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Shared Business Services

Commissioning Letter

Nesta

58 Victoria Embankment
London

EC4Y 0DS

Tuesday 4" December 2018

Dear Sir/ Madam

BIS Research and Evaluation Framework Agreement — Lot 5
Innovation-friendly Regulatory Approaches - Case Study Analysis
CR18154

Thank you for your response to the Specification for the above commission by the
Department for Business,Energy and Industrlal Strategy (BEIS) (the Customer) through the
Crown Commercial Service RM3745 Management Consultancy Framework between (1)
Crown Commerclal Services; and (2) Nesta (the Framework Agreement):

Appendix: A Tender response dated Friday 23rd November 2018.
B. Specification for Innovation-friendly Regulatory Approaches - Case
Study Analysis

Annex: A. Annex A GDPR

The Department for Business,Energy and Industriél.Strategy (BEIS) accepts your Tender
(Appendix A), submitted in response to our Specification (Appendix B).

The Call-Off Terms and Conditions for this Contract are those set out in Schedule 5 to the
Framework.

The agreed total charges for this assignment are £49,960.00 exclusive of VAT which should
be added at the pre'vailing_ rate and in alignment with the following submitted price schedule

Polarls House, North Star Avenus, Swindon, Wiltshire, SN2 1FF www.uksbs.co.uk FLALLSH APR 2015

UK Sharad Business Servicea Lid (UK SBS). Reglslered In England and Wales es 8 limitad campany.
Company Number 6330636. Reglstersd Office Polarls Houss, North Star Avanus, Swindon, Wiltshire SN2 1FF
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Shared Business Services
This varles project from project (PM to confirm)

All invoices should be sent to should be sent to finance(iiservices.uksbs.co.uk or Billingham
(UKSBS, Queensway House, West Precinct, Billingham, TS23 2NF).

You are reminded that any Customer Intellectual Property Rights provided In order to
perform the Services will remain the property of the Customer. The following deliverables
have been agreed:

The Services Commencement Date Is Monday 12th December 2018.
The Completion date is Friday 29th. March 20189.

‘The Contract may be terminated for convenience by giving 30 days' notice in accordance
with clause 38 of the Call-off Terms and Conditlons.

The Authorised Reiresenlative for this Commission will b_

Until the date of publication, findings from all Project outputs shall be treated as confidential.
Findings shall not be released to-the press or disseminated In any way or at any time prior to
publication without approval of the Department.

This clause applies at all times prior to publication of the final report. Where the Contractor
wishes to issue a Press Notice or other publicity material containing findings from the
Project, notiflcation of plans, Including timing and drafts of planned releases shall be
submitted by the Contractor to the Project Manager at least one week before the intended
date of release and before any agreement is made with press or other external audlences, to
allow the Department time to comment on factual accuracy. All Press Notices released by
the Department or the Contractor shall state the full title of the research report, and include a
hyperlink to the Department’s research web pages, and any other web pages as relevant, to.
access the publication/s.

This clause applies at all times prior to publication of the final report and within one month
from the date of publication. Where the Contractor wishes to present findings from the
Project in the public domain, for example at conferences, seminars, or in journal articles, the
Contractor shall notify the Project Manager before any agreement is made with external
audiences, to allow the Department time to consider the request. The Contractor shall only
present findings that will already be in the public domain at the time of presentation, unless
otherwise agreed with the Department.

Congratulations on your success in being selected to undertake this Commission.

Yours sincerely

Polaris House, North Star Avenue, Swindan, Wiltshire, SN2 1FF www.uksbs,co.uk FLALLSH APR 2015

UK Shared Business Senvices Lid (UK 8§BS). Reglstered In England end Wales es a limiled company.
Compeny Number 83306839. Reglelered Offica Polaris House, North Slar Avenue, Swindon, Wiishlre SN2 1FF
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Category Speclalist
UK Shared Business Services Ltd

BY SIGNING AND RETURNING THIS COMMISSIONING LETTER THE SERVICE
PROVIDER AGREES to enter a legally binding contract with the Customer to provide to the
Customer the Servicas specified In this Commissloning Letter and Annexas Incorporating the
rights and obligations in the Call-off Terms and Conditione set aut in the Framawork

Agreement.

Version 1.2
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Appendi)i A — Nesta Tender
Response

nesta Q

Innovetion-friendly Reguiatory Approaches - Cese Study Analysis UKSBS ¢ BEIS
CRI13154

PROJ1.1 Approachimethodology

Our work haa 4 main stages; (i) erahure review and global casa sty identificaion; (i) BEIS
warkshop 1o identlly focus sreas and measures of success and key characierstics of posittve
outcomes; (If) Developing guidance fo support the implementation of regulatory innovation; (iv)
Enal rmtaﬁda deck end shart method guides 10 inform best practics.

() Literature roviow and global case study Idenfification

Tha firsl stege will bulid on exsiing work Neste has simedy underiaken to collect glabal
examples of regulatory innovation and provide a framewnrk that idenfifies key tratis and
.common themsas acrosa thess exeamplee.'™ This work han alresdy Invoived en extsnsive,
though by no means exhaustive, review of poficy, academic and grey fi=mature. '

Using exdsting work a8 @ beafs we will explore the avafiable IRereture further, puling parficular
emphasis an identifying existing evidence (empirical or otherwise) of positive outcomes, and
collect further axamples of Fmovation-friendly regulatory techniques. AR informafion coflecled
Swough tha Memhme review and study kientification will then bs anslyssd to susface
common fhemez and cheraclerisfics. These inmighis: will pulled together fo inform the
subsequent aiages and a3 part of our fina! outputa (insights report and sfide deck). Inforralion
eoflected an Indlvidual axamplan wil sizo collzted info spreadsheets which will ba shared with
BEIS.

