among the regulators ,  but the same process could ,  in pr inc ip le ,  be appl ied to the latter .  I t  was 
suggested that the ident i f icat ion of costs of new regulat ions should cover not just the new steady 
state ,  but a lso the costs of transit ion . 
 
Mr Dodds was asked how much control the BRE exerted over the way impact assessments were done, 
with part icu lar reference to the tr ia ls  regulat ions ,  where the impact on the NHS, academics and 
funders had not been adequate ly assessed in advance of implementat ion. He repl ied that there was 
now better guidance on how impact assessments should be undertaken, inc luding ear l ier opportunit ies 
for those concerned to submit their v iews. I t  was noted that Lord Hunt ,  then a health min ister ,  had 
inv ited the MRC and AMS to write a report on the poss ib le impact of the tr ia ls  regulat ions ,  but at the 
t ime it  had been a d i f f icu lt  quest ion to answer. 
 
Comments were than made about the qual i ty of consultat ions .  There were examples (the tr ia ls  
d irect ive being one) where cr i t ica l  comments were submitted, but then apparent ly had not been taken 
into account .  Consultat ions needed to be genuine and should inc lude open quest ions . 
 
I t  was noted that BRE guidance (the Impact Assessment template) stated that Departments must 
act ive ly look for opportunit ies to s impl i fy or remove exist ing requirements when they wanted to 
introduce new regulat ion. Mr Dodds was asked whether he was aware of any cases where th is  had 
happened. He was not ,  but he added that i f  the regulatory budgets were introduced in 2009, th is  
would introduce cei l ings to costs of regulat ion, and should further encourage s impl i f icat ion. 
 
 
Different approaches to regulation 
 
( i )  UK Regulators ’  perspect ives :   Human Tissue Authority – Adrian McNei l  
 
Mr McNei l  sa id he was speaking in part formal ly as CEO of the HTA, but a lso to some extent in a 
personal capacity .  
 
The HTA had been set up in 2004 as a requirement of the Human Tissue Act 2004. I ts  regulatory a im 
was :  
 

“To create a regulatory system for the removal ,  use and disposa l  of human t issue and organs 
that is  c lear ,  cons istent and proport ionate and in which profess ionals ,  pat ients ,  fami l ies and 
members of the publ ic have conf idence” . 

 
The areas covered inc luded: publ ic d isp lay ,  post mortems, anatomy, storage for research, storage for 
anatomica l  examinat ion and approval of organs for donat ion (though the last was not by l icens ing) .  
The leg is lat ive framework inc luded not only the HT Act ,  but a lso secondary leg is lat ion and the EU 
Tissues and Cel ls  Direct ive ,  which was now UK law - i t  had come into force for storage on 1 Apri l  
2006, and would come fu l ly  into force on 5 Ju ly 2008. The HT Act had set a framework, with the 
Authority being g iven powers to issue guidance and make decis ions .  In contrast ,  the EU Direct ive was 
very deta i led and left  l i t t le room for f lex ib i l i ty .  In h is  v iew the former model was preferable . 
 
As wel l  as i ts  regulatory role ,  the HTA also advised Government ,  stakeholders and the publ ic .  The 
HTA advised ministers from a pract ica l  point of v iew, for example on unintended consequences ,  as 
wel l  as on issues such as secondary leg is lat ion. 
 
The HTA worked c losely with those regulated to develop standards .  These were then used in 
compl iance reports under four headings :  Consent ,  Governance and qual i ty systems, Premises ,  fac i l i t ies 
and equipment ,  and Disposa l .  The HTA also publ ished advice and guidance for i ts  stakeholders and 
of fered tra in ing programmes for Designated Indiv iduals ;  to date 14 events had been held ,  with a lmost 
1000 people tra ined. I t  of fered an E- learn ing programme for Designated Indiv iduals ,  access ib le v ia the 
HTA website .   
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The HTA’s inspect ion process was structured to minimise burden on those inspected; i t  was in two 
phases :  1) a desk-based evaluat ion of in format ion, and 2) :  s i te v is i ts .  In the research sector ,  so far 147 
Phase 1 and 10 Phase 2 inspect ions had been completed. Fourteen Phase 2 inspect ions were 
scheduled for 2008/09. The f indings so far were that there was great respect for t issue for research 
and premises were su itable ;  however ,  qual i ty management could be improved, for example in coding 
and records systems, traceabi l i ty ,  schedules of audit  and Standard Operat ing Procedures (SOP). 
 
Ear ly feedback from the research sector ,  and from the publ ic ,  had been genera l ly  pos it ive . 
 
P lans for 2008/09 inc luded: 

• A summary of inspect ion act iv i ty for the research sector 
• Regulatory methods development – l icence renewals 
• A new research code of pract ice (consultat ion in Ju ly 2008) 
• Evaluat ion of impact of HTA and HT Act on research 
• New sector-speci f ic  in format ion inc luding research web pages 
• A Key messages guide for profess ionals communicat ing with the publ ic ( in order to help 

mainta in the conf idence of the publ ic) 
 
 
(ii) UK Regulators’ perspectives:  Human Fertilisation and Embryology Authority – Alan 
Doran 
 
Mr Doran expla ined that the HFEA was set up in August 2001 as a requirement of the Human 
Fert i l i sat ion and Embryology Act 1990. (This in turn had fo l lowed the birth of the f i rst  test-tube baby, 
Louise Brown, in Ju ly 1978 and the Warnock Report of 1984) .  The main pr inc ip les ident i f ied in the 
Warnock Report were: 

• Human embryo had specia l  status 
• Respect for human l i fe 
• Rights of people to seek treatment 
• Ful ly in formed consent 
• Welfare of the chi ld 
• Responsib le pursuit  of medica l  and sc ient i f ic  knowledge 

 
The regulatory a im of the HFEA was :  to mainta in a sound regulatory system that met the needs of the 
profess ionals ,  the leg is lators and the pat ients ;  that made decis ions that commanded respect ;  and which 
susta ined publ ic conf idence. 
 
Regulat ion was needed, not just because of the HFE Act ,  but a lso because of sc ient i f ic  and 
technologica l  change and the changing v iews, behaviours and expectat ions of society .  The HFEA  

• Licensed and monitored fert i l i ty c l in ics ,  embryo research centres and storage fac i l i t ies 
• I ssued codes of pract ice 
• Mainta ined a reg ister of in format ion on: pat ient and partner reg istrat ion at a c l in ic ,  donors ,  

donor gamete ( inseminat ion) treatments ,  in v i tro fert i l i sat ion ( IVF) ,  embryo creat ion, embryo 
use and pregnancy outcomes 

• Provided informat ion for pat ients ,  donors and c l in ics 
• Reviewed developments and provided advice 

 
The HFEA current ly l icensed 141 c l in ics and research centres and carr ied out over 160 inspect ions 
each year .  Most of the act iv i ty was in the pr ivate sector ;  i t  was an industry worth over £500m a year ,  
and was growing - in 2005, 35250 women were g iven IVF, result ing in 9664 births and 11907 babies .  
 
The HFEA’s l icens ing responsib i l i t ies were: 

• To issue treatment ,  storage and research l icences to centres 
• To def ine and promote good c l in ica l pract ice and high eth ica l  standards 
• To ensure c l in ics compl ied with the requirements of the 1990 HFE Act and the European 

Tissues and Cel ls  Direct ive 
• To renew l icences on an annual bas is 

 
In terms of research, there were three cr i ter ia for l icence decis ions :  Legal i ty -  Was i t  with in the scope 
of the HFE Act? Necess ity -  Was there an a lternat ive method? Desirabi l i ty -  Would i t  further sc ient i f ic  
knowledge? Key constra ints were that an embryo had to be destroyed with in 14 days of fert i l i sat ion, 
and no research embryo could be implanted into a woman’s uterus .  There were current ly 28 HFEA 
research l icensed projects .  Each appl icat ion was cons idered case by case . Research was usual ly  at the 
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cutt ing edge, and thus proper consultat ion was essent ia l ;  th is  could take up to a year .  Approved 
research projects were monitored and inspected regular ly . 
 
Publ ic opin ion on research was f ine ly ba lanced; for example ,  survey results (MORI 2005) had shown: 

• 73% - thought research could improve the qual i ty of l i fe for future generat ions with inher ited 
diseases 

• 43% - thought that benef i ts  of embryo research outweigh the r isks 
• 20% - bel ieved that the r isks outweighed the benef i ts 
• 41% - thought embryo research was eth ica l 
• 34% - thought embryo research was unethica l 
• 46% - trusted in the UK regulator 

 
Also , an ICM survey in 2007 had shown that when asked in it ia l ly ,  56% of people thought that human 
embryo research should be a l lowed (and 22% bel ieved i t  should not) ,  and 35% supported cytoplasmic 
hybr id embryo research. However ,  when asked whether they supported research to f ind out more 
about d iseases , 79% supported human embryo research and 61% supported the use of cytoplasmic 
hybr id embryos .  
 
Thus ,  in order to improve and mainta in publ ic conf idence, regulat ion needed to be f i rm and 
independent ,  and context was extremely important . 
 
In terms of the immediate future , much revolved around the HFE Bi l l  current ly going through 
Par l iament .  I f  passed, th is  would widen the def in i t ion of an embryo and enable the re lease of 
ident i f iab le in format ion to fac i l i tate research. I t  would a lso g ive the HFEA increased f lex ib i l i ty in how 
it  managed its  bus iness .  P lanned improvements in inspect ions inc luded a better r isk assessment ,  
a l lowing longer breaks between inspect ions and integrat ion with other regulators.  
 
 
(iii) UK Regulators’ perspectives:  Medicines and Healthcare products Regulatory Agency – 
Brian Davis 
 
Dr Davis spoke speci f ica l ly  about the ‘Regulat ion and conduct of c l in ica l  tr ia ls ’ ;  on the sources of 
regulat ion and on ways to inf luence regulat ion. 
 
The tr ia ls  regulat ions had ar isen through an internat ional body, the ‘ Internat ional Conference on 
Harmonisat ion’ ( ICU), which involved the US, Europe and Japan, and had been dr iven by the need for 
a common approach to market ing medic ina l  products .  The ICH guidel ines ( ICH E6) had then been 
adopted by the EU in 2001 in the form of EU Direct ive 2001/20/EC. The UK regulat ions – ‘The 
Medic ines for Human Use (Cl in ica l  Tr ia ls) Regulat ions 2004’ had come into force on 1 May 2004. The 
Direct ive and the Regulat ions only covered ‘ invest igat ional medic ina l  products ’ ,  which meant 
‘pharmaceut ica l  forms of an act ive substance or p lacebo being tested, or to be tested, or used, or to 
be used, as a reference in a c l in ica l  tr ia l ’ .  
 
The process had thus been extremely lengthy and complex. Agreement of the Direct ive had involved 
the EC Commiss ion, the Counci l  of Min isters and the European Par l iament with deta i led work going 
on through a large number of committees and working groups .  The UK had been involved at a l l  stages ,  
but of course was just one of the member states a iming to shape the Direct ive in a way that met i ts  
overa l l  a ims, whi le making i t  adoptable in indiv idual countr ies . 
 
The a ims and provis ions of the Direct ive were: 
 
To protect the r ights ,  sa fety and wel l -being of those part ic ipat ing in c l in ica l  tr ia ls  by standardisat ion 
of :  

• Procedures for cons iderat ion by eth ics committees and author isat ion by competent author it ies ; 
• Good c l in ica l  pract ice (GCP) for commencing and conduct ing a l l  c l in ica l  tr ia ls ; 
• Good manufactur ing pract ice (GMP) for invest igat ional medic ina l  products ;  and 
• Inspect ions aga inst internat ional ly  accepted pr inc ip les and standards of GCP and GMP, 

supported by powers of enforcement . 
 
Because of the scope and complexity of the Direct ive ,  the Commiss ion had produced a lot of 
support ing guidance, and th is  too had required extens ive and t ime-consuming discuss ions ,  both with in 
the Commiss ion and between the nat ional regulatory agencies . 
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Adoption of the Direct ive into UK law had a lso been a long and complex process ,  involv ing the 
Department of Health ,  the Devolved Administrat ions ,  the MHRA, both Houses of Par l iament ,  and a lot 
of advisory bodies .  There had been an extens ive stakeholder consultat ion involv ing over 2000 
organisat ions .  This had inc luded an impact assessment ,  to which the ABPI ,  smal ler industr ies ,  char i t ies 
and academic organizat ions had responded.  
 
Having been involved in the Tr ia ls  Regulat ions for much of their development and implementat ion, Dr 
Davis ’  main conclus ions were: 

• Government and those l ike ly to be af fected by the leg is lat ion/regulat ions needed to dedicate 
people to understand and interact at the ear l iest stages with a l l  sources of regulat ion; 

• Such bodies needed to organise themselves at a re levant level rapid ly to provide uni f ied 
posit ion to inf luence the regulat ion. (To inf luence the EU, th is  usual ly  needed to be Europe-
wide bodies ,  not nat ional ones ,  and thus i t  was d i f f icu lt  for academics to make their v iews 
known). 

 
Dr Davis acknowledged that the ICH guidel ines ,  the EU Direct ive ,  and the UK Regulat ions had been 
a imed pr imar i ly  at commercia l  enterpr ises wish ing to market new drugs ,  rather than at academic 
researchers ,  whose research most ly involved evaluat ing products that were a lready l icensed. The 
MHRA was aware of the concerns of the latter group, in part icu lar :  

• Too much paper was generated; too much had to be reported to too many; 
• Tria l  costs in the non-commercia l  sector had increased 2- to 4-fo ld ;  
• The Direct ive had not improved the qual i ty of tr ia ls ;  
• The def in i t ion of non-commercia l  needed changing ; 
• Data from non-commercia l  studies should be a l lowed as part of market ing author isat ions ; 
• The approval of mult icentre ,  mult inat ional studies was more compl icated owing to the 

requirement to have a s ing le European sponsor . 
 
