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The human side of regulation 
 
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 ,  with 
over lapping and muddled remits .  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 imate ly the 
development of therapies and other benef i ts  for human health .  They can feel negat ive 
emotions ,  such as irr i tat ion and demoral isat ion. 
 
These feel ings emerged in a workshop, sponsored by the Medica l  Research Counci l  and 
the Wel lcome Trust ,  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 – spoke about their v iews of regulat ion, the 
problems associated with i t  and how they may be resolved. 
 
At heart of the problem l ie human personal i t ies ,  emotions and uncerta inty .  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. 
 
Clear and simple 
 
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. Therefore the other complexit ies must be 
tack led. For a start ,  much leg is lat ion is  drafted in a way that non- lawyers cannot readi ly 
understand. 
 
Also , some regulat ion is  not wel l-des igned or wel l- implemented, a v iew that is  held by 
the UK Government .  The Better Regulat ion Execut ive (BRE) ,  part of the Department 
for Bus iness ,  Enterpr ise and Regulatory Reform (BERR), 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 .  
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The ‘Better Regulat ion Task Force (BRTF) ’  – an independent body set up in 1997 to 
advise the Government on regulat ion – recommended that whenever a regulat ion is  
added, another should be removed. This pr inc ip le is  not being fo l lowed. 
 
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 and unrest .  Researchers report fee l ing 
annoyed by what they see as ‘constant tr iv ia ’  brought up by regulators ,  and say they 
are exhausted by the ef fort required to deal with regulat ion. They a lso recount 
emotions of anger and disappointment at what they v iew as over-regulat ion, which 
forces researchers e ither to conduct substandard research with mis leading results ,  or 
to g ive up research a ltogether .  Sc ient ists often bel ieve that problems in regulat ion are 
insuperable .   
 
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. For the regulat ion of the ra i lways ,  there is  a s ing le regulator ,  which results in a 
process that is  s imple and direct .  
 
Communication is key 
 
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 Col laborat 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 onl 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. 
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A different attitude 
 
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 .  
 
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 . 
 
10 February ,  2009. 