(a) Sources of information and data
To identify these cesea we wil focus on four sources of information:

1. Policy docomeris. These wil be identiied and accessed primariy through relevant
gavemment and requisiory agency webaltes and databases. Exigting knowindga and
other sources of information (eq gray [Memture) will help identify where to focum our
search, ie. which regulaiory agencles or governmenta ere underiaking mnovafive
approaches ' raguiafion. Howaver ip ensure wa focus our aifort In tha fime avallable
and ensure we work in areaa where thers Ia ety fo be greater appiicabilty 1o the LIK we

! hitps-//wanw_nasta org ukfreportfa-working-ruxdel-for-anbcipatory-regulafion-a-wovking-peper
9 Ragulation Renewed paper (forfwoming)
1 Al goviemance work?

T ——|
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will bound the majorfly of our review fo @ set of key coundries. We wauld propose the US,
Canads, EU countriea (2.g. France, Gammany, Spain, Finland, Nafheriands), Singapore,
Sauth Korea, Ausimfia and the UK imelf. The final daclsion an wharm o focua will be
{sken in collsboration with BEIS at the project inception meeting. We will alen focus our
m“mmmmaIMMMIWMhmmm
sxample in specific erean of hesaithcars, fintach and around lmydhmﬂnhdn:m
Iha Al or biockehain). Policy documents will be particularly important scurces of qualily
informafion cutilning relsvant initisfives and praviding evidence of ‘positive’ outcomea via
projact evaluations; .

2 Acadamic and policy Jousmals. Our ltemhwe review will axplore @ rangs of wel!
respeciad jounals such as the Journa! of Law end Sociely and Regulstion and
Govamarnce. We wil elso focus an key depariments In institutions, such sa LSE's Cantro
for Analyis of Risk and Reguistion, and key acedamics and commanistiors, such as
Roger Brownaword or Joyce Tait;

3. Grey literatura. Raport, arficiea and binge fram Iniamational organiastions such as the
Warkd Economic Forum and the OECD a8 well sa consulianci=e and othar NGOa. Due to
tha smemgent nakure of many of the exampiss we are looking for will also explom
websites, newa articies and blogs io gathar information. Spedllr.nmueluuﬂs.mh-
Govinsider, are uselul sources of iInformation;

4. mnnllmamm.Anuan!hhnnlludvhuymﬂvlmMMMm
than 3-4) will also help direct our search and |denfify casea or ismiure wea ctherwiea
may have missed. This wil be particutarly Imporiant given the wide renge cof fopica,
eoumiriea and informafion we will be laoking for. Thesa intarviews will be dane eary on
with evialing sontacts who have & birda eye view of diffarent ragulatory sysieme such ae |
H;z&o of tha Infocomm Media Developmant Autharity (IMDA) in Singapare.

{b} dentiying reisvant cases

We will primarfly eollect exampies that neatly fit within the exiating definitiona of Advisory and
Adaplive approaches (see figure 1) but will slso record techniquaa/msthadalogies that am very
clasely inkad fo the goal and policy cutcoms of theaa two modsa of practice.

e
Version 1.2
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Adootive
Goa|
AdV'SOrY Supporl 7w Innootkro by elapting
Ganl wxlallg repulobia 7 Furrewore
Halp naw pouects ad 1aivieas Chizonse
cdhora ta extiding ragalations Prodac!, servien ond ragulateey
Owrzoma . changa
et Roptaion bravlars bainemes
wgu abars, bnr rn
Fiagulata, lnavaton ond cusinessss wind Fukulry niubwtwokie

(Figure 1. Section of the AAA framework showing the goal and outcome of Advisory end
Aduplive epproaches. See * for original)

While we ars Ikely to moslly surface examples from the past few years we include historical
techniques (that may have falien out of favour or only had limited wse) If they fulfll he gosls of
the project (i.e. the identifizafion' and deaciption of epproaches to regulation that support
innovafion, lend o posliive outcomes and ere applicabls in muttiple contexts). Wea wil collact at
leaet 30 additional examples of Innovalive approachea to reguietion on top of Ihose elready
highlighled by BEIS. We eslimats that at least 5 common approachsathemes will be surfaced

- through thia fterature review based on previous work.

Example of an emerging cess atudy;
The Sofiware Pre-ceriification Propramme is an initistive of the US Food and Drug

Administration.

in order fo implement Congresa’ confroversial 21st Century Cimea Act of 2016, which dims o
streamiing the drug and medical device approval process, the FDA's Cender for Devices and
Radlclogical Health (CORH) creeted @ Digital Health Innovation Aclion Plan. The Flan lsauves
guidance on the implementation of the fegistabon and included the launch of & pict sofware
poecertification program fo develop a new approach 1o digital health technology oversighl. Thia
mrogram explores @ polenfial voluntary pathway to assess the saictly and effeciveness of
coriain Sofiwere as a Medical Device (SaMD) producte by focusing on e
manufacturesr/devaloper, rather than primerly the product Companies that wndergo the
azsessmant may recelve pre-cerfified staius, bassd on their demonstrated robust eutiure of

-quality and organizetional excefience, &= well @1 commitment to monitoring real-workd

Version 1.2

performance of fhelr produits. An @ resuit, pre-cesritfled companies would have a less

B hiips/wmw.nasia org.ukimporl/a-working-modal-for-anticl paiory-regulsfion-a-working-papss?




OFFICIAL-SENSITIVE (COMMERCIAL)

nesta §

burdensame mouls o market. This | & new approach compared o FDA's siandard mathod of
individual product reviews and |3 meant to tast the uaa of real-woild evidencs in evalusiing the

eafely and effectivensas of naw producis.

Tha pliot |= meant to infarm the ereation of & medam, flaxble, risk-based approach o the
regulation af quickly evolving digital health technalagisa, therebry reducing tima and cost o
market entry. It Ia an stismpt at an innovation-snabling approach that efl mainiaina the
Agency's sclentific gold sisndard and ensurea pafient safsguards. In Seplember 2017 nine
compenias out of over 100 appiicania wera selected io parficipate in the davelopment of the
pliot program: Apple, Flihit, Johnson & Johnson, Pear Thempeulics, Phospharus, Roche,
Samaung, Tidepool, and Varly. No products have bean sunched yet, bt the FDA mleazed s
working dreft of the pliot for public commeniary and the program i scheduled to launch in 2018.