A European Commiss ion/EMEA meet ing had been held in October 2007 to rev iew the Direct ive .  The 
prel iminary conclus ions were that the pr inc ip le a ims of the Direct ive had been achieved – there had 
been harmonisat ion, and greater compl iance with GCP. However ,  there was a need for greater 
harmonisat ion by further ,  t ighter guidance, and the publ ic wanted more informat ion: a European tr ia l  
reg istry was a l ike ly development .  A report was being prepared for the Commiss ion, and i t  was 
thought that most changes could be made quick ly within the current structure , but some might require 
changes to Direct ive i tse l f .  
 
Discussion 
 
A concern was ra ised that because of the t ime needed to engage with the development of regulat ions ,  
with in academia i t  was d i f f icu lt  to ident i fy people with the t ime to dedicate to th is  work . However ,  i t  
was pointed out that Univers i t ies had large research budgets – up to £40m a year – and i t  was in their 
interests to ensure that sta f f  expert ise and t ime were ava i lab le .  The fact that univers i t ies were 
independent organisat ions and were not tradit ional ly  structured to manage such issues was a lso a 
problem. 
 
I t  was pointed out that because the Direct ive and the Regulat ions were a imed main ly at the 
commercia l  sector ,  many in the non-commercia l  sector had been caught unawares unt i l  i t  was very 
late in the process .  Lessons had been learned, and i t  would be necessary in future to watch for 
‘miss ion-creep’ as leg is lat ion/regulat ions developed. However ,  Dr Davis pointed out that the European 
Par l iament had a lways mainta ined that ,  f rom the pat ients ’  perspect ive,  there was l i t t le d i f ference 
between a commercia l  and a non-commercia l  tr ia l ,  and thus the Direct ive should apply equal ly  to 
both . Nevertheless the MHRA had bui l t  in a s impler process for tr ia ls  involv ing products that had 
a lready been l icensed. 
 
 
(iv) An academic lawyer’s perspective – Roger Brownsword 
 
Professor Brownsword proposed f ive ‘des iderata ’  for gett ing the regulatory environment r ight ;  these 
were based on leg it imacy and ef fect iveness : 

• Drawing the red l ines in the r ight p laces  ( i .e .  def in ing what was of f- l imits) 
• Having the r ight k ind of precaut ionary approach  (th is  was re lated to r isk) 
• Incent iv is ing the r ight act iv i t ies  (and dis incent iv is ing the undes irable) 
• Keeping the regulat ion ‘connected’ to what was being regulated 
• Effect ive ,  economica l ,  and ef f ic ient implementat ion 
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Drawing the red l ines in the r ight p laces :  This was not stra ightforward for severa l  reasons .  F irst ly ,  
there was eth ica l  p lura l ism; there were too many v iews on what was the ‘r ight th ing ’ .  Secondly ,  there 
were at least three di f ferent start ing pos it ions for coming to a v iew: goals ,  r ights and dut ies ,  which 
could lead down di f ferent routes .  These could be art icu lated as a b ioethica l  tr iang le :  of ut i l i ty (often 
the sc ient ist ’s  approach) ,  human r ights ,  and the dign itar ian v iew – how communit ies ident i f ied 
themselves .  Third ly ,  certa in important factors such as consent and harm to others were non-neutra l  – 
ie they were not b lack and white ,  and di f ferent people would have di f ferent v iews in d i f ferent 
c ircumstances .  The recent debate over cytoplasmic human embryos was a good example ,  where in 
genera l  there had been opposit ion from dignitar ians ,  support from ut i l i tar ians ,  and lack of concern 
from proponents of human r ights .  Thus there were many compet ing v iews about where the red l ines 
should be drawn, some moral ,  some s imply se l f- interested; and even those who took a moral 
standpoint could have fundamenta l ly  opposed v iews about what was required i f  regulators were to do 
the r ight th ing . 
 
Having the r ight k ind of precaut ionary approach: The Precaut ionary pr inc ip le was frequent ly used 
where ev idence of hazard or r isk fe l l  short of sc ient i f ic  standard. (There were at least 18 di f ferent 
art icu lat ions of the pr inc ip le !) .  But there were obvious cr i t ic isms of the pr inc ip le ,  for example ,  the 
var iab les were invar iably unclear ,  and there was usual ly  a one-s ided v iew of r isk .  Nevertheless ,  some 
k ind of ex ante precaut ionary approach needed to be adopted in most instances ;  the problem was 
how best to do it .  Regulators could not count on the publ ic trust ing the judgments of expert r isk 
assessors ,  and the way that the publ ic framed issues of r isk ( inc luding low r isk/h igh r isk) was not 
a lways the same as that of r isk assessors and r isk managers – examples inc luded the r isks associated 
with nuclear power stat ions and with GM crops . 
 
Incent iv is ing the r ight act iv i t ies :  One key incent iv iser was the ownership of inte l lectua l  property ,  but 
modern biotechnology had caused huge upheavals in the patent reg ime. This was a complex area with 
no obvious solut ions .  Was i t  that there were too many patents (patent th ickets) ,  or too few? Were 
patents too broad? When, i f  ever ,  should patentabi l i ty be denied on moral grounds? In terms of 
so lut ions about incent ives ,  there needed f i rst  to be agreement about what should be permitted, and 
about what should be encouraged but ,  as indicated above, th is  was usual ly  just not poss ib le . 
 
Keeping the regulat ion ‘connected’ to what was being regulated: Professor Brownsword quoted John 
Perry Bar low: 
 

“Law adapts by cont inuous increments and at a pace second only to geology in i ts  state l iness .  
Technology advances in…lunging jerks ,  l ike the punctuat ion of b io log ica l  evolut ion 
grotesquely accelerated. Real world condit ions wi l l  cont inue to change at a b l inding pace, and 
the law wi l l  get further behind, more profoundly confused. This mismatch is  permanent” . 

 
Although th is  was sa id in re lat ion to informat ion technology ,  i t  was appl icable to most modern 
technologies .  Such a v iew appl ied part icu lar ly in the case of the Human Fert i l i sat ion and Embryology 
Act 1990, for example whether non-fert i l i sed eggs into which addit ional genet ic mater ia l  had been 
inserted were covered by the Act .  In formulat ing new leg is lat ion, i t  was important to inc lude 
provis ions for ensur ing that the law was responsive to change, whi le reta in ing c lar i ty of what was 
lawful and what was not .  The courts could not (and should not) be re l ied on to mainta in the 
regulatory scheme where leg is lat ion was ser ious ly d isconnected. Courts were not accountable ; 
pol i t ic ians were. 
 
Ef fect ive ,  economica l ,  and ef f ic ient implementat ion: Clear ly a l l  these were ideals but the devi l  was in 
the deta i l .  In most cases ,  we did not know what worked, and even i f  an approach worked in one 
sphere , i t  might wel l  not work in another .  How might regulat ion be made ‘smarter ’ 10?  Ways might 
inc lude expanding the regulatory repertoire to maximise the tools ava i lab le .  Greater c lar i ty of purpose 
by regulators would c lear ly help ,  as would consensus amongst regulatees (or knowing who was most 
l ike ly to res ist) .  Often researchers were too compl iant and did not voice their v iews ear ly or c lear ly 
enough. Regulat ion tended to be more ef fect ive when it  ran with the gra in of opin ion. The long-term 
prospects of any regulatory posit ion that lacked broad publ ic support were poor. 
 
In summary Professor Brownsword sa id that  

                                            
10  S (specific, significant, stretching); M (measurable, meaningful, motivational); A (agreed upon, 
attainable, achievable, acceptable, action-oriented); R (realistic, relevant, reasonable, rewarding, results-
oriented); T (time-based, timely, tangible, trackable). 
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• Regulat ing the f ie ld of b iomedica l  research was far from easy .  There were di f f icu lt  ba lances 
between publ ic benef i t  and part ic ipant ,  pat ient and consumer r isk . 

• The regulatory context was increas ing ly ‘cosmopol i tan ’ .  Compl iance was shaped by standards 
that or ig inated from internat ional ,  reg ional and nat ional regulators .  This could make the 
regulatory environment dense and complex. 

• I t  was a lso a f ie ld of rapid technologica l  innovat ion and change. 
• But ,  the bottom l ine was that ,  in p lura l is t ic  communit ies ,  there were too many stakeholders 

making too many compet ing and conf l ict ing demands on regulators . 
• In such c ircumstances ,  the f ina l  fact of regulatory l i fe was that i t  was not going to be easy !  

 
Discussion 
 
Professor Brownsword was asked i f  he thought i t  a tru ism that the more complex the process leading 
to the regulat ion, the more complex the regulat ion? He repl ied that he thought th is  was not 
necessar i ly  the case . 
 
A dist inct ion was made between regulators that were a lso enforcers (such as the HTA and HFEA) and 
those that were not .  In the former case , there was a unitary system and it  was c lear where 
researchers had to go. But in other areas ,  a lot of intermediary bodies were involved and th is  was a 
rec ipe for confus ion. 
 
 
(v) A Government Department perspective – Mark Bale 
 
Dr Bale sa id that the Sc ient i f ic  Development and Bioethics Div is ion of the Department of Health (DH) 
covered a wide range of act iv i t ies re lated to [b iomedica l]  research. These inc luded: NHS Genet ics ,  
Gene therapy, Human Genet ics Commiss ion, Stem Cel ls  and Cloning ,  Consent to treatment & 
examinat ion, End of l i fe ,  the Human Tissue Act /  Organ Donat ion Task Force, the Human Fert i l i sat ion 
and Embryology Authority (and the current B i l l ) ,  parts of the Menta l  Capacity Act ,  and a lead role in 
internat ional b ioethics act iv i t ies . 
 
The Department ’s  main reasons for leg is lat ion were to ensure safeguards for pat ients and their 
fami l ies and to mainta in publ ic conf idence. The second was v ita l  and required ant ic ipat ion of 
precaut ionary safeguards .  The Government may have no choice but to act i f  there was a publ ic 
scandal ,  and th is  might involve the introduct ion of new leg is lat ion or regulat ions .  The Department ’s  
requirement to foster medica l  research and progress had to be balanced aga inst these wider 
pressures .  The Government was committed to having a modern, comprehensive and f lex ib le system of 
standards and regulat ion, and to l imit new regulatory burdens in order to provide stabi l i ty for market 
entrants .  As had been discussed ear l ier ,  there were wider and internat ional interests ,  inc luding at 
present :  

• OECD:   Col laborat ive IP handl ing ;  B iobanks ;  Pharmacogenomics 
• UN:   Cloning ;  B ioethics declarat ion (UNESCO); Disabi l i ty Convent ion 
• Counci l  of Europe: B iomedic ine convent ion; Protocols on research, b io log ica l  mater ia ls ,  

genet ics 
• EU: Stem Cel l  Research (EU FP 7) ;  EC act iv i t ies in genet ic test ing ;  Cel ls  & 

Tissue Direct ive ;  T issue Engineer ing Regulat ion 
 
In the rest of h is  ta lk Dr Bale focussed on the Menta l  Capacity Act 2005 as an example of how DH 
handled the introduct ion of new leg is lat ion. The Act covered a wide range of issues and research was 
only a smal l  part .  In i t ia l ly  the Government had not been minded to inc lude research, but i t  was 
researchers themselves who had asked for inc lus ion as the previous leg is lat ion and common law had 
been unclear .  
 
In 1995, the Law Commiss ion in their report proposed safeguards on research because of “the 
des irabi l i ty of e l iminat ing painfu l  and distress ing disabi l i t ies ,  [ i f ]  progress can be achieved without 
harming research subjects” .  But responses to the 1997 Green Paper ,  “Who Decides” showed 
controversy and l i t t le consensus .  Thus research was not inc luded in the draft  B i l l .  In November 2003, 
the Jo int Scrut iny Committee recommended c lar i fy ing common law provis ions : 
 

“ I f  proper ly-regulated research involv ing people who may lack capacity is  not poss ib le then 
treatments for incapacitat ing d isorders wi l l  not be developed”. 
“We are concerned that i f  research were to take place in the absence of statute or any 
regulat ion the opportunity for abuse would be greater” . 
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“ It  fo l lows that the inc lus ion of statutory provis ions governing such research would enable 
the eth ica l  requirements that must underpin research involv ing people with incapacity to be 
c lear ly enshr ined in statute” . 

 
The Government accepted recommendat ion that B i l l  “should inc lude provis ion for str ict ly-control led 
research to f i l l  the gap that exists in the current law and the uncerta inty and inequity th is creates” ,  
and rev ised c lauses based on eth ica l  norms were inserted. These had to be cons istent with other 
statute ,  human r ights and internat ional instruments .  There was then a healthy debate in Par l iament and 
va luable input to the debate from bodies such as COREC (now NRES) ,  research funders and char it ies .  
Research (and end of l i fe issues) was one of the most controvers ia l  aspects of the Bi l l ,  and was 
subject to a lot of debate . A balance needed to be struck between the des ire to enable essent ia l  
research whi lst  respect ing and protect ing vulnerable indiv iduals . 
 