{c) informetion and dats collecied

One of the key goals of ihe Kemiure review and exampia collaction is ta surface common
thamea and characlesisfics that halp i identify how and whare they could be uaad o achleve
aimilar or novel outcornes. To faclitais the davelopment of a taxonomy we will aim fo coliect
informalion on & number of key chemcterisfica (possbia alirbuies Ested heiow) for eech
relsvant cana kisntifiad sa part of ihe long lst of exmmpiea. Al this staga the information
providad wili be & short summary enawer for sach questionicharacleriatic.

Fram Nsela'a previoua m,mmmmmmwmmnnwbum
insighlfl are the pemject goal, exialing regulatory fameworks, fyps of reguisior and
pariicipantaistakeholders Involved. Below ia a longer [et of important chamcteristica. The final
liat and priosty aress will ba confirmed in discuasion with BEIS team at tha project idckofT.

Chasacteristiciativibuts Examglas
Focus srea | Seclor Specific sacior eg Energy, Haalth, aarospace:
ar crosa secior issvafocus

Tachnalogylischnologlea | Al suionomoun vehicles, drones

Tyips of dsnuplion | Product, service, business madel, cross

innovation soclonl, incrementsl or noval
Markat readinesa idea, proictype sings, firel of i kind
applicaiion, fifl commancial application

Enveonment | Reguiator (typs, rmemit, | Indapandant, part of govemment, sirong

e ——— e ———————— e ———————— e —————
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and confext | powers & capacily) requlgtory powers, =mell va large reguletors
Reguletory end policy | Highly reguialed ve emsrging amea, high
enviionment  (inclwding | pofitical risk
exiating regulation)
‘Regson  initielive  was | To faciikate innovabion, to capture benefits of
siared an emerging markel, pofitical mendete...
Design, goal | Participation {efigiility | Company asize, levs! of masket readiness,
and impact level of iedmalogy readiness

criteria)

Stakeholders involved

Regulator, businesaea, -gwenTment, general
public - ’

Policy goal/ ntended
purpose of the initiative

Product adapiation to regulatory adaplation

Deslred oufcome More producis to market, move busineszes
posiively engaged with  reguialor,
consumevipublic benefiis, access i services

Pasiiive onicome achieved | No of businesses supporied, no of products

(where deta is eveilable) | orservices epprovad fo market

{d} Mdentification and classification of common themes

Common themes and approaches will be ideniified by mapping exampies againel diferent sata
of chamacteriefics recorded during the Ferature review (and outiined above). We will do this
inttinlly with & small sample i ascerdan which siiributes are more useful in f=rms of clustering

almilar uppn_:nhes. Certain -categoriea or themes wil emerge a3 a more useful basla for &

tonomy and 53 we progress through thia research phase we will focus on these. We will
davelop an Initial frmmework, testing and Reraling by applying R to B series of examples amd
mluulhg' how well E meets our research alms. This Is an approaeh we have successiully iaken
with other projects in the past At this point we will prezent our draft framework fo BEIS For
commend, review and suggesiions. Once we have developed an agreed fmmework we will
refine and finallag i eo k can be appied acroas all sxamples and case atudies. This will allow us

1o surfecs critical ingights and success factors that will feed Into siage 3.

(e) Potential challenpes

Version 1.2
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Thers we bwo main chalisnges with thia stage; fslly the cases we are looking for are npt
enmmonly defined in the Merahwe (for example as regulatory [nnovation) snd tha brandth of
poashla secinm, tschnoingiea and countrias we could explore makes search a famidable task;
secondly, bacausa many of theae innovative approaches are faidy new, robust evaluation in this
contexd |n difficult (F it Ia conakiared st all), and therefore good quality guantitefive or quakitative
data on posliive cutcomea ls not always svalable. '

The Orsl lesus we will overcome by direcling our search and using a numbear of diffarant
sppmaches as wa have Indicated ahove. We Teal that our exiating knowledge and work puis ua
in en Ideal poeiion to fmams Gis pmject and help us svoid thia Isaue, as E b ons ws have
glready navigated in previous related projecia on reguisiory practics. The sscond issue will be
harder fo aveyeame. Where Eiie information or evidence on cutcomes edets we wili nzed 1o
priaritise Interviews to fil thesa gaps. Through tha [Rsnshus review we will sfiempt to collect and
record quantitive and qualiiva date on cutcomes (primarily from secandary sources dua 1o the
limited tima) but for some casea anecdotal evidancs (through Intarviews in aiags 3) may be al
that & svaiable.

{¥) Workahop with BE1S

Al the end of stage one we will meat with BEIS 1o diacusa the outputa of the lterature review,
explare our propossd framewcrk and agres on tha focus of tha Bext stage. During this meading
we will presant our findings followsd by a 1.5-2 howr warkshop io cutine focus sreas and naxt
siapa. Wa primaitly envisage ihis baing with BEIS staff but would also be abis iz pull in other
advisors if this was of interest io BEIS.

We would seek ip use #his meeting as an opportunity fo: -

1. Get feedback on the outcomes of the [Barshwre review, nchding the identificalion of
aalant themea acroas the examples caollectad and our propossd framawork. We would-
ba looking for commentary om BEIS on how heipfid and usaful the framewark ba, a
response on the range of axamples we have coflactad and mpaciiic feadback on any
arcas wa should focua on, or de-priorilise.

ZHmmthmmm'mm“hmmhmdmmﬂivs
outcomes. We would cover tha nanga of avidance svaliable, what it says and whene key
gaps exist Through thia discusaion we would agrea the typea of posilive auicomes we
e intereated in and than, from the Eemture review, the key characterislica and auccsse
measrea (idenfified In the hiarsium review and set out above) that sre required to
daliver thess diffarent iypea of posiiive outcame.

a. Deudennmnmmnmmmlmumdm:ﬂu}uenﬁadnﬂmm
review that we would lka to teka forward in siage 3 and on which 1o devalop deepar

e, — s
Version 1.2
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experiiae fo support UK requiators to be sbie fo implement these techniques to echleve
fhe desired oulcomes. For example f we idendified a number of casss that could be
claasified under the same theme of "Adaptive sandboxes’ through our [Rerahere review,
we would decide, besed on the charmectericics coflected, f we wanted o develop
guidance to support wider implementsation of this approach in stage 3. We estimale we
would take forward betwesn 3-5 areawfapproaches fike this and would form the baals for
fhe pradiice guides n stege 4.

{ill) Developing guidance to support the implementation of regulatory innovation

Whis siage 1 wil dellver substantial Insight Into Impactiul innovationfriendly regulstory
techniqgue and the success factors that lead to valuahle autcomnea, to support other regulators to
implemant and use theae iechniques we will nesd o supplement the Blerature review with
iniarviswa. The interviews wil serve to give deeper insight into each case and fil eny évidence
geps highighted in the IRerature rsviaw, In perficufer a better sense of the reguiatory end poilcy
envionment the examplea exiat in, more in-depth (nsight into any poaltive outcomes they hiave
achieved and which key elements are important for wider applicabilly. We see building thia
desper inowiedge on epscific approaches @& one of the key veluss of this projact. The focus
areaa of theze Inferviews will be declded collaboratively with BEIS In stage 2.

WWa wil dmw an Nesin's collscted nitwulll_qf globul minkeholdem 1O accesa key sinksholdam
and amange interviews. We will underizke semi-sbucfured interviews with siakeholders directly
imolved in the defivery and evaluation of speciic prajects. For each case or fype of praclice we
wil enaum we not anly engags ralsvent mguisfors or govemment agencies but elao hear from
businesses or innovators wha have been through the process. Thia will help s draw out further,
potentidly hidden, lessone or success fackors. For each approach thia woufd mean conducting
at least 3 Inferviews. '

At the mehnmmddnbonekhmwudsﬂngﬂknﬂmﬁofmhtm {and
capitalising whete possibls on BEIS® access) to help us assess what key information they would

" need to implement these approaches.

{iv] Finad report, slide deck and short practice guides

We will produce e final report for fhe research eetting out the case studies and key themes from
our analyala, within fhe BEIS research paper template. We will also produce a designed
presanistion slide deck ip sccompamny the report.

Version 1.2
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in addition, thare s an opparhunily i usa some of the insighis from the ressarch to produce
short best pmctice guides for a reguistory sudienca o help imnefer the lamming flom case
siudias o actions ragulstors can take io ambed thase appoaches. The kimat and conteant of
thase guidss would be developed sa part of tha msearch through the Hemturs revisw and
iniandewa though we would ervision them as no mome than a few pegea sach. Whils the
ressarch element of this work ia critical i developing the inaights neadad, one of the ceniral
chafienges wili be commmnicsting tha idess, methoda and opporiunities effecively to
govemnment and reguisior. Thia Is where these ahort mathode guldes could play = vilal role, e
our othar practica gukdas have done in differant contaxis.

Examplea of how Nesia has approached thie in the past include:

As pert of pmjact Initlaiion we would explora with BEIS the oplion of producing additional
ouipiuin bayond the final repart

In addition 1o sn internal BEIS Intamal seminar, wa propose the following cptions for further
disseminsfion, which wa would discuss and agrea with BEIS siaff &t the project inception
mesiing. We think thera is a |at of scops 1o posifion this 2a a novel and groundbreaking place of
research, promaoting the UK (and the UK Gavermment) aa Ianding the field In this arsa. Timing
would be after projeci complafion, but we see thees as an Imagral part of maxdmising the value
of tha research for bath BEIS and Nasia. We would disciure with BEIS throughout the project,
but some suggestions for widsr dissamination include:

1. A jpint Nesi/BEIS avant io [sunch the report research, with relevant senior speakars

2. Use the resesrch to eonirbute to wider public debates on the rals of regulation through
oplnion pleces and aditoriale, perficipating in public avania and giving mare pubfc facing
talks; -

3. Publicising fhe ressarch using Nesin's online and social media presence, including
adding 10 Nesia's Innovation Methods Compendium webails - a global scan of best
prictice in supporting innovation;

4. A high level roundiabls with UK reguiators to discuse haw the cass shudles and findinga

' from the reseaich sre applicabls in the UK context;

5. Presenfing fo and using existing neiworks, such s the UK Regulstors' Network, - 1o
highlight the reseanch and bulld support for i findings;

Version 1.2
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8. Usaing Nesls's intemeticnal contecis o reach a global audience for the research,
including @ workshop or panel session at Neste's Innovation Growth Lab conferance in
Beilin In May 2019

Version 1.2
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innovation-fifendly Rspgulsiory Approaches - Csse Simdy Ansiysis. UKSBS / BEIS
CR13154

PRO.J1.2 Staff to deliver

Wa propose 1o deliver thie pmject using an niegrated team of siaff from acyoss Nesta. Nasta
will bying iz expertisa In Innovation methods, inncvation polley, amerging technology and
regulation. Nesia will bring ite deep experiise in using qualifefive methods fo undemitand how
govamments across ths world can promote innovation wing new approaches and praciics.

fAnlevant projects indude our expertisa in:

Thought leadership:

Anticipatory Reguistion: Nesta has published a working paper on anticipsiory regubetion”,
selfing cut a typology of methoris that regulston across the world ara using to creats regulatory
fmmewarks that are innovation-fiandly whilst alsa prolecing the public from ham. A
farthcoming paper builda on this framework to Enyout 6 key principles of antlcipaiory regulation.
Designing new reguistions for AL Nesta has set out detalad plans for regulaling Al including
for a new Machine Intsligance Commission® and codas of principia #o guide public agancies
enmre this tachnology s used io tis full polential, but In'an sthical way.