There were f ive sect ions of the Act that provided lawful author ity for research to be carr ied out 
involv ing people without capacity :  s .30 – Research; s .31 – Requirements for approval ;  s .32 – 
Consult ing carers etc . ;  s .33 – Addit ional safeguards ;  s .34 – Loss of capacity dur ing research project .  
The Act codi f ied common law pr inc ip les of capacity and best interests ,  and le ft  to Research Eth ics 
Committees to decide whether in part icu lar cases the proposed research met the re levant s .31 
requirements .  RECs were a lso required to sat is fy themselves about the process for consult ing carers 
and the other safeguards to protect the indiv idual .  Dr Bale pointed out some of the apparent 
complexit ies for researchers because the Act d id not apply in Scot land (which had i ts  own leg is lat ion) ,  
and i t  d id not apply to c l in ica l  tr ia ls  of medic ina l  products (as these were covered by the EU Direct ive 
– see above) .  A part icu lar ly complex issue dur ing the debate was what happened to part ic ipants who 
lost capacity dur ing the research – there were separate regulat ions cover ing research that started 
before the Act had come into force .  
 
Exper ience had a lready shown the complexity of apply ing the Menta l  Capacity Act to exist ing pol icy 
areas .  In terms of research, th is  inc luded part ic ipants aged under 18 and comparisons with the consent 
requirements for the creat ion of stem cel ls .  Research might a lso need to be part of a wider campaign 
to encourage people to th ink about what would happen i f  they lost capacity in the future . 
 
In conclus ion, Dr Bale summarised the steps in the eth ica l  approach to inc luding menta l ly  
incapacitated people in research: 

i) The eth ica l  requirements for research involv ing people with incapacity were c lear ly enshr ined 
in statute ; 

ii) RECs were in the best pos it ion to make these carefu l  judgements in the l ight of the speci f ic  
c ircumstances ; 

iii) Profess ionals ,  fami l ies and those who lack capacity needed advice and ass istance to feel 
conf ident tak ing part in safe and eth ica l  research. 

 
Discussion 
 
There were many di f ferent types of regulatory des ign ,  and i t  was not that the Menta l  Capacity Act d id 
not have an enforcement agency to ensure that i ts  provis ions were met .  Dr Bale agreed; there were 
no cr imina l  penalt ies written into the Act ;  the role of the Act was to make c lear what was lawful and 
what was not lawful .  I t  was up to the RECs and employers to ensure that the Act was fo l lowed, us ing 
the powers at their d isposa l .  In extreme cases ,  the penalt ies associated with of fences such as neglect 
or assault  may apply .  
 
I t  was noted a lso that the MCA was underpinned by a Code of Pract ice and required guidance on 
some aspects .  However ,  i t  d id not i tse l f  require statutory guidel ines on a l l  aspects of research. Dr Bale 
expla ined that i t  would have been di f f icu lt  to draft  gu idel ines as th is  would have meant trans lat ing the 
genera l  to the part icu lar types of research into the di f ferent causes of incapacity .  The pr imary 
object ive had been to take a once- in-a- l i fet ime opportunity to develop a broad lega l  framework on 
what was a very complex issue. Others noted, though, that researchers needed guidel ines ,  and i t  had 
therefore been up to others ,  such as the MRC, to draft  gu idel ines for their communit ies . 
 
Turning to the genera l  issue of draft ing leg is lat ion, severa l  part ic ipants were of the v iew that there 
was a loss of publ ic trust in leg is lat ion, and that a s ign i f icant contr ibutory factor was the complexity of 
the leg is lat ion; not so much the complexity of the issues (th is  was unavoidable) ,  but in the fact that 
the leg is lat ion was drafted in a way that non- lawyers could not readi ly understand. The loss of trust 
a f fected not just the genera l  publ ic ,  but profess ionals and inst i tut ions .  Dr Bale agreed to some extent ,  
and added that much ef fort was put into codes of pract ice .  However ,  others thought that th is  was a 
cop-out ;  i t  was far better to make the Bi l l s /Acts inte l l ig ib le in the f i rst  p lace – both for regulatees and 
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for the courts .  S imi lar ly ,  the way leg is lat ion was drafted meant that much deta i l ,  which would be 
better conta ined in the main body of the Act ,  was inserted into separate schedules appended at the 
back .  Dr Bale responded that B i l l s  were structured in th is  way by Par l iamentary Counsel .  
 
 
(vi) Health information/personal data – David Evans 
 
Mr Evans br ief ly  went over the h istory of the Data Protect ion Act 1998. I ts  or ig ins lay in the 1972 UK 
Report of the Committee on Pr ivacy (the Younger Report) ,  which was in response to concern about 
widespread ava i lab i l i ty of pr ivate in format ion through new fangled computers ,  a worry then, and no 
less of a worry now with increas ing sophist icat ion of technologica l  developments .  In 1980, the OECD 
publ ished a report in which i t  expressed concern that moves towards pr ivacy leg is lat ion might create 
trade barr iers ,  for example through di f ferent countr ies developing very d i f ferent leg is lat ion. The 1998 
Act had been drafted us ing a pr inc ip les-based approach; i t  was not prescr ipt ive .  He added that the 
Informat ion Commiss ioner ’s  Off ice ( ICO) staf f  could not be experts in the di f ferent areas upon which 
the provis ions of the Act had a bear ing . 
 
The e ight pr inc ip les of data protect ion were essent ia l ly  common sense: 
 
Personal data :  
1 .  Shal l  be processed fa ir ly  and lawful ly   
2 .  Shal l  be obta ined only for one or more speci f ied and lawful purposes ,  and shal l  not be further 

processed in any manner incompat ib le with that purpose(s)  
3 .  Shal l  be adequate , re levant and not excess ive in re lat ion to the purpose or purposes for which 

they are processed”.  
4 .  Shal l  be accurate and, where necessary ,  kept up to date .   
5 .  Processed for any purpose or purposes sha l l  not be kept for longer than is  necessary for that 

purpose or those purposes .   
6 .  Personal data sha l l  be processed in accordance with the r ights of data subjects under th is  Act .   
7 .  Appropriate technica l  and organisat ional measures sha l l  be taken aga inst unauthor ised or 

unlawful process ing of personal data and aga inst acc identa l  loss or destruct ion of ,  or damage 
to , personal data .   

8 .  Personal data sha l l  not be transferred to a country or terr i tory outs ide the European Economic 
Area, unless that country or terr i tory ensures an adequate level of protect ion of the r ights and 
freedoms of data subjects in re lat ion to the process ing of personal data . 

 
But the law was seen as d i f f icu lt  to understand. 
 
Mr Evans sa id that the ICO tr ied to l ive in the rea l  world .  Staf f  were se lect ive in when they 
intervened, focus ing on where the r isks of ser ious harm were greatest and where they could make a 
d i f ference - i t  could be expensive to take regulatory act ion. Also they took the v iew that prevent ion 
was better than cure , not least because they then had to deal with fewer compla ints .  [ In 2007 the 
ICO had had 25,000 written enquir ies and compla ints ,  and over 150,000 phone ca l ls ] .  He stressed the 
importance of reta in ing publ ic conf idence. At present he thought that most people were happy about 
the way their personal records were handled, but they worr ied about their data being misused 
without their knowledge. There had been very few compla ints about medica l  research, but of course 
one reason for that might be that people d id not know that their personal data were being used in 
th is  way (whether leg it imate ly or not) because of conf ident ia l i ty . 
 
He then expla ined further the way the ICO operated. I t  focused on fa irness and promoted pr ivacy-
fr iendly approaches rather than ‘say ing no’ .  I t  a imed to str ike a ba lance between leg it imate ‘soc ia l ’  
interests and indiv idual r ights/ freedoms. His own understanding was that pat ients were genera l ly  happy 
for their personal data to be used for leg it imate research. There was nothing in the Act to say that 
researchers had to have consent to use personal in format ion. This fe l l  under the much older common 
law of conf idence, and thus very much depended on pat ient expectat ions .  The ICO did not see i t  as 
one of i ts  ro les to d ispute the reasonable judgements of health profess ionals . 
 
Looking to the future , Mr Evans sa id the ICO was looking to f ind more t ime to have an ear ly in f luence 
(before projects started) ,  and was a iming for long term reduct ions in data protect ion r isk rather than 
short term f ixes .  The ICO had produced a handbook for organisat ions wish ing to undertake a ‘pr ivacy 
impact assessment ’  (eg regarding systems for charg ing for road use) ,  us ing a r isk-based approach; th is  
was cons istent with the requirements of the BRE (see above) . 
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Fina l ly ,  he sa id the ICO operated an enquiry l ine (01625 545745) and encouraged researchers to use 
i t .  He was a lso happy to receive comments d irect ly (David .evans2@ico.gs i .gov .uk) .  I t  was c lear that 
few, i f  any ,  part ic ipants were aware of the enquiry l ine ;  th is  was welcomed. 
 
Discussion 
 
Mr Evans was asked about the Nat ional Staf f  Dismissa l  Register (NSDR) being set up by the reta i l  
sector .  The database would a l low employers to search for potent ia l  workers by name, address ,  date of 
b irth ,  nat ional insurance number and previous employer .  Was th is  lawful under the DPA? Mr Evans 
repl ied that i t  was ,  but the status and c ircumstance of any accusat ions should be c lear and there 
would have to be a process to a l low people to chal lenge their entr ies . 
 
The use of personal data for research without consent was a major issue; people or groups who were 
in a pos it ion to prevent research tak ing p lace – for example Research Eth ics Committees and research 
of f ices in NHS Trusts – often decl ined research proposals on the grounds that such use was 
prohib ited by the Act .  Mr Evans agreed that the Act was not c lear ly drafted so i t  was easy to h ide 
behind. I f  people took that v iew, they had e ither misunderstood the Act ,  or wished to use the Act as 
an excuse when the rea l  reason might be something e lse .  He thought a reason might be that those 
making the judgements were attempting to take the lay person’s v iew of the concept of ‘ fa ir  
process ing ’ ,  which was somewhat wool ly ,  and err ing on the s ide of say ing no rather than yes ,  as th is  
was lower r isk to them and their organisat ion. Mr Evans stressed aga in that data protect ion was 
d i f ferent from conf ident ia l i ty -  conf ident ia l i ty concerned issues of when it  was appropriate or 
inappropriate to disc lose informat ion, whi le data protect ion was about when it  was leg it imate , or 
otherwise ,  to process data and what safeguards were needed for personal data .  [Nevertheless ,  the 
two were integrated in the sense that the f i rst  data protect ion pr inc ip le incorporated the common law 
duty of conf ident ia l i ty (data must be processed fa ir ly  and lawful ly  -  the " lawful ly "  embraced the 
common law duty of conf ident ia l i ty) .  
 
The comment was made that the main purpose of the DPA was to protect c iv i l  l ibert ies ;  there were 
two aspects to th is ,  f i rst ly  to stop bad th ings happening ,  and secondly to protect uninformed 
indiv iduals .  Eth ics committees focussed on the latter ,  and the Act on the former. The Act was 
pr inc ip les-based, and a lthough the ICO’s approach to us ing enforcement powers was r isk-based, th is  
made it  d i f f icu lt  for researchers to predict how the Act appl ied to part icu lar projects ,  and how the 
ICO might react .  Mr Evans agreed, and added that because there was such a wide range of types of 
research, any formal ‘un iversa l ’  gu idance that the ICO might publ ish would have to apply in so many 
di f ferent contexts ,  and would therefore have to be so ‘b land’ as to be a lmost use less . 
 
One v iew was that th is  was a c lear example of regulatory fa i lure – a law that was d i f f icu lt  to 
understand and a regulator that could not provide guidance. Mr Evans repl ied that the ICO did of fer 
advice on part icu lar cases ,  but th is  was not often used by researchers ,  eth ics committees or Trust 
managers .  But the counter v iew was that th is  was a c lear s ign that new leg is lat ion was needed. Mr 
Evans added that in 2008 the ICO was planning a research project to advise on how the EU Data 
Protect ion Direct ive (95/46/EC) might be rev ised. Much had changed s ince the Direct ive had been 
brought into UK law. Mr Evans agreed that i t  was not feas ib le for a l l  researchers to consult  the ICO 
about their projects .  When they did ,  they often wanted yes/no answers ,  but the issues were rare ly 
that stra ightforward. I t  was equal ly unfeas ib le to write guidance that covered a l l  poss ib le quest ions .  As 
the ICO did not get many inquir ies (perhaps because there were increas ing levels of expert ise among 
the community) ,  i t  was d i f f icu lt  for them to spot problems and trends .  
 
 
(vii) National Research Ethics Service (NRES) – Janet Wisely 
 
Dr Wisely sa id that there were three main reasons for research eth ics committees (RECs) :  i )  to 
protect research part ic ipants ,  i i )  to protect researchers ,  and i i i )  to fac i l i tate eth ica l  research. The 
history of research eth ics in the UK was long. The Declarat ion of Hels ink i  was publ ished in 1964, but 
i t  was not unt i l  1991 that RECs were formal ly establ ished with in the NHS in England. The di f f icu lty of 
undertak ing large mult i-centre studies was recognised and Mult i-centre RECs were set up in 1997. 
There was st i l l  too l i t t le coordinat ion between Eth ics committees ,  so in 2000, the NHS set up the 
Centra l  Off ice for Research Eth ics Committees (COREC), and the f i rst  nat ional standards 
( ‘Governance arrangements for NHS Research Eth ics Committees ’  -  GAfREC) were publ ished in 
August 2001. The EU Cl in ica l  Tr ia ls  Direct ive led to the UK developing standard operat ing procedures 
for RECs in 2004. COREC became the Nat ional Research Eth ics Serv ice ,  with in the Nat ional Pat ient 
Safety Agency (NPSA), in 2007. Research Eth ics Committees now had statutory responsib i l i t ies ,  as la id 
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down in the Cl in ica l  Tr ia ls  Regulat ions (2003) ,  the Human Tissue Act (2004) ,  and the Menta l  Capacity 
Act (2005) .  
 