Lesmuing from athern:

Cass studies of innovation isama {l-teams’): Nesin ressarchad wicries of 20 teama, units and
funds eqiablishad by govarmmenis and charged with making innovation happan. They work
acrasa the epecirum of iInnovation — from focuaing on Incrementsl impovements fo aiming for
madical imneformations. With Bloomberp Philantiwoples, 2015,

Wnovation teatbeds: Nesta has basn resesnching case ahudles of innovation tastbads, to
provide a framework and typology informing palicy dacieions on when and haw an Innovation
testhed can ba a ussful inarvention. Forthcoming, 2098,

Practical progrmmmes:
Bringing together coalitions to dealgn new nules: Nesin's Challanga Prize Centre runs The
Flying High Challenge* io connect and encourage cities, people and businesses to work

1 hitpsc/Avene nesia org.ukfreport/a-working-modal-Tor-anfcipatory-regulation-a-working-paped
1 Ii.:mnnr nasia.arg.ultbiog/s-manhine-intaligence~-commission-for-the-ul/

w nasis org ukireporifi-taams-ths-\asms-and-funds-making-innovalion-happan-in-govemments-
aound-tha-warkd!
* hitpiiftyinghighahalleng s o/

e —
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fogether 4o shape regulation and decide how beat o use dione technology in complex diy
-envirormennts to addraas locel need.

Using open data fo enhence competiifon and Inmovation: Nesta runs the Open Up

Challenge', a £5 million challenge prize designed to inapire the creation of appa s tools that
usg access io-a unique siore of data of anonymised UK banking trensactions fo help small

businesses cormpete In the digital economy. The challenge prize Is pert of a wider pachage of
new refinms driven by government and the Competition and Markels Authority.

Working with nmmmm on practical experiments: Through itz Stafes ol Change

programme®, Nesia worke with dozens of govemments worldwide that are now applying
innovation methads to regufation, including the UAE, Canada and Portugal..-

Nesata defivery team
The proEct will be overaeen by

oth hawve gddensive sxperience of

enalyzing and develeping poficy methods to supporl innovation

The project wit be led by [ =i betveen

festa’s Explorations and Research, Analyais and Policy teams and drawing an expertise from
hlsprwhlsnmh on emarging technologles undmg.hhryprlcﬂnumm-mnd.

Bfcgraphiea of dalivery team
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® hitpac/'wew.nastaorg. ukieporifscolal-nnovaiion-policy-in-suope-whamn-next!
® hitps/www.siceurope. pulsies/defaulifesfield/stiachmaent’ds 5_sou_report_pert 2 - 141217 pdf
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tnnovation-friendly Repulatory Approaches - Case Study Anslysls UKSBS / BEIS
CR18154

PROJ1.3 hdersianding the Projact Envircnment

Technological innovafion is driving mpld chénge in many arees of the economy acroses the
warld. Barriers b enfry heve fallan In many ssctom and iechnolngy has sliowed certain
mhaellnm"nly'qlﬂ:ﬂy This B paricdardy true of eaciora such as sofluare
devehpmﬂmddljlllm a» wal as some paris cf highly reguiated markets guch aa
lmndlluwlul Indusiriea that have changed littie in racant dacadsa, from mumic production
and diatribution 1o hoial narvices, have suddenly been ransformad in only a few yeam. Thia
has been faclinted In part by the avaiabiily of large pcola of caplia) in suppart tha unch and
lﬂidmlo-npal'hmmmah many of which am designed to unioek uninppad
-mmunwuhmlnmm. Further progresa in arsas such is Al and mbatics
promise aven greater diasruplion.

Aa well sa clear banefia, rapid irnovation has aiso creasiad new poleniisl sourcas of public
hamm, many of which we ame only baginning o understand. The spead of changs and the
uncerininty it brings, cornbinad with grrawing concems about whara power i concanirated, have
Incressingly throum tha role of regulators and regulation back inka mharp focus.

Exialing requistory modets are not particulady well edapied io keeping up with this pace of
changs. On lop of this reguistors are understendably reluciant to sea themaalvan as key players
In tha innovation process given the parcelved risk of overreach. But thia negaiive view of the
relationship teiwsen raguisiors and Innovatian - as either aiifiing innovation ar not probecting the
pubiic - misses tha many ways reguistion and regulators can and do anabie valuable innavation.
Regulalory practice ia a pariiculary powesful and vaizabla tool avallable i policymakem D
snabls, simutste and quids innavaiion that esrves the public good.

Part of $he problam e cuttural, but a big part of it i= the shaanca of a ragulstory framework hat
can guide reguiators through thess Bsusa and suppert them In implementing innovalive
pracbca. New kinda of ragoiatory pmetica can enable a ragulsior to support the emergence af
valusble innovation without compramiaing ia other goals. For exampis the UK has enjoyed a
suge of Innovation In consumer-focussed Gnancial sarvices since 2009 reisfive (o tha US, and

"3EIS, Mogsm? : Paper Aprd 2018
’Fuunmphhwhnumﬂwﬂlmhh:hniuubhhuﬁnmn“huunlﬁ
tlnelkfnlmdbuhmlninurlncnl'ﬁmnvdunﬁnn.«ﬂnllmmﬁﬂlmm
BRSE the orokism he oopodunily. Andeanen Horowitz, Moy 2018
'Tnddw Sﬂhnlldﬂ' WMHH
2018

e —— e
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this s In pert due to the purpozeful skategy end innovalive approaches pursued by the UK
finenciel regulalor. New ways of using regulation to enable or spur innovation era already
ememging, with countries ke Singapore leading the way, but these are et fo be captured and
presented in such & way thet they can inform best praciice elsswhere.

Theae Innovative approaches to reguiaticn are not only supporting new ideas, buainesa models,
producta or sevices o smerge tut are also hefping regquistory bodies o reepond to new
pressures and chaflenges. While dilfereit sectors face unique challenges, such the enengy
systam'a fransition to more susieinable scurces of power, there arm an increasing number of
common regulatory issues. These may not 2ll be feft In the same way by different sechors ar
have tha same implications for different reguiaiors but together they highlight the nesd for new
forms of regulaiony practice as fast-paced change contiuea to be the nom

Desplts the growing Interest In this srea not enough has been done fo systematically pull
together |essona and Insightz from global examples of mnovation-fiendly regulatory techniques.
Very lifle hes been done foc undemstand the kind of positive outcomes that can be achieve
through these new ways of operating or how different spproaches need to be Implemented o
echleve fhese desired oulcomes. We heve this first hand fhough our practical work with
regulsiors s part of projects such as Fiying high and Open Up 28 well @8 our ongoing work
fhrough the Regufator's Pieneer fund. As a result this work could not come et 8 more important
Gme, parlicularly for the UK. Rather then simply |ooking at what others am doing sround e
workd we need to bulld deeper experties to better understand firstly what the benefits are and
than how we can implement them In cther contexds fn achieve our desired regufatory end
innovation outcomes. We belleve the work program we have proposed will dg thia in a way that
not only gathers critical insighta but prasenis them in a way that wil infoom and support
regulaiors to implement these innovative approaches.

fn recent decades the UK has enjoyed a srong reputation for effecfive requiation based on
careiul asssssment cf evikience, weli-designad, consufiaiive processes end e devalopment of
innovalive processea. For example, the UK has been an aliractive desiinafion for privats
invesimenl in privafized regulated uiilities such as energy and water; the UK waa seen a5 a
leader In Intemnet policy, making it em atimclive anvironment for investmant and innovetion; UK
regulsiory impact essessments were influential In shaping EU legisisfion; and the FCA's
Regulatory Sandbox has inepired eimilar iniatives among regulaiom ecross the world.

Today's tachmological disnmplions, with ther aftendamt riskm and opportunifes, do not
amdamentally changs the principles of good regulation. But they do fikely change: what theee
principles mean for good requiatory practice.
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No longer leading Innovation In this ares will undermine the UiCa reputation for word class
meguiation, & problam Bt & ime when, post-Braxit, the UK wil nasd o work ham to aifmet
innovative businesses.

_
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Innovation-friendly Requiatory Approaches - Caae Study Analysia UKSBS / BEIS
CR18154
PROJ14 Project Plan and Timescales

Balow we preaont a detailed breakdown of our proposed timings for defivering this work,
including mAestones, defiverabies and key decisions fo be made with BEIS.

1%

i

1

Milwizom' | Lilwalvwrsyien wnd
Spliverniiza | Inldal daunlagrmnl f
Tiiarmenll exsrwybulsd

Fenmeswrakia cnnony
Nnalbad

Flml ngsin?

AT Atk A
rweerivian

Bl b puhley "

Dovoletm o=l =
Intmrviaw

Moya | Lilmulcre Raview

S P —

At Do
themes end wavalop
amewne

W=l BES Woiks!rop

[ T Inlisivkabi

Pprvieng o oy custy
|

Firve|hing fresrwwa,

Stascd Final repart

Hidedek

Fho1 maihods mades

* WIC 241 Dupembier and 313! Jan inchirde mubilic hobdays

A detalled breakdown of how we will approach the work is included in the methodology section
(1.1}, but In summany the steges inchxe the folfowing tasks:

ﬁ
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1. Linmelume ravisw and global case study idenliflestion;

2. BEIS workshop; '

3. Developing guidenca (o support the implementation of regulatary Innovation; intarvisws,
drnidng cut lesscna on implemeniation ete .

4. iinad report, aide dack and short method guides;

5. Dissemination

Project Management
To anaure siscceasfid delvery of tha project, we proposs the foliowing management mastings:
» A prcject inceplion meating to formally bagin the work and agree a joint undarstanding of
required cutcomes from tha project
e A forinighily project managemant call with BEIS staff io review progresa (sa raquired)
®» Réview meating after [kamhure revisw (o agrea succesa maasurss and focun for
subssquent work )
» Final project meeting {0 sign off defverablisa and ngree disseminafion ptan

Potential riaka involved in dailvaring this project are outiined balow, including information on how

Nelhmbnmmam:

Risk Proposad mitigation atratsgy

Delivery Risk

Lisralure review | An set out In our methadology seclion, in acknowledgement of this
ac0pe amerging nature of this set of policy intervaniions, we envisage a

Herature review that covers acadamic, grey and pollcy saucea.
Our previous wark in thia area ghies us a good grounding in

wharne ip ook for Hemaiure, but sa a sanss check we propose a
amall set of infarmal intendews with other sxparts to enaswe we

have covered all available sources.
Data on poaliive As many of the axampies we will bs coeciing are relutively
mhnqnn unestabished policy Intervanfions, we acknowiedge that

evaluafion and evidance of their effectivenaas wil ba [imitad. In
discussion with the BEIS team we will daveiap a eat of guiding
msirica to setabieh a wider sense of the typa of poakive
outcomes we are searching for -

Scheduling intanvisus | Alhough the imaseala lor identifying end amanga o apank o
Interviswees la tight, we will start in prapara for these in tha case
sludy collsciion by ideniifying key Individuals invalved in each

S ————
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aample. We will draw on Nesta's extensive UK and imtermational
network, end reputation for insightful ressarch {o-ensure wa apeak
o the moat relevant stakeholders for each case.