The NRES was responsib le for fac i l i tat ing eth ica l  research in the UK through provis ion of an ef f ic ient 
and robust serv ice for eth ica l  rev iew. I t  provided funding ,  tra in ing ,  operat ional framework, gu idance, 
qual i ty assurance to ensure that RECs were ‘ f i t  for purpose’ -  to make independent eth ica l  decis ions 
on research appl icat ions .  Current ly ,  NRES had 27 staf f  in i ts  head of f ice ;  there were 118 RECs in 
England, and about 2300 volunteer members of RECs. The tota l  number of research appl icat ions to 
RECs was about 7000 per annum, and there were 65,000 reg istered users of the eth ics form. The 
number of appl icat ions being submitted was decreas ing .  The serv ice had improved in recent years :  the 
average t ime between receipt of appl icat ion and decis ion was now about 35 days . 
 
Dr Wisely sa id that a focus in the past year had been on reducing bureaucracy through improvement 
to the procedures ,  structures and technologies that supported eth ica l  rev iew. One important 
development had been the launch in January 2008 of the Integrated Research Appl icat ion System 
( IRAS) .  This was a s ign i f icant mi lestone involv ing col laborat ion with a wide range of UK regulatory 
bodies ,  a l l  work ing together to br ing some re l ie f  to researchers ’  nav igat ion of approval processes .  
IRAS was a s ing le on- l ine fac i l i ty which enabled the appl icant to enter the informat ion about the 
project once instead of dupl icat ing in format ion on separate appl icat ion forms. I t  used f i l ters to ensure 
that the data col lected and col lated were appropriate to the type of study, and consequent ly the 
permiss ions and approvals required. In format ion was exported for research funding and approval So 
far the system had received very good feedback and the formal consultat ion would c lose at the end of 
June. 
 
Dr Wisely added that other NRES work pi loted th is  year had inc luded the fast track process and ear ly 
provis ion of advice ,  both of which had the potent ia l  to make a d i f ference for researchers and research 
eth ics committees .  In addit ion, NRES had implemented a comprehensive qual i ty assurance programme 
des igned to improve cons istency of REC decis ion-making .  Also NRES was working to increase the 
transparency of decis ion-making in order to improve the conf idence researchers and the genera l  
publ ic had in the research eth ics system. 
 
Discussion:  
 
Dr Wisely was asked why the numbers of appl icat ions were decreas ing .  She thought there might be 
severa l  reasons ;  less research requir ing LREC approval being undertaken by students ,  a better 
understanding among researchers of what was with in scope, and bigger chunkier studies ,  but she could 
not ru le out the fact that some researchers had s imply g iven up doing certa in types of study because 
of the bureaucracy involved. 
 
She was a lso asked whether the dr ive towards greater cons istency between RECs might have the 
intended consequence of leading RECs to focus on process ,  rather than on foster ing research and on 
protect ing part ic ipants .  Dr Wisely commented that the move towards cons istency was in the form of a 
framework, not deta i ls  of process .  The main role of RECs was indeed to protect part ic ipants (not 
inst i tut ions) ;  Committees d id focus on issues such as consent and pat ient in format ion. With respect to 
the DPA, she added that committees d id not make lega l  decis ions ,  but d id a im to ensure that the 
research compl ied with the Act – a l l  RECs were fami l iar with issues of consent and conf ident ia l i ty .  
REC decis ions were eth ica l  ones ,  not lega l ,  though they made these decis ions with in a lega l  framework 
in some respects .  
 
Dr Wisely sa id that embedding NRES with in the NPSA had not in i tse l f  changed the culture of the 
NRES. The NPSA was a federa l  structure , and NRES operated re lat ive ly independent ly ,  so a lthough 
there had been changes in NRES, these had not been a d irect consequence of the change in i ts  overa l l  
governance. 
 
She was asked whether NRES worked c losely with Univers i ty eth ics committees .  She repl ied not ;  the 
committees themselves were outs ide the NHS responsib i l i ty ,  but NRES would be happy to work with 
them as i t  was a lready working with Phase 1 Healthy Volunteer tr ia ls  committees and with the Socia l  
Care Inst i tute for Excel lence (SCIE) to establ ish the socia l  care committee. 
 
 
(viii) Food safety – Andrew Wadge 
 
Dr Wadge sa id that the Food Standards Agency (FSA) had been in existence s ince 2000. I t  had been 
formed for a number of reasons .  In part icu lar in the 1990s the publ ic had lost trust in the Government 
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(main ly the Department of Heath and the then Ministry of Agr icu lture F isher ies and Food) as a source 
of advice about food, and part icu lar ly food safety .  Although the FSA was formal ly a Government 
Department ,  i t  was not headed by a Min ister ,  and i t  reported to a Board; i t  was thus at arm’s- length 
to Government . 
 
Consumer awareness of the FSA remained at a constant h igh of 82%. Trust in the FSA was a lso h igh at 
60%, up from 44% when th is  quest ion had f i rst  been asked in 2001. 65% of consumers now descr ibed 
themselves as conf ident in the Agency's abi l i ty to protect health with regards to food safety ,  
compared with 50% in 2000. Why was th is?  
 
The main reason he gave was that the FSA had adopted from its outset an open and transparent 
approach to handl ing r isks ,  and had engaged with consumers ;  for example by : 

• Seeking advice and chal lenge from sc ient ists with no vested interests .  An independent 
Advisory Committee had been set up. 

• Acknowledging uncerta inty .  Often the FSA was deal ing at the marg ins of certa inty .  I t  was 
important to be c lear about what was known, what was not known, and what ( i f  anyth ing) was 
being done about unknowns. 

• Recognis ing the r isk appet ite of consumers .  (For example ,  genera l ly  people were happy to eat 
beef on the bone) .  

• Helping consumers to make their own judgements ,  for example through label l ing . 
• Active ly engaging with stakeholders at a l l  key stages . 

 
The processes for handl ing r isks were complex. Essentia l ly  there was a c ircu lar process of :  sc ient i f ic  
in format ion gather ing ,  r isk assessment ,  cons ider ing opt ions for r isk management ,  and developing pol icy 
and advice ,  which then helped to ident i fy where more sc ient i f ic  in format ion was needed. Stakeholders 
were involved at a l l  main stages . 
 
The process was thus r isk-based, but of course there was no such th ing as zero r isk .  The issue was to 
establ ish what consumers expected and what the FSA was able to del iver .  People and organisat ions 
had di f ferent appet ites for d i f ferent types of r isk .  The FSA’s r isk assessments were based on evidence 
from the sc ient i f ic  l i terature and work commiss ioned by the FSA. They were carr ied out by in-house 
sc ient ists with the support and chal lenge of independent sc ient i f ic  advisory committees .  [Some of the 
research the FSA commiss ioned involved human subjects and hence needed eth ica l  approval ,  and the 
FSA would welcome discuss ions with other funders to learn how best to seek eth ica l  approval] . 
 
R isk management was less easy (than r isk assessment) to descr ibe and codi fy through accountable 
processes .  Far wider ev idence bases ,  not only the sc ience, needed to be cons idered. Ult imately r isk 
management was about judgement ,  but i t  had to be accountable through open, transparent processes .  
With in the FSA, r isk assessment and management were funct ional ly  separate ;  RA through the 
independent Sc ient i f ic  Advisory Committees ,  and RM through the FSA’s Board, which made the f ina l  
decis ions .  Nevertheless ,  the integrated model of r isk analys is  had public engagement at i ts  heart -  
openness and transparency were key to accountabi l i ty and winning trust . 
 
How did the FSA try to ensure that i ts  responses were proport ionate? F irst ly ,  the FSA’s advice was 
based on a robust analys is  of the best ava i lab le ev idence, sett ing out the uncerta int ies .  Legis lat ion was 
not a lways the answer.  An example where leg is lat ion had not been appropriate concerned the safety 
of art i f ic ia l  colours in foods/dr inks .  There had been a lot of important sc ience on th is  quest ion, but 
l i t t le ev idence of cause and ef fect .  The UK had therefore decided not to leg is late .  There had been 
subsequent d iscuss ions in the EC, and now the food manufacturers were phas ing out art i f ic ia l  colours 
voluntar i ly .  Secondly ,  the industry and the FSA had to respect the rea l i ty of people ’s  concerns even 
when there was no support ing ev idence. An example of th is  was the presence of b isphenyl A in 
babies ’  bott les ;  Walmart had withdrawn the bott les on commercia l  grounds .  Dr Wadge bel ieved that 
the trust that the FSA had engendered in i ts  food safety ro le had provided the mandate for i ts  work 
on healthy eat ing . 
 
Discussion:  
 
Dr Wadge was asked how the FSA inf luenced the publ ic ’s  understanding of i ts  decis ions ,  and how it  
in f luenced journal is ts .  He sa id that the FSA attached great importance to communicat ing the sc ience 
and staf f  were a lways wi l l ing to engage, in part icu lar on the radio and te lev is ion. One had to adopt 
new techniques ,  for example he was now writ ing a b log .  I t  was important to expla in the r isks and the 
dietary advice that was g iven, and help people understand the deta i l .  He encouraged others to be 
more open about what they d id and more proact ive about media engagement . 
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Dr Wadge was asked about the pros and cons of being a non-Minister ia l  Department .  The main 
d isadvantage was that there was no Minister arguing the FSA’s case in Government or in Par l iament .  
This added to the work of the FSA Chair .  The main advantage ( for the FSA, as wel l  as for Min isters 
sometimes) was that Min isters d id not have to be engaged. On balance he thought the advantages 
outweighed the disadvantages . 
 
He added that the level of trust of consumers (65%, above) was good for a Government Department . 
 
Dr Wadge was asked how the FSA chose the independent sc ient ists .  He sa id they were appointed 
through the government process bui l t  on the Nolan pr inc ip les .  Not only was the appointment process 
open but a lso , unl ike some of the predecessor committees ,  their del iberat ions were now open too, so 
people could see what they d id and sa id .  I t  was of course d i f f icu lt  to f ind experts who were 100% 
independent ,  but openness meant that they had to be object ive .  Not many members of the publ ic 
attended the Sc ient i f ic  Advisory Committee meet ings ,  but the agendas were publ ished. The ‘reserved’ 
act iv i t ies inc luded discuss ion of unpubl ished research, and genuine commercia l ly  conf ident ia l  topics 
(such as novel foods) .  Safety data should never be secret .  Some SAC members had been fearfu l  of 
meet ing in publ ic ,  but they were st i l l  ab le to have bra instorm type discussions .  
 
I t  was pointed out that another advantage of transparency was that i t  made pla in that there were 
many di f ferent aspects to medica l  research; many people saw it  as one amorphous act iv i ty and often 
tarred the whole with the same brush as for the least good elements .  
 
In conclus ion, the genera l  v iew was that the FSA had been born out of a d isaster (BSE) ,  and had been 
very successfu l ,  pr imar i ly  because of i ts  openness . 
 
 
(ix) Regulating Britain’s railways – Bob Chauhan 
 
Mr Chauhan expla ined that he had been inv ited to present a perspect ive on regulat ion from wel l  
outs ide the health/medica l  sector ,  and where most of the regulat ion was invested in one body, rather 
than the large number for medica l  research. 
 
The Off ice of Rai l  Regulat ion (ORR) was the combined safety and economic regulator for the ra i l  
industry ;  as wel l  as being the compet it ion author ity for the ra i l  sector .  The ORR had been set up by 
statute and was c lassed as a non-Minister ia l  Government Department ( l ike the FSA). I ts  funct ions and 
dut ies were set out in statute (Rai lways Act 1993, 2005) .  I t  was thus independent of both government 
and the industry ,  and was accountable d irect ly to Par l iament .  I t  was led by a Board of execut ive and 
non-execut ive members with ‘ the statutory freedom to balance the achievement of the object ives in 
the way they th ink is  best ca lcu lated to promote the publ ic interest ’ .  The ORR had no direct control 
for example over fares or seat ing .  I t  was funded by a safety levy and l icence fee . 
 
The structure of the industry comprised three main e lements :  
 
i )   Funders -  Department for Transport ,  Passenger Transport Execut ives ,  Scott ish 

Execut ive ,  Welsh Government 
i i )   In frastructure owner - Network Rai l  
i i i )   Tra in operators  -  Passengers/ fre ight 
 
The Funders were predominant ly in the publ ic sector ,  but Network Rai l  and the Operators were in 
the pr ivate sector .  The ORR was in the centre of these regulat ing the re lat ionships and contracts 
between them. 
 
What were the chal lenges? Passenger-k i lometres per year had f luctuated between 30 and 40 bi l l ion 
between 1947 and 2002, but the Department for Transport had est imated ( Ju ly 2007) that by 2014 
there would be a 30% growth over 2004 f igures .  The Department a lso had an aspirat ion that by about 
2029 there would be about twice as many passengers as in 2007. Industry costs (at 2005/06 pr ices) 
had been fa l l ing s ince 2003/04, and were projected to cont inue to fa l l  unt i l  at  least 2013/14. ‘ Industry 
precursor r isk va lues ’ ,  a proxy measure for safety ,  had been fa l l ing s ince 1999. One of the most 
dramat ic improvements had been reduct ions in ‘s igna ls passed at danger ’  which had had an 
engineer ing solut ion. However ,  s ign i f icant further fa l l s  would depend more on behavioura l  changes .  
For example ,  level cross ing misuse had shown the second biggest fa l l ,  but was now the greatest r isk of 
an acc ident .  
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The in it ia l  pr ivat isat ion of the ra i lways had brought in a very complex structure , inc luding a percept ion 
of tens ion between Safety Regulat ion (the responsib i l i ty of the then HM Rai l  Inspectorate (HMRI)) ,  
and Economic Regulat ion (the responsib i l i ty of the then Off ice of the Rai l  Regulator) .  There was 
recognit ion that the structure was f lawed, and the White Paper “The Future of Rai l”  (2004) changed 
both the industry and regulatory structure , merg ing the two previous regulators to create the ORR, a 
s ing le ,  integrated, safety and economic regulator for the industry .  Br ing ing regulat ion of a l l  aspects of 
the ra i l  industry -  safety ,  re l iab i l i ty and ef f ic iency - together under a s ing le publ ic regulator was a imed 
at streaml in ing the regulatory system, reducing bureaucracy ,  and ensur ing that these issues were 
looked at as a whole ,  and not in iso lat ion from one another . 
 