Operational Rizk

Siteffing - staff Nesta is very experlenced in mangging teams of project delivery
tumovedebsence steff and has access o sesaional staff thal can effectively fulfll the
rolas crenind by the projact, should cors staif be sbsent.
Requirement of We have alloeated stalf days end subsequent costs based-on
more siaff daya than | simiar previoua projecia end Amktad the acope of inquiry o fit

aliccated In planning

within the avalable fime 50 we expect no issues. However, I

there s an indication that fime requirements ars moving beyond
this sgraament, Nesta will fing thin with BEIS at the earllest stags

and suggest some polential aftemative oplions.
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Appendix B — Tender Spacification

o Section 4 - Specilfication

1. Background

The UK Industrial Strategy committed to “develop an agile approach to regulation’.that
supports innovation, while ensuring effective protections for citlzens and the environment.
The UK has strengths In developing innovation-enabling approaches to regulation. Our
regulators have pioneered new techniques that allow businesses to test innovative products,
services and business models. They have also supported the deployment of new technology
Into the markets they regulate by providing speciallst advice and guidance to innovators.
Some examples of these regulator-led initiatlves are:

¢ The Financial Conduct Authority's Regulatory Sandbox has helped contribute to
the growth of the FinTech industry by giving Innovative start-ups a safe space to
undertake real-world trials of new technologles.

e The Medicines and Healthcare Products Regulatory Agency's Innovation Office
provides a ‘one stop shop' to help organisations of all backgrounds and sizes
develop innovative medicines, medical devices or novel manufacturing processes.

e Ofgem's Fasl. Frank Feedback service provides written advice to businesses
looking to introduce new or innovative propositions to the energy sector.

As new technologies and emerging industries begin to affect a wider range of sectors, it is
important that regulators are ready to meet the opportunities and challenges that arise.
Emerging technologles challenge traditional regulatory structures In a number of ways.
Regulatory approaches often struggle to keep pace with technological development,
hindering the translation of R&D into innovative products and services that can be brought to
market. Conversely, innovative start-ups often do not have the knowledge or resources to
navigate or influence the regulatory environment.

Regulators have devised a variety of different approaches to directly support businesses to |
bring new products or services to market, to enable the testing and development of new
products, and to allow new business models. These regulator-led Initlatives have been |
categorised as 'advisory approaches’ and 'adaptive approaches’. |
Through a detalled study of these innovation-friendly regulatory approaches around the

world, we hope to enhancs our knowledge of how these approaches can be used to enable
Innovation, whilst maintaining protections for businesses, consumers, and the environment. |
Advisory approaches '

Advisary approaches are designed to assist businesses with new products or services to |
approach regulators and work with them to test and adapt them under the existing

regulations.

Adaptive approaches

Adaptive approaches are when a regulator facllitates the development of new products or
services by adapting existing regulatory requirements in response to learning from testing or |
trialling.

2. Alms and Objectives of the Project

The objective of this study is to provide a taxonomy that sets out the different types of |
approach that can be taken to address the accommodation of Innovative products, services
and business models into regulatory frameworks.

This project will provide advice on the applicability of the varlous types of innovation-friendly
regulatory approaches; for example, the types of Initlative that regulators should employ to
promote innovation in a certain sector or to support a certain technology. The project should
include what/when/how to use these approaches to encourage Innovation. The project will
also cover the limitations of these new approaches and make recommendations on best
practice. o

Regulators have adopted a variety of new approaches In recent years to support innovation
and the deployment of new technology In the industries they regulate. but there has not been
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a robust analysis on the effectiveness of these innovation-friendly approaches. Because
many of these new regulatory approaches have only been operational for a short timse, there
has not been an assessment of the impacts and we do not know what the counterfactual is.
That is why there is a need for a dedicated study into the types of approaches that are being
adopted by regulators globally.

In order to compare the approaches of regulators in different sectors and countries, it will be
necessary for the contractor to take account of various factors, Including: level of market
development; regulator powers/capacity; eligibility criterion; terms of participation; types of
innovation (incremental, disruptive, product, service, business model), among others. The
effectiveness, operating model ard risks of these various approaches will vary across
countries, and sometimes sectors, depending on numerous factors. .

This project will gather intelligence for policy development. The leamings will help create a
best practice guide which will be used:

1) To ensure that the Regulators' Pioneer Fund (RPF)! achieves maximum impact to
support innovative businesses across the economy. The project will help determine
the success measures of impactful initiatives and will be drawn upon to give practical
guidance to regulators on how to design and implément new approaches that drive
innovation. The findings of this project will be shared with regulators that are
launching new initiatives using RPF fundlng where appropriate.

2) To inform all regulators of the range of best practice In Innovation-friendly approaches:
and help them identify future areas where new approaches.could be used to support
innovative businesses and facilitate the deployment of new technologies.

3) To underpin our wider work on innovation-friendly regulation by building a robust
evidence base and an understanding of what the most impactful regulatory
approaches are. This will also help our understanding of what practical steps need to
be teken to ensure the successful Implementation of Innovation-friendly regulatory
approaches.

4) Suggested Methodology

Suggested Methodology 1. Aliterature review of policy documents, academic
(main methodology) literature and policy journals. This will help the
winning contractor identify cases where innovation-
friendly regulatory techniques have achieved
positive outcomes. The contractor should identify
defining characteristics and common themes across
these case studies which make them compatible
with different regimes/outcomes. The detailed case
studles should span a range of countries and
sectors. Any quantitative and qualitative data on the
existing regulatory approaches would be useful.
This review should focus on those countries who
have been identified as being actively engaged in

| innovation-friendly approachses to regulation.

| 2. Wae expect the contractor to report back to us after

! The RPF is a new £10m fund ennounced at the Autumn Budget 2017 which will deliver against the
government agenda UK to.become the world’s most innovative economy. The fund will invest in regulator-led
initiatives that support businesses to bring innovative products/services to the market. https://apply-for-.
innovation-funding.service.gov.uk/competition/199/overview
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the literature review to agree the success measures
and key characteristics that are required for positive
outcomes. This will then inform the focus of the
subsequent study into how regulators should
implement new approaches to achieve the desired
outcomes. :

3. In depth Interviews with policy officlals/regulators/
academics/businesses that are working on
desligning/operationalising/evaluating or benefitting
from successful regulatory techniques will inform the.
research. The Individuals of interest for interviews
would be identified In the Iiterature review stage.
These might involve up to 15 one-to-one
conversations. The winning contractor should draw
lessons from key stakeholders working in this area.