The ORR’s main tasks inc luded: 

• Enforc ing and proposing health & safety leg is lat ion for ra i lways ; 
• Determining Network Rai l ' s  a l lowed revenue to del iver government ’s  speci f ied outputs ; 
• Monitor ing and enforc ing del ivery of those outputs ; 
• Establ ish ing an access and l icens ing reg ime and approving indiv idual appl icat ions ; 
• Exerc is ing compet it ion law funct ions concurrent ly with OFT, where these re lated to the 

ra i lways ;  
• Provid ing ‘advice ,  in format ion and ass istance’ to Ministers . 

 
The ORR, as regulator ,  was a proxy for compet it ion ; more speci f ica l ly :  in economic terms, i t  he ld a 
monopoly to account ,  and in doing so ensured the requirements of customers and funders were met ;  
and in safety terms, i t  provided independent assurance that r isks were being ef fect ive ly managed. The 
ra i l  industry was a partnersh ip - publ ic ly speci f ied , pr ivate ly del ivered – and as such i t  needed an 
independent ‘arb iter ’  to : 

• Assure funders of va lue for money without them having to undertake deta i led monitor ing 
• Assure pr ivate investors of reasonable long-term returns subject to r isks and ef f ic iency 
• Ensure the industry del ivers in the publ ic interest 
• Ensure (and demonstrate) due process (eg c losures of stat ions) 

 
The speci f ied a im of the ORR was “To apply independent ,  fa ir  and ef fect ive regulat ion to enable the 
ra i lway to be safe ,  wel l  mainta ined and ef f ic ient and to ensure that i t  provides va lue for money for 
users and for i ts  funders” .  I t  had more than twenty object ives set by statute that i t  ba lanced in a way 
that i t  cons idered best promoted the publ ic interest . 
 
The ORR’s start ing point was the f ive pr inc ip les of good regulat ion. The key e lements of i ts  approach 
were: 

• Risk based: ident i fy ing and target ing the biggest r isks to the industry (such as level cross ings) 
• Engagement - with the industry and governments ;  why is  the ORR intervening? 
• Monitor ing & publ icat ion of performance and cost in format ion (so that a l l  part ies worked from 

the same data set) .  
• Open and transparent processes - to reduce uncerta inty and r isk .  

 
Mr Chauhan ended by say ing that there were c lear benef i ts  of a s ing le regulator .  I t  streaml ined the 
regulatory system and brought a “whole industry” v iew to decis ions .  There was ev idence that the 
industry had a favourable v iew of the regulator .  Research in 2006 revealed that on the whole the ORR 
was ef fect ive ,  the level of consultat ion and engagement was va lued, and independence was seen as 
cr i t ica l .  In terms of tens ions ,  the expectat ion on format ion of the ORR had been of a tens ion between 
economics and safety ,  but in fact th is  had not mater ia l i sed and the v iew that good safety was good 
bus iness was widely accepted. Integrat ion brought a “safety ethos” into the regulatory stance, and the 
ORR’s processes ensured the safety voice cont inued to be heard. Min ister ia l  in f luence was not an 
issue from the Department for Transport ;  indeed independence was to their benef i t ,  for example i t  
a l lowed DfT to test i ts  strateg ies .  There was greater r isk from other parts of Government ,  for 
example the ORR was res ist ing the dr ive from BRE towards regulatory budgets . 
 
Discussion:  
 
Mr Chauhan was asked how ef fect ive enforcement was .  He sa id that enforcement was used as a last 
resort ;  ear l ier steps were usual ly  ef fect ive .  These inc luded reputat ional r isks ,  and the knowledge that 
shareholders would suf fer i f  operat ions were not ef f ic ient ;  budgets were usual ly  f ixed, so addit ional 
costs had to be met from what would otherwise be prof i ts .  He was a lso asked whether the regulator 
had the necessary controls to reduce the r isks from level cross ings ,  for example who decided whether 
a level cross ing should be replaced by a br idge? – presumably an expensive undertak ing .  He repl ied 
that th is  was the responsib i l i ty of Network Rai l ,  which took into account the costs ,  benef i ts  and r isks 
of each opt ion inc luding that of prosecut ion in the event of acc idents and guidance from the Rai l  
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Inspectorate .  Others might a lso be involved in the decis ion, for example Local Authorit ies i f  removing 
the level cross ing re l ieved traf f ic  congest ion. 
 
 
 
 
International perspectives 
 
(i) A view from Canada - Susan Zimmerman 
 
Ms Zimmerman out l ined the medica l  research regulatory environment in Canada, which was 
undergoing some changes .  The eth ics of research involv ing humans was governed in large part by a 
pol icy statement developed jo int ly by Canada’s three research agencies (the Canadian Inst i tutes of 
Health Research, the Socia l  Sc iences and Humanit ies Research Counci l  and the Natura l  Sc iences and 
Engineer ing Research Counci l) .  The Tr i-Counci l  Pol icy Statement :  Eth ica l  Conduct of Research 
Involv ing Humans (“the TCPS”) covered a l l  research involv ing humans , whatever d isc ip l ine or 
methodology was employed. I ts  scope extended to a l l  research conducted under the auspices of any 
inst i tut ion that was e l ig ib le to receive funding from any one of the three research agencies .  This 
covered the academic sector d irect ly ,  but only covered pr ivate ly- funded research i f  i t  was carr ied out 
by researchers af f i l iated with a univers i ty or col lege . The evolut ion and the interpretat ion of the TCPS 
was the responsib i l i ty of the Interagency Secretar iat and Panel on Research Eth ics . 
 
In her v iew, the not ion that a l l  research involv ing humans should be governed by one set of eth ica l  
pr inc ip les is  an excel lent one. In pract ice ,  however ,  there had been a strong sense , part icu lar ly in the 
socia l  sc iences and humanit ies research communit ies ,  that the TCPS represented a b iomedica l  
approach to research eth ics ,  one that over-emphas ised the dangers of research and the need for c lose 
scrut iny of research projects .  For their part ,  c l in ica l  researchers were frustrated by what they 
perceived as the procedura l  hoops they must jump through to receive the approval of research eth ics 
boards (REBs) ,  the bodies responsib le for rev iewing the eth ics of a research project pr ior to i ts  
commencement .  
 
After 10 years ’  exper ience with the TCPS, the Panel and Secretar iat were prepar ing a second edit ion, 
des igned to address these concerns ,  as wel l  as others .  The main concerns with the current governance 
of research eth ics in Canada were: 

• lack of comprehensiveness ( in part icu lar ,  pr ivate ly- funded research conducted in phys ic ians ’  
of f ices) ;  

• lack of cons istency in the interpretat ion of the TCPS by REBs ; 
• over-emphas is  on procedure in research eth ics rev iew; 
• mult ip l ic i ty of rev iews for mult i-s i te research; 
• inadequate implementat ion of proport ionate rev iew, that is ,  rev iew of research that is  

proport ionate to the r isk presented by the research. 
 
There were a number of perspect ives in the research and the research eth ics communit ies on the 
proper weight to be accorded to these problems. Some v iewed the governance of research eth ics in 
Canada as in a state of cr is is .  Others v iewed it  as needing improvement ,  but genera l ly  funct ioning 
adequate ly in ensur ing that research part ic ipants were not exposed to undue r isks of harm. 
 
There was a governance reform in it iat ive underway in Canada. A col lect ion of research sponsors from 
government ,  academia and the pr ivate sector had formed a loose associat ion known as the Sponsors 
Table ,  to explore ways to improve the governance of research eth ics in Canada and in part icu lar ,  to 
make i t  cover research in a l l  sectors comprehensive ly .  This was a chal lenge because research was not 
an area of federa l  author ity under the Const i tut ion; whi le there was a l imited area of regulat ion with 
respect to the regulat ion of c l in ica l  tr ia ls ,  a leg is lat ive model for research eth ics rev iew was not a 
rea l is t ic  opt ion. 
 
The Sponsors Table had appointed an Experts Committee to report on di f ferent models of 
governance that could address the weaknesses of the current system. One part icu lar focus of i ts  work 
was to propose a model of governance that would inc lude the accreditat ion of human research 
protect ion programs. The Experts Committee, which submitted i ts  f ina l  report in late spr ing 2008 
(www.hrppc-pphrc .ca/engl ish/movingahead.html) ,  had recommended the creat ion of a re lat ive ly large 
(50+ staf f)  not- for-prof i t  corporat ion to be known as the ‘Canadian Counci l  for the Protect ion of 
Human Research Part ic ipants ’ .  The intent ion was to have th is  Counci l  integrate the funct ions of pol icy 
development ,  educat ion and accreditat ion. 
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I ronica l ly ,  whi le the thrust of the Experts Committee’s message was the need for immediate act ion, 
the est imated t ime to put the proposed Counci l  into operat ion is  at least three years .  More 
important ly ,  there was a concern that the focus on accreditat ion, which was a pr ior i ty only for the 
c l in ica l  research community ,  would once aga in a l ienate researchers in the socia l  sc iences and 
humanit ies .  F ina l ly ,  the cost of such a Counci l  – est imated at roughly $10 mi l l ion annual ly – was a far 
greater investment than was current ly being made in the sector of research eth ics ,  and i t  was not 
c lear who would susta in the funding ,  as the federa l  government would not l ike ly be wi l l ing to shoulder 
the ent ire burden. 
 
The Secretar iat and Panel had proposed a model of expanded scope us ing a combinat ion of exist ing 
mechanisms. The Sponsors Table was now contemplat ing next steps .  [A br ief  update s ince May - the 
Sponsors Table re leased a communiqué on Ju ly 18 stat ing i ts  four pr ior i t ies as i t  moved ahead: pol icy 
development ,  educat ion accreditat ion and proport ionate rev iew (www.hrppc-
pphrc .ca/engl ish/communiqueju ly182008.html)] .  
 
The understandable des ire for c lar i ty and cons istency in the rev iew of the eth ics of human research 
often led to an interest in establ ish ing ru les both for the conduct of eth ics rev iew and for the conduct 
of research. In the v iew of the Panel and Secretar iat ,  sound eth ica l  judgment could not be codif ied , 
leg is lated or prescr ibed. The next edit ion of the TCPS would therefore place a greater emphas is  on 
def in ing and expanding upon the under ly ing eth ica l  pr inc ip les that should guide the des ign of research 
involv ing humans and the rev iew of the eth ics of such research. The focus of the work of the Panel 
(and arguably ,  any future body with responsib i l i ty for the conduct of human research in Canada) 
should be on the educat ion and tra in ing of both researchers and members of REBs . 
 
On more than one occas ion, the Secretar iat had heard from representat ives of the research eth ics 
community in the United States a p lea not to fo l low the route the US had taken, with i ts  emphas is  on 
regulat ion. Increas ing ly ,  they were not ing that the f inancia l  and human burden associated with their 
p lethora of regulat ions had not demonstrably led to increased protect ion of research part ic ipants .  This 
sent iment had a lso been expressed by some of the ear l ier speakers (above) – ie a preference for a 
framework rather than a set of deta i led ru les as a regulatory mechanism. 
 
I t  was the v iew of the Panel and the Secretar iat that an emphas is  on guid ing pr inc ip les and on 
proport ionate rev iew held the best hope for ensur ing that eth ica l  research involv ing humans proceded 
in a t imely fash ion, and in a manner that provided adequate protect ion to those who part ic ipated in i t .  
 
Discussion:  
 
In re lat ion to the proposed accreditat ion scheme to be operated by the Canadian Counci l  for the 
Protect ion of Human Research Part ic ipants ,  Ms Zimmerman was asked who would make the 
judgements and how. Standards would need to be developed f i rst  and inspectors would be appointed; 
the latter may have to be voluntary .  She added that there was scope for standardisat ion of eth ics 
committee procedures and forms, though there was a lready some progress in th is ;  Quebec was in the 
lead. However ,  there was some res istance from inst i tut ions ,  which va lued their autonomy and which 
had concerns about ceding any author ity for eth ics rev iew, g iven that they would cont inue to be 
lega l ly  l iab le for any harm result ing from the conduct of the research. 
 
 
(ii) A view from Finland and some other Nordic countries – Salla Lötjönen 
 
Dr Löt jönen sa id that in F in land medica l  research was regulated though the Medica l  Research Act No. 
488/1999.  This had been drafted pre-empty ing rat i f icat ion of the Counci l  of Europe Biomedic ine 
Convent ion, and had been amended in 2004 when implement ing the EU Cl in ica l  Tr ia ls  Direct ive .  I t  
was supported by ‘decrees ’ .  The Act def ined medica l  research quite narrowly : “Research involv ing 
intervent ion in the integr i ty of a person, human embryo or human foetus for the purpose of increas ing 
knowledge of the causes ,  symptoms, d iagnosis ,  treatment and prevent ion of d iseases or the nature of 
d isease in genera l” .  Thus i t  d id not cover research involv ing sole ly interv iews/quest ionnaires or other 
non-medica l  research such as nurs ing ,  psychologica l  exper iments and sports studies .  The Act was only 
fourteen pages ,  so conta ined l i t t le deta i l ;  powers were le ft  to others in the regulatory system, main ly 
research eth ics committees . 
 
The three support ing decrees were: 

• Clar i f icat ions on the Research Eth ics Committee (REC) system, contents of the consent 
documentat ion, documentat ion needed for the l icence for embryo research 
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• Clar i f icat ions on the Nat ional Research Eth ics Committee system (NREC) and the delegat ion 
procedure 

• Payments that may be made to members of RECs (max €1200) and compensat ion for research 
subjects (€50-510) .  

 
The F innish Nat ional NREC system comprised four Nat ional Advisory Boards (Healthcare eth ics ;  
Research eth ics (ORI) ;  B iotechnology ;  Animal exper imentat ion) ,  and three decis ion-making Boards 
(Nat ional Medica l  Research Committee; Board for Gene Technology ;  Centra l  Board for Animal 
Exper imentat ion) .  
 
The Nat ional Medica l Research Eth ics Committee ( ‘TUKI JA’) handled internat ional mult i-centre c l in ica l  
tr ia ls  on pharmaceut ica ls  (delegates 75% of i ts  research protocols to Regional RECs) .  I t  a lso had a role 
in co-ordinat ion, tra in ing and provis ion of advice (see: www.etene.org/e/tuk i ja/ index.shtml) ,  and 
funct ioned as an appeal body. I ts  current composit ion was a Chair and 11 others (8 expert/4 lay) .  The 
Regional system comprised 21 Regional Hospita l  Distr icts with 25 Committees .  Members were 
nominated by Hospita l  Distr icts and each inc luded a chair  and a min imum of s ix others ,  of whom a 
minimum of two had to be lay .  
 
Dr Löt jönen saw the advantages of the F innish system being : 

• I t  was s imple and stra ightforward. 
• All  medica l  research was covered by the same Act (with addit ional provis ions for medic ina l  

products) .  
• I t  empowered reg ional committees . 
• I t  empowered the invest igators in charge . 

And the disadvantages being : 
• Pract ices in Regional RECs var ied. For example ,  a l though the Act excluded nurs ing ,  psychology ,  

and quest ionnaires ,  some Regions ins isted that such work was led by a medica l  pract i t ioner .  
Also , loca l  requirements ,  such as consent documentat ion and f inancia l  resources ,  var ied.  

• The above imposed an administrat ive burden and delays .  
• The delegat ion procedure by NREC added an extra step. 

 
In Sweden, the regulat ion of medica l  research was covered by two Acts :  the Medic ines Act 1992 
(medic ina l  products) ,  and the Eth ics Review Act 2003 (a l l  other medica l  research) .  The scope of the 
latter was wider that the F innish Act .  I t  inc luded a l l  research with an obvious r isk of a f fect ing the 
research part ic ipant phys ica l ly  or psychologica l ly ,  but a lso deceased persons ,  non-anonymised 
bio logica l  mater ia l ,  and research on sens it ive data with or without the part ic ipant ’s  consent .  As of 
Apri l  2008, research on sens it ive data with the part ic ipant ’s  consent was a lso added to the l i s t .  The 
Eth ics Committee System comprised a Centra l  Committee (with a judge as chair  p lus four expert and 
two lay members) ,  and s ix Regional Committees (each with a judge as judge chair p lus s ix expert and 
four lay members) 
 
In Norway (which was not part of the EU), at present only research on medic ina l  products was 
covered by leg is lat ive measures (Regulat ion on Cl in ica l  Tr ia ls  -  FOR 2003:1202) ,  but in the near future 
the Government was p lanning a comprehensive Health Research Act (though separate regulat ion on 
medic ina l  products would remain) .  The Research Integr i ty Act 2006 made it  compulsory to submit a l l  
medica l  research to eth ica l  rev iew, but i t  d id not g ive deta i ls  on standards .  There were three nat ional 
eth ics committees with the overa l l  responsib i l i ty to advise on research eth ics issues with in their 
research disc ip l ines :  the Nat ional Committee for Research Eth ics in Medic ine (NEM), the Nat ional 
Committee for Research Eth ics in the Socia l  Sc iences and the Humanit ies (NESH), and the Nat ional 
Committee Research Eth ics in Sc ience and Technology (NENT). Each had one to f ive expert members 
and seven lay .  In addit ion there was a nat ional Off ice of Research Integr i ty .  There were four Regional 
Committees in medica l  research: North , West ,  Centra l  and South-East ,  each with f ive expert members 
and four lay .  
 
In Denmark , there was one Act that covered a l l  medica l  research, the Eth ics Committee Act 2003. 
This inc luded separate provis ions for medic ina l  and non-medic ina l  research. The Act covered 
biomedica l  research only .  Interv iews and quest ionnaire studies came under the Act only i f  the 
informat ion was connected to bio logical  mater ia l  in the study. In pract ice the Act covered studies in 
psychiatry and c l in ica l  psychology .  There was a Centra l  Research Eth ics Committee with a chair  and 
f ive members .  Members were nominated by the Ministry of Sc ience (Chair and one member) ,  the 
Ministry of Internal  Affa irs and Health (two members) and the Regional Eth ics Committees (two 
members) .  Unusual ly  for the Nordic countr ies ,  the major ity of members were lay .  There were a lso 
Regional Eth ics Committees ;  members were nominated by munic ipa l  author it ies (9-15 members each) ,  
and aga in the major ity were lay . 
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In summary , Dr Löt jönen sa id that in the Nordic countr ies ,  compared to the UK, people tended to 
have greater trust in author ity and part ic ipat ion in research was greater .  This was a reason why 
regulat ion was l ighter touch. Based on her knowledge of the UK and Nordic systems, she made the 
fo l lowing suggest ions for the UK: 

• A s ing le Act to cover a l l  medica l  and health-re lated research, with cons iderable s impl i f icat ion 
of present regulat ions ( for example the EU Cl in ica l  Tr ia ls  Direct ive was 11 pages ,  but the UK 
Regulat ions were 71 pages – why?) 

• Provis ion of a l l  gu idance should be delegated to NRES 
• There were mult ip le profess ional gu idel ines ;  these should be abol ished or harmonised. 
• The REC system should remain untouched 
• Organised tra in ing should be provided throughout the system - REC members ,  researchers ,  

administrators ,  et a l .  
 
Discussion:  
 
There was a comment that in the UK, there was now a plethora of documents that governed research, 
inc luding pr imary leg is lat ion, statutory instruments ,  and di f ferent forms of gu idance. With respect to 
the problems of consent ,  much could be attr ibuted to the wording of the Declarat ion of Hels ink i ,  
most recent ly the 2004 vers ion, which people sk irted around, large ly through hypocr isy .  Dr Löt jönen 
sa id that the Declarat ion i tse l f  was not law, and that people had to abide by their nat ional leg is lat ion; 
but i t  was pointed out that the EC, in producing the Cl in ica l  Tr ia ls  Direct ive ,  had ins isted that the 
Declarat ion of Hels ink i  was incorporated. 
 
In response to a quest ion, Dr Löt jönen sa id that in F in land access to pat ient records without consent 
was governed by the F innish Data Protect ion Act ,  the Act on the Status and Rights of Pat ients ,  Act on 
the Openness of Government Act iv i t ies and the Act on Nat ional Personal Data Registr ies in Health 
Care . Consent was needed from the holder of the records ,  and from the Ministry of Socia l  Affa irs and 
Health i f  more than one s i te was involved. 
 
I t  was suggested that the regulatory system in F in land was ‘ idy l l ic ’  in that regulat ion was ef fected less 
though pr imary leg is lat ion and more through guidance. Dr Löt jönen sa id that th is  was poss ib le perhaps 
because F in land was a smal l  country ,  fewer people were involved, and society was more compact .  
However ,  i t  was pointed out that in addit ion F in land had a c iv i l  code tradit ion , with decis ions being 
handled administrat ive ly .  This would not be easy to transpose to the UK, where the structure of the 
c iv i l  serv ice a lso intr ins ica l ly  led to dis jointed approach. Nevertheless ,  the pr inc ip le should be that the 
leg is lat ion and regulat ions should be easy to understand, part icu lar ly by those regulated. 
 
Dr Löt jönen was asked i f  the h igh levels of trust and of recru itment in F in land were reasons for the 
leg is lat ion being as i t  was .  She thought that there was a connect ion, and suggested that in the UK 
greater emphas is  should be put on publ ic engagement in the process of research. 
 
 
Summing-up – Richard Ashcroft 
 
Professor Ashcroft summed up by commenting on the complexity of the regulatory landscape. There 
ware many di f ferent p layers ,  the issues crossed a large number of jur isd ict ions ,  there were commercia l  
interests ,  people had careers to progress and reputat ions to protect ,  the publ ic c lear ly had an interest 
( in outcomes, i f  not in process) ,  and there were moral va lues to cons ider (which could change with 
t ime) .  Given th is  complexity ,  i t  was not surpr is ing that the regulat ion of medica l  research i tse l f  was 
problemat ic .  One c lear conclus ion was that personal i t ies mattered. Those with char isma and abi l i ty to 
understand others ’  perspect ives were the ones most l ike ly to ef fect change. 
 
He then gave g iv ing h is  own thoughts on the quest ions posed in the introductory sess ion: 
 
1 .   What are the prevai l ing object ives of regulat ion in b iomedica l  research? 
 
There was no one set of object ives ,  but a key quest ion regulators should ask was :  do the under ly ing 
ru les and the proposed regulat ion sat is fy key pr inc ip les ( for example as publ ished by the BRE)? 
 
2 .   Are they/can they be cons istent -  across sectors or with in a s ing le sector? 
 
On the bas is  of the discuss ion at th is  workshop, the answer to th is  had to be no on both counts .  
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3.  Should we encourage a more risk-based approach? 
 
I t  was st i l l  a  l i t t le unclear what th is  was ;  was i t  cons istent with an approach based on pr inc ip les? On 
the latter bas is ,  some research might be wrong, for example i f  there were a gross v io lat ion of human 
r ights ,  even i f  no harm came to indiv iduals .  
 
4.  If so, who should define the risks? 
 
There was no normat ive answer to th is  quest ion. Anybody who had an interest could see themselves 
as ident i fy ing r isks .  The quest ion should be: who had the power to def ine r isks? The answer to th is  
was not a lways c lear .  There were some examples of good pract ice .  The publ ic should be consulted, as 
they were often the most af fected and with the weakest voice ,  but might not compla in . 
 
5.  And how do we achieve the desired encouragement? 
 
The l ike ly routes were through part ic ipat ion in conversat ion and persuas ion. 
 
6.  What can we learn from overseas? 
 
F in land seemed to have an ef fect ive regulatory process ,  but i t  was a smal l  country and i ts  approach 
might not su it  a larger and less cohes ive country l ike the UK (and i ts  devolved structures) .  With 
respect to the EU Cl in ica l  Tr ia ls  Direct ive ,  the UK had taken an ‘out l ier ’  approach; other countr ies had 
adopted the Direct ive in a way that was less d isrupt ive . 
 
7.  What can we learn from other sectors? 
 
Other sectors seemed better at def in ing their object ives .  B iomedic ine could learn from th is ,  even i f  
the issues were more complex. 
 
8.  Should impact assessments always be carried out and how effective are they? 
 
Formal impact assessments were di f f icu lt  to do prospect ive ly .  One had to ask the r ight quest ions 
which may not be obvious at the outset .  I t  might be more rea l is t ic  s imply to consult  those who were 
to be regulated. 
 
9. How do we best engage the public? 
 
This was a job for experts such as the Wel lcome Trust or the DANA Centre ,  rather than for 
researchers or c iv i l  servants .  The publ ic might not see engagement on regulat ion as re levant to them 
as other issues they are consulted about .  One approach might be to work with the media to 
encourage them to be more ser ious about some of the issues they cover ,  which might then inc lude 
more about regulat ion. 
 
10. Is there a piece of regulation you would like to get rid of, what would it be and why? 
 
Rather than speci f ic  p ieces of regulat ion, other th ings needed to change, for example : 
 

• The culture of r isk advers i ty ,  part icu lar ly in NHS Trusts 
• An assumption that problems were insuperable 
• Complexity with in some inst i tut ions 

 
But i t  was encourag ing that some solut ions ,  main ly concerning s impl i f icat ions with in the current 
regulatory system, had been ident i f ied and put into ef fect by UKCRC and by NRES. Conf idence had 
grown as a result .  
 
11. Are there areas where more regulation or more clarity would help? 
 
This was presumed to be a rhetor ica l  quest ion! 
 
12. What key points would regulators like to make to the regulated, and vice versa. 
 
I t  was important that the regulators and the regulated should l i s ten to one another ;  they should not 
be too defens ive – that was not a good bas is  for draft ing ef fect ive regulat ion. Researchers and funders 
should ins ist  on a pr inc ip les approach to regulat ion, and the interests of researchers must be taken 
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ser ious ly ;  otherwise ,  there was a r isk of inh ib it ing research that may improve human health ,  a lbeit  with 
the best of intent ions .  However ,  researchers needed to be modest in their a ims and be rea l is t ic .  
Medica l  research was often a smal l  part of a much bigger p icture (eg the Menta l  Capacity Act and the 
Human Fert i l i sat ion and Embryology Bi l l ) .  Some of the act iv i t ies in s impl i fy ing exist ing procedures 
were l ike ly to y ie ld the quickest wins . 
 
 
Conclusions and recommendations 
 
The need for regulation 
 

• Regulat ion of b iomedica l  research was necessary – in order to protect the publ ic aga inst the 
r isks of untested medic ines and other technologies ,  to restra in commercia l  motives and 
sc ient i f ic  enthus iasms, to protect part ic ipants ,  and to protect researchers . 