4. We would like the winning bidder to draw together
and analyse outcomes, to Inform a best practice
guide on the back of the interviews and literature
review. From this analysis, a report should be
produced outlining the findings and conclusions
drawn from the interviews and literature. We would
also want the final outputs to Include presentations
on the findings and a spreadsheet of the sources
that have been collated as part of the llterature

_ review stage.

| The Report is expected to be carried out over-a 3 month
period with 1 month used for literature review, by 31%
January 2019, and second and third months for interview
| and drawing out lessons, by 31% March 2019.

If applicable: , Insert numbers:

Total number of Participants (experimental design)

Total number of Interviews (survey)

Total number of Interviews (qualitative) We would seek advice

Total number of Focus Groups - from the winning

Total number of Case Studles contractor

Please add addltional rows If more than one sample Is We would seek advice

required i.e. leamers as well as employers. from the winning
contractor

Any other specific

requirements

Project completion date March 2019

_—-—— - —
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This is a suggested methodology but we would welcome bidders’ alternative suggestions
providing that they also meet the project aims and objectives. Bidders should also justify
why they have suggested an alternative approach.

5) Dellverables
In order to increase awareness of research and evaluation reports, all contractors are to
ensure the following are Included In the costings for this project:

e Slide pack summary

e A succinct report setting out case studies and key themes emerging from analysis of

innovation-friendly regulatory approaches nationally and-intemationally.

e Presentation at an intemal seminar to share findings.

Publication

The final report for this research / evaluation project must be formatted according to BEIS
publication guidelines, therefore within the Research paper series template and adhering to
BEIS accessibility requirements for all publications on.GOV.UK. The publication template
will be provided by the project manager. Please ensure you note the following in terms of
accessibility:

Checklist for Word accesslbllity

Word documents supplied to BEIS will be assessed for accessibility upon receipt.
Documents which do not meet one or more of the following checkpolnts will be returned to
you for re-working at your own cost.

e document reads logically when reflowed or rendered by text-to-speech software
language is set to English (in File > Properties > Advanced)

structural elements of document are properly tagged (headings, titles, lists etc)

all images/figures have either alternative text or an appropriate caption

tables are comrectly tagged to represent the table structure

text Is left aligned, not justified

document avoids excessive use of capitalised, underlined or italicised text

hyperlinks are spelt out (e.g. in a footnote or endnote)

Datasets to support those to be published in the final report must be provided in an
accessible format (CVS, Excel) on submission of the report.
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Annex A — GDPR

Annex A
Dmfing guidancs in equan brackeis and in biua should be daisted folowing complstion.

Descripfion Detala
Subject matiar of the in depih intervisus with policy aofficialairegulsion
processing academica/busineeses that are working on

deaigningfoparatioralisingfevahusting or banefiting from -
succeasiul regulainry tachniquas will inforrn the
reeaarch. The individuala of infareat for intendews would
be Wdentified in the Esmbsre review stage. Thesa might
imoive up to 1S ane-to-one convamstions. The winning
conirasor should dmnw lessona fram key stekeholdera

working in fhis ares

Durafian o the proceasing Procassing will iake placa from Monday 17 December
2018 for the dumilon of the contract plus a dumntion of
suppliar steniion pariod #.g. 12 manth retention peariod.
The contmct will and on Friday 26 March 2118,

NB: The supplier retention pariod le the amouit of tine
the supplier has been canimaad io siors the date after
the expky of the contrac/agresment This will nof apply
1o most contrecis/agresments. in most cases, data wil
be elther secumly dasiroyed or fransfemed back o 8EIS
&l the end of the coniract/agreernent and stored within
BEIS.

Nshure and purposes of the The purpoes of in- dapih inlarviews is 10 gain in depth
procaasing knowiadge about best practicea an innovation Friendly
Raguiafion arowund The warkl This will help inform our
regulairy fremesrk io encourage innavation. it will
mlso heip infosm fhwe oparation of RPF.

Type of Permanal Dain
mm“mmum

Categories of Dain Subjact In depih intarviewn with policy afcialsAeguisinn
mmunmhtnmm

e —————————— e —
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Plan for refum and destruction
of tha dain onea the

procassing is complete

UNLESS requiremsnt under
European Union or Eutopean
member stale law to preserve
that typs of duin

The sappber ratenion period is the amount of time the
supplier has been contraciad fo store ihe dala after the
expily of the coniract/agreement. This will no! apply fo
mosf conlracis/agreements.

Please nofe that ihe capialzed words in this section
may require amendment depending on the type af terms
e condifions in your contract:

The deta will be retsined by the Contractor for a duration
of suppfier retention perfod e.g. 12 manth ratention
period, following which The Contracior will:

e) To be uzed where BEIS wishas o refain ihe
dala:
prowide the Aruthority with a complete and
imeormupted version of the Personal Data in
electronic form {or such other famat as
reasonably required by the Authorfty) and eraee
from &ny camputers, stovage devices and
storage media that are to be retained by the
Conimctor aft=r the expiry of the Contract. The
Conftractor will carfify to the Authority that ® has
compieted such delstion.
To he used where BEIS wishex o have tha daiw
deleted alff togsther:
daleta the Personal Dais and erans the Parsonal
Datz from any computere, storege devices and
storage media that are to be restained by the
Coniractor affter the expiry of the Contract. The
Contractor will certify to the Authonity that & has
completed such deletion. o

b
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