 
• There were di f ferent types of regulat ion, inc luding internal  management systems, inter-

organisat ional management systems, non-regulated law and leg is lat ion involv ing regulatory 
bodies ;  these might have di f ferent dr ivers and thus require d i f ferent approaches to address 
them. 

 
• The regulat ion of b iomedica l  research was perhaps uniquely complex, but in the UK the 

current regulatory environment was over ly complex. Whi le i t  would be unreal is t ic  to change 
exist ing regulat ion fundamenta l ly ,  at least in the short term, prospect ive ly a l l  part ies should be 
a iming to keep the regulatory burden to an absolute min imum. 

 
Principles underpinning legislation/regulation 
 

• Much leg is lat ion was too complex; not so much the complexity of the issues (th is  was 
unavoidable) ,  but in the fact that the leg is lat ion was drafted in a way that non- lawyers could 
not readi ly understand. B i l l s /Acts should be inte l l ig ib le in the f i rst  p lace , both for regulated and 
for the courts ;  people should not have to re ly on separate guidance. [Also , the way leg is lat ion 
was drafted meant that much deta i l ,  which would be better conta ined in the main body of the 
Act ,  was inserted into separate schedules appended at the back] . 

 
• The f ive pr inc ip les of regulat ion – that regulat ion should be accountable ,  cons istent ,  

transparent ,  targeted and proport ionate - were endorsed. In part icu lar ,  regulat ion should be 
r isk-based and proport ionate .  For example ,  there was substant ia l  d i f ference between research 
that involved an intervent ion on an indiv idual (which usual ly  had obvious r isks for the person) 
and that which required access to h is/her t issues or records (which genera l ly  had lower r isk – 
see below), and the current regulatory reg ime did not adequate ly recognise th is  d i f ference. 

 
• Risks should be v iewed in terms not only of phys ica l  harm; there were a lso r isks ,  for example ,  

to emotional and psychologica l  harm to indiv iduals ,  to r ights ,  to reputat ion, and to del ivery of 
inter-re lated systems (e .g .  r isks to c l in ica l  serv ice of research act iv i ty) .  

 
• The recommendat ion of the ‘Better Regulat ion Task Force’ that ,  whenever one regulat ion was 

added, another should be removed did not appear to be being fo l lowed. 
 

• Rule-based regulatory systems were prone by default  to focus on avoid ing procedura l  
v io lat ions ;  a better approach was for the law to set the framework and c lear boundar ies where 
these were needed, but for the implementat ion to be more f lex ib le through the regulatory 
bodies .  This ru le-based approach was exempl i f ied in the US where the f inancia l  and human 
burden associated with their p lethora of regulat ions had not demonstrably led to increased 
protect ion of research part ic ipants . 

 
• Regulat ion tended to be more ef fect ive when it  ran with the gra in of opin ion. The long-term 

prospects of any regulatory posit ion that lacked broad publ ic support were poor.  S imi lar ly 
research suggested that regulat ion which was contrary to the tradit ions/va lues of those 
regulated was a lso less successfu l .   

 
 
Planning of legislation/regulation 
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• With respect to EU leg is lat ion, i t  was essent ia l  for the UK (Government and those regulated) 
to become involved in the process as ear ly as poss ib le .  Government should involve 
stakeholders in the ear ly stages of the EU leg is lat ive process .  Such bodies needed to organise 
themselves at a re levant level rapid ly to provide uni f ied posit ion to inf luence the regulat ion. 
(To inf luence the EU, th is  usual ly  needed to be Europe-wide bodies ,  not nat ional ones ,  and 
thus i t  was d i f f icu lt  for academics to make their v iews known). 

 
• Effect ive communicat ion between the regulators and the regulated was key .  An approach that 

involved wide communicat ion through guidel ines was more l ike ly to be ef fect ive than one in 
which the regulator pointed to the law and held separate conversat ions with indiv iduals each 
requir ing interpretat ion. 

 
Implementation/compliance 
 

• Compl iance with regulat ion could be very expensive ,  both for the regulator and for the 
regulated. Rather than intens ive rev iew of a l l  act iv i t ies ,  a better approach, bui ld ing on trust ,  
would be for the regulators to undergo l ight touch random spot checks .  In th is  respect ,  
regulators should ta i lor their inspect ions to the part icu lar c ircumstances . 

 
• Researchers rare ly chal lenged decis ions .  There were good reasons for th is ,  but the occas ional 

lega l  cha l lenge might a) c lar i fy  the regulat ion, and b) h igh l ight areas where research was being 
inhib ited through a wrong or over-defens ive interpretat ion. 

 
Lessons from other areas of regulation 
 

• The Food Standards Agency had c lear ly been a success story .  There may be severa l  reasons for 
th is :  they had a c lear ly def ined and not too broad remit ;  they had started with a re lat ive ly 
c lean s late ( in how they approached regulat ion, rather than in exist ing regulat ion) ;  and their 
processes were very transparent and inc lus ive .  In addit ion, the Agency had separated the 
ident i f icat ion of r isks ,  the management of those r isks and the need to address concerns of the 
publ ic .  This was obvious ly a model from which other regulators might learn . 

 
• For the ra i lways ,  there were c lear benef i ts  of a s ing le regulator .  I t  streaml ined the regulatory 

system and brought a “whole industry” v iew to decis ions .  However ,  notwithstanding the 
systems in Nordic countr ies ,  medica l  research in the UK was probably too compl icated to s i t  
under a s ing le regulator .  The ORR and the FSA c lear ly showed, though, the benef i ts  of the 
regulator being independent of government and Ministers . 

 
• The workshop inc luded examples of d i f ferent regulators and how they had achieved their 

object ives at very d iverse levels .  More in-depth study might throw l ight on why some had 
succeeded more than others .  Also , h igh qual i ty socia l  sc ience research about the ef fects of 
changing ru les and systems on the “sharp end” was needed. 

 
• In many areas ,  regulators stressed the qual i ty of regulat ion and the conf idence th is  

engendered. Publ ic conf idence in systems could be developed through greater publ ic 
engagement in the processes . 

 
Facilitating existing regulation 

 
• The work of the UK Cl in ica l  Research Col laborat ion (UKCRC) to streaml ine the regulatory 

burden was very much welcomed, though i t  was noted that the workstream involved making 
the exist ing regulat ions eas ier to navigate ,  rather than a iming to change the regulat ions 
themselves .  

 
• The recent launch of the Integrated Research Appl icat ion System ( IRAS) was a lso welcomed. 

IRAS was a s ing le on- l ine fac i l i ty which enabled the appl icant to enter the informat ion about 
the project once instead of dupl icat ing in format ion on separate appl icat ion forms. In format ion 
was exported to a l l  re levant bodies for research funding and approval .  

 
• However i t  was s imply not poss ib le to provide s ignposts for every conceivable pathway (and, 

as noted above, ru les-based approaches have problems) , 
 

• Organised tra in ing should be provided throughout the system - REC members ,  researchers ,  
administrators ,  et a l  – in a cons istent way to help ensure a common understanding and 
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purpose. This would a lso foster greater understanding the pr inc ip les behind "regulat ion" ,  and 
help researchers nav igate the most su itable path.  

 
Specific issues 
 

• The current Data Protect ion Act had led to ser ious problems for researchers in access ing 
pat ient records without their consent .  The Act had been poorly drafted in th is  respect ,  and 
c lar i f icat ion was needed urgent ly ,  even a rev is ion of the Act ,  that would fac i l i tate such 
research. [There might be a need for other leg is lat ion to protect personal pr ivacy] .  In the 
meant ime, the ICO operated an enquiry l ine (01625 545745) and researchers were 
encouraged to use i t .  

 
• There was a dearth of ev idence about how regulat ion af fected trust and conf idence among 

“the publ ic” .  There should be greater emphas is  for example on publ ic engagement in the 
process of research. 

 
 
February 2009 
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Regulation and biomedical research: a critical review  
Mary Dixon-Woods�,  Karen Yeung�,  R ichard Ashcroft � ,  Roger Brownsword�,  A lan Bryman .  
 
1 .  Department of Health Sc iences ,  Univers ity of Leicester ;  2 .  Centre for Technology,  Eth ics ,  Law and Society ,  
School of Law, King ’s Col lege, London; 3 .  Inst i tute of Health Sc iences Educat ion, Queen Mary ,  Univers ity of 
London; 4 .  School of Management,  Univers ity of Leicester  

SUMMARY AND CONCLUSIONS  

1. In the report we examine the current regulat ion of b iomedica l  research. Concerns that current 
forms of regulat ion impede va luable b iomedica l  research are often expressed. So too, however ,  
are concerns that regulat ion is  inadequate in protect ing research part ic ipants and future pat ients .   

 
2 .  This report concerns only b iomedica l  research that involves people .  I t  does not have a remit for 

research on animals ,  pathogens ,  radioact iv i ty ,  or other areas .   
 
3 .  Using a l i terature rev iew and case studies with in and outs ide the biomedica l  research sector ,  we 

address quest ions about the ef fect iveness and leg it imacy of current regulat ion of b iomedica l  
research. Ef fect iveness concerns the success of a regulatory reg ime in achiev ing i ts  stated pol icy 
goals .  Leg it imacy might be def ined in terms of how far the act ions and va lues of an inst i tut ion are 
perceived to be des irable ,  acceptable ,  proper and appropriate both by those i t  seeks to regulate 
and those on whose behal f  i t  purports to regulate .   

 
4 .  Assessment of ef fect ive achievement of regulatory goals requires speci f icat ion of those goals .  But 

th is  is  problemat ic in the case of b iomedica l  research, because there is  no c lear consensus over 
regulatory object ives .  Instead, there are mult ip le and potent ia l ly  conf l ict ing regulatory object ives 
and some object ives are only vaguely formulated. I t  is  a lso d i f f icu lt  to f ind measures of 
ef fect iveness which could a l low object ive eva luat ion of the strengths and weaknesses of regulat ion. 
In part icu lar ,  i t  i s  very d i f f icu lt  to assess whether research is  “over-” or “under-regulated” by use 
of object ive measures .   

 
5 .  A further d i f f icu lty in assess ing the ef fect iveness of regulat ion of b iomedica l  research is  that there is  

(often intense) d isagreement about the nature of the r isks being regulated and their s ign i f icance. 
Eth ica l  issues are often contested; b iomedica l  research is  carr ied out by people who have a h igh 
level of expert ise that is  not eas i ly  understood by those who are not researchers ;  research is  
frequent ly carr ied out in sett ings where the workplace is  h igh ly profess ional ized; there is  sc ient i f ic  
and moral uncerta inty about the nature and quant ity of the r isks ;  and c la ims of publ ic interest are 
not easy to ver i fy .   

 
6 .  The regulat ion of b iomedica l  research is  extremely complex. There is  no s ing le regulatory reg ime 

for b iomedica l  research, nor is  there a s ing le regulator ,  let a lone a s ing le ,  centra l  source of 
regulatory overs ight or control .  Instead, there are many examples of speci f ic  reg imes that in f luence 
the conduct of research but have been devised to respond to a var iety of socia l  and pol i t ica l  
imperat ives ,  and have often been des igned with wider purposes than regulat ion of research in 
v iew. B iomedica l  research is  thus character ised by inst i tut ional complexity and mult ip l ic i ty of 
regulators ,  many with over lapping and potent ia l ly  conf l ict ing requirements .  Researchers can 
become answerable to a number of d i f ferent regulatory agencies whose ru les ,  pr inc ip les ,  and 
procedures conf l ict  or fa i l  to cohere , and who demand di f ferent in format ion – or the same 
informat ion in d i f ferent forms – and impose vary ing requirements .  There is  no set of reasonably 
c lear ,  stable ru les ,  which are readi ly understood by the regulated community and can be appl ied in 
a transparent and accountable manner .  These weaknesses threaten both leg it imacy and 
ef fect iveness .   

 
7 .  Inst i tut ional complexity involves over lapping competences ,  jur isd ict ion, standards ,  powers ,  and 

sanct ions .  This k ind of complexity can cause major problems of ef f ic iency and of proport ional i ty ,  
where the weight of regulat ion is  perceived to be on the wrong sca le for the r isks involved.  

 
8 .  Drawing across our case studies ,  i t  i s  c lear that people often disagree about the proper goals of 

regulat ion, and how potent ia l ly  conf l ict ing goals should be traded of f .  This is  true in areas outs ide 
of b iomedica l  research, but b iomedica l  research is  especia l ly  character ised by d isagreement and 
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dispute . However ,  i t  i s  important to recognise that regulat ion often provides s ign i f icant benef i ts  
for researchers by d isp lac ing th is  k ind of conf l ict  onto regulators and away from the researchers 
themselves .  Regulat ion can a lso provide a moral warrant for act iv i t ies that might otherwise be 
seen as i l leg it imate .  

 
9 .  One notable feature of the exist ing reg ime for regulat ing b iomedica l  research is  the strong 

emphas is  p laced on control l ing entry .  Once approval has been granted, re lat ive ly l i t t le energy ,  
part icu lar ly outs ide of c l in ica l  tr ia ls ,  i s  committed to overseeing compl iance with the condit ions 
upon which approval has been granted and in sanct ioning non-compl iance.  

 
10. Regulatory norms ar ise from many sources ;  lega l  standards are just one important source. 

Regulatory demands are increas ing ly imposed internat ional ly  and may represent s ign i f icant 
constra ints on what can be done at a nat ional level .  Such external ly  imposed restr ict ions may 
generate part icu lar leg it imacy concerns .  In addit ion to lega l  standards ,  the pressures that ar ise 
socia l ly  ( for example to do with people's expectat ions) can be equal ly ,  i f  not more, important in 
shaping and constra in ing the behaviour of regulatees .  Apparent v io lat ions of the ‘soc ia l  l icence’ 
upon which biomedica l  research act iv i ty rests may have much greater socia l  s ign i f icance than 
formal breaches of the regulatory code.  

 
11. "Smart" regulat ion, where the core concern is  that the least intervent ionist  response to tack le the 

problem is ident i f ied , can only take us so far in tack l ing regulat ion of b iomedica l  research. This is  
because sett ing the appropriate standard, and determining when and to whom it  should apply ,  
presents formidable chal lenges .   

 
12. On the face of i t ,  there is  a damning indictment to be made of the sheer complexity of the 

regulatory environment for b iomedica l  research. However ,  i t  needs to be recognised that there is  
inev itably a degree of complexity in regulat ing b iomedica l  research because th is  is  an act iv i ty that 
presents two faces to the publ ic .  One face is  that of researchers doing their best to improve our 
understanding of d isease and i ts  treatment ;  the other is  that of researchers who are prone to 
explo it  part ic ipants and to abuse trust .  This creates a tens ion between the two key regulatory 
object ives .  Whi le one regulatory object ive is  to fac i l i tate and to encourage biomedica l  research, 
the other is  to bui ld l imits and safeguards into the system so that the publ ic is  protected. With the 
regulatory reg ime set up in th is  way, there are bound to be di f f icu lt  ba lances and trade-of fs  
between the compet ing object ives (e .g . ,  ba lanc ing pr ivacy aga inst publ ic health ,  accountabi l i ty 
aga inst bureaucracy ,  and so on) .   

 
13. Secur ing the socia l  l icence for medica l  research wi l l  remain one of the key tasks of regulat ion, but 

better ev idence is  needed about people ’s  trust and conf idence in b iomedica l  research and about 
the consequences of d i f ferent regulatory approaches for trust and conf idence.  

 
14. Overa l l ,  b iomedica l  research is  noteworthy for i ts  dense and complex regulatory environment ,  

which inv ites cr i t ic ism (not least by the Government's own standards for good regulatory 
pract ice) .  But i t  is  not gratu itous ly complex: there are compet ing object ives ,  and there wi l l  be 
never be consensus on many of the quest ions with which regulat ion must engage. Regulat ion is  
charged with ident i fy ing and creat ing author it ies to adjudicate on these issues ,  but fu l l  agreement 
wi l l  be unatta inable .  Although reforms to the governance system are underway, the re l ie f  provided 
to researchers '  percept ions of regulatory burden, though welcome, is  l ike ly to be only part ia l .   

 
Conclusions  
15. Our rev iew has c lear ly ident i f ied that regulat ion of medica l  regulat ion is  h igh ly complex and 

produces many frustrat ions and costs for researchers .  There are (good) reasons why the area is  so 
complex and i t  needs to be emphas ised that to some extent the problems are intractable .  This is  
because many regulatory intervent ions are try ing to do mult ip le th ings and to serve mult ip le 
va lues ;  every t ime a change is  made to favour one part icu lar purpose there is  the potent ia l  for 
c lash with the achievement of other object ives .  Even when intervent ions or act ions are undertaken 
with good intent ions ,  they may fa i l  or produce unwanted or unant ic ipated ef fects .   

 
16. Our analys is  of the non-medica l  research case studies shows that there is  no easy solut ion to 

problems of regulat ion in medica l  research. Medica l  research is  a perhaps uniquely compl icated 
area character ised by extreme inst i tut ional complexity .  Quite s imply ,  there is  no quick f ix that can 
be ident i f ied ; on the contrary ,  the fa i lure to f ind ways of resolv ing problems in other areas 
under l ines the conclus ion that regulat ion of medica l  research may be especia l ly  res istant to easy 
resolut ion.  
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17. Perhaps one area where there may be scope for some change is  in how rules are appl ied . Many of 
the problems that researchers compla in of seem to ar ise when regulatory goals are converted into 
procedura l  form. The part icu lar inst i tut ional structure of the NHS, where each trust funct ions as a 
lega l  ent i ty ,  adds to the di f f icu lt ies here . I t  i s  poss ib le that there is  something to be learned from 
looking at how regulat ion works in other countr ies ,  part icu lar ly those that have implemented - say 
- the EU c l in ica l  tr ia ls  d irect ive in d i f ferent ways .  In explor ing the potent ia l  for change in th is  area ,  
i t  would a lso be helpfu l  to have an analys is  of how the current system tends to produce and 
tolerate d i f ferent types of research misconduct (bear ing in mind that there wi l l  not a lways be 
agreement on what misconduct involves) .  Both of these issues would require further research 
outs ide the scope of our rev iew. 

 
August 2007 
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MRC/WT Workshop:  Regulation in biomedical research 

 

Venue: Conference Centre ,  Wel lcome Col lect ion, 183 Euston Road, London NW1  

Date : Tuesday 13 May – Wednesday 14 May 2008 

Time: Day 1 : 10.30 – 18.30 (+dinner) 

 Day 2 : 09.00 – 13.15 

Co-Chairs :  Professor Genevra Richardson (Professor of Law, K ing ’s  Col lege London and Chair 
of the MRC Ethics ,  Regulat ion and Publ ic Involvement Committee) 

 Professor Peter Smith (Professor of Tropica l  Epidemiology ,  LSHTM and Wel lcome 
Trust Governor) 

Workshop a im: To cons ider ways in which the regulat ion of research involv ing human part ic ipants 
might be s impl i f ied , whi le reta in ing the conf idence of the publ ic .  

 
PROGRAMME 

Day One: Tuesday 13 May 

Each speaker ’s  sess ion inc ludes 10 minutes for immediate quest ions . 

 
10.30 – 11.00 Registrat ion/Coffee 

(Franks and Steel Rooms) 

 
11.00 – 11.15 Welcome and Introduct ion 

Genevra Richardson (Chair of the MRC Ethics ,  Regulat ion and Publ ic Involvement 
Committee)  

 
SESSION 1: How does it feel to be regulated? 

 
11.15 – 11.45 L iterature rev iew: Regulat ion and biomedica l  research- a cr i t ica l  rev iew (2007)11 

Mary Dixon-Woods (Professor of Medica l  Socio logy ,  Le icester Univers i ty) 

 
11.45 - 12.10 An academic perspect ive 

Char les Warlow (Professor of medica l  Neurology ,  Univers i ty of Edinburgh) 

 
12.10 – 12.35 An industry perspect ive 

L incoln Tsang, (Chair of the BIA Regulatory Affa irs Committee) 

 
12.35 – 12.50  Discuss ion 

 
12.50 – 13.35 Lunch  

                                            
11 Authors:  Mary Dixon-Woods, Karen Yeung, Richard Ashcroft, Roger Brownsword, and Alan Bryman. 
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SESSION 2:  Approaches to improving and streamlining regulation 

 
13.35 – 14.00 UK Cl in ica l  Research Col laborat ion: A summary of current ef forts to streaml ine the 

regulatory burden 

L iam O’Toole (Chief Execut ive ,  UKCRC) 

 
14.00 – 14.30 A Government v iew of regulat ion 

John Dodds (Managing Director ,  Regulatory Reform BERR) 

 
14.30 – 15.10 Discuss ion 

 
 
SESSION 3: Different approaches to regulation  

 
15.10 – 15.35 UK Regulators ’  perspect ives :  Human Tissue Authority 

Adrian McNei l ,  (Chief Execut ive ,  HTA) 

 
15.35 – 16.00 UK Regulators ’  perspect ives :  Human Fert i l i sat ion and Embryology Authority 

Alan Doran ( Inter im Chief Execut ive ,  HFEA) 

 
16.00 – 16.25 Tea/coffee 

 
16.25 – 16.50 UK Regulators ’  perspect ives :  Medic ines and Healthcare products Regulatory Agency 

Br ian Davis (Cl in ica l  Tr ia ls  Unit  manager ,  MHRA) 

 

16.50 – 17.15 An academic lawyer ’s  perspect ive 

Roger Brownsword (School of Law, K ing ’s  Col lege London) 

 
17.15 – 17.40 A v iew from Canada 

Susan Zimmerman, (Execut ive Director ,  Secretar iat ,  Interagency Panel on Research 
Eth ics) moved from day 2 to day 1 

 
17.40 – 18.30 Discuss ion 

 
 
18.30 -  Drinks and dinner in Rooftops ,  Wel lcome Trust ,  210 Euston Road 
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Day Two: Wednesday 14 May 

Each speaker ’s  sess ion inc ludes 10 minutes for immediate quest ions . 

 
 
SESSION 3: Different approaches to regulation (continued) 

 
09.00 - 09.25 Health in format ion/Personal data 

David J  Evans (Senior Data Protect ion Pract ice Manager , ICO) 

 
09.25 – 09.50 Nat ional Research Eth ics Serv ice  

Janet Wisely (Director ,  NRES) 

 
09.50 – 10.15 Food safety  

Andrew Wadge (Chief Sc ient ist ,  Food Standards Agency) 

 
10.15 – 10.40 Regulat ing Br ita in 's  Rai lways  

Bob Chauhan (Head of Pol icy Unit ,  Off ice of Rai l  Regulat ion) 

 
10.40 – 11.05 Discuss ion 

 
11.05 – 11.45 Coffee/tea 

 

 

SESSION 4: International perspectives and workshop conclusions 

 
11.45 – 12.10 A v iew from Fin land 

Sa l la Löt jönen, (Secretary-Genera l  of the Nat ional Advisory Board on Research 
Eth ics ,  F in land) 

 
12.10 – 12.35      A Government Department perspect ive 

Mark Bale (Deputy Director of Sc ient i f ic  Development and Bioethics ,  Department 
of Health) – moved from day 1 to day 2 

 

 
12.35 – 12.45 Workshop Conclus ions :  How might regulat ion be di f ferent? 

R ichard Ashcroft (Professor of B ioethics ,  Queen Mary Univers i ty of London) 

 
12.45 – 13.10 F ina l  d iscuss ion 

 
13.10 -  Lunch/c lose 
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ERPIC member 
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Unit ,  Univers i ty of Oxford 

Speaker Dr Mark Bale Deputy Director of Sc ient i f ic  Development & Bioethics ,  
DH 

Part ic ipant Ms Amanda Brewster Pol icy Off icer ,  Wel lcome Trust 

Speaker Professor Roger 
Brownsword 

Centre for Technology ,  Eth ics ,  Law & Society (TELOS) 

Part ic ipant Dr Sarah Bunn Adviser B io logica l  Sc iences & Health ,  Par l iamentary 
Off ice of Sc ience and Technology 

Part ic ipant Mr David Carr Pol icy Adviser ,  Wel lcome Trust 

Speaker Mr Bob Chauhan Off ice of Rai l  Regulat ion 

Part ic ipant Dr Joanna Dal ly Committee Specia l is t ,  Innovat ion, Univers i t ies ,  Sc ience & 
Ski l l s  Committee 

Speaker Dr Br ian Davis MHRA Cl in ica l  Tr ia ls  

Speaker Professor Mary Dixon 
Woods 

Professor of Medica l  Socio logy ,  Univers i ty of Leicester 

Speaker Mr John Dodds Managing Director ,  Regulatory Reform, Better 
Regulat ion Execut ive ,  BERR 

Speaker Mr Alan Doran Inter im CEO, Human Fert i l i sat ion and Embryology 
Authority 
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Speaker Mr David J  Evans Senior Data Protect ion Pract ice Manager ,  In format ion 
Commiss ioner ’s  Off ice 

Part ic ipant Professor Christopher 
Hood 

Gladstone Professor of Government and a Fel low of Al l  
Souls Col lege , Oxford 

Part ic ipant Ms Eve Jagus iewicz Pol icy Adviser for health issues ,  Univers i t ies UK 

Part ic ipant Dr Susan Kerr ison Ass istant Director ,  Jo int UCLH and UCL Biomedica l  
Research Unit 

Part ic ipant Dr Rachel Knowles Cl in ica l  Research Fel low, MRC Centre of Epidemiology 
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Part ic ipant Dr David La l loo Head, Cl in ica l  Research Group, L iverpool School of 
Tropica l  Medic ine 
ERPIC member 

Part ic ipant Professor Graeme Laur ie  Professor of Medica l  Jur isprudence, Univers i ty of 
Edinburgh 

Part ic ipant Ms Nancy Lee Pol icy Adviser ,  Wel lcome Trust 

Part ic ipant Dr Graham Lewis Director ,  Centre for Prospect ive Regulat ion/research 
fe l low, SATSU 

Speaker Dr Sa l la Löt jönen Secretary-Genera l ,  Nat ional Advisory Board on Research 
Eth ics ,  F in land 

Part ic ipant Dr Nei l  Manson Senior Lecturer in Phi losophy, Inst i tute for Phi losophy 
and Publ ic Pol icy ,  Lancaster 

Speaker Mr Adrian McNei l l  CEO, Human Tissue Authority 

Part ic ipant Professor Tom Meade Professor of Epidemiology (Emeritus) ,  London School of 
Hygiene and Tropica l  Medic ine . 
ERPIC member 

Part ic ipant Mr Nick Meade  Pol icy Off icer  
Genet ics Interest Group 

Part ic ipant Dr Janet Messer Deputy Director NHS R&D Forum 
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Part ic ipant Baroness Onora O'Nei l l  Peer ;  Pres ident ,  The Br it ish Academy 
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Research Counci l  
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Research Counci l  
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Part ic ipant Mr Nick Scott-Ram Consultant ,  B io industry Associat ion 
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