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l. Introduction

From  27  to  29  June  2019,  50 participants  from

18  countries  attended  the  first  AIJA  Healthcare  Sem-

inar  on  "Medicines  and  medical  devices  in  the  EUSin-

gle  Market  -  dreams  and  reality"  in  Zurich."  The  sem-

inar  was  organized  by  members  of  the  Association

Internationale  des  Jeunes  Avocats  ("AIJA"I  who  had
formed  a Healthcare  Special  Interest  Group  with  the

goal  of  being  instituted  as new  Commission  of  AIJA

in  the  near  future.

The  author  co-organized  the  first  AIJA  Healthcare  Seminar

and  moderated  tl-ie  panel  on  tlie  new  MDRs  and  their  impact

on  study  agreements  and  distribution  contracts.

A  full  program  of  the  seminar  is available  at  https://www.aija.

org/en/event-detail/442  (website  last  visited  on  27  August  20'19).

The  topics  discussed  included  parallel  trade,  the  new

Clinical  Trials  Regulation  ("CTR")2,  the  impact  of  the

new  medical  devices  regulations  ("MDRs")3  on  study

agreements  and  distribution  contracts,  challenges

for  the  healthcare  industry  in  view  of  Brexit,  and  the

Falsified  Medicines  Directive  ("FMD")4.  In  addition,

two  interesting  keynote  speeches  on  portfolio  trans-

formation  and  the  Swiss  regulatory  system  formed

part  of  the  program.

lI.  Summary  of  Keynote  Speeches

and  Panel  Discussions

A.  Keynote  Speech  on  Portfolio  Transforma-

tion  in  Export  Markets

The  seminar  was  kicked-off  with  a keynote  speech

given  by  Dr.  STEFAN  IBING  from  Novartis  Pharma  Ser-

vices  AG  (Switzerland).  The  speaker  provided  practi-

cal  insights  into  portfolio  transformation  of  a phar-

maceutical  company  in  export  markets.  STEFAN  IBING

explained  to the  participants  that  portfolio  trans-

formations  are  often  structured  as asset  deals  and

that  therefore,  business  units  needed  to  be  switched

country  by  country,  asset  by  asset  and  employee  by

employee.  In  a very  interesting  discussion  with  many

questions  raised  by  the  audience,  he  talked  in  detail

about  possible  issues  with  regard  to  the  transfer  of

personnel,  the  transfer  of  product  assets  as well  as

the  reorganization  of  the  supply  chain.  The  speaker

2 Regulation  (EU)  No 536/2014  of  the European  Parliament  and

of the Council  of 16 April  2014 on clinical  trials  on medicinal

products  for  human  use, and  repealing  Directive  2C)01/20/EC

("CTR=].

3 Regulation  (EU) 2017/745 of the European  Parliament  and of

the Council  of  5 April  2017 on medical  devices,  amending  Di-
rective  2001/83/EC,  Regulation  (EC) No 178/2002  and Regula-

tion  (EC] No  1223/2009  and repealing  Council  Directives

90/385/EEC  and 93/42/EEC  ("MDR=)  and Regulation  (E[+)

2017/746 of the  European  Parliament  and of the Council  of

5 April  2017 0l]  in  vitro  diagnostic  medical  devices  and repeal-
ing  Directive  98/79/EC  and  Commission  Decision  2010/227/HU

("IVDRaa] (together  the  =MDRs").

4 Directive  2011/62/EU  of the European  Parliament  and of tl'ie

Council  of 8 June  2011 amending  Directive  200'1/83/EC  on the
Community  code  relating  to medicinal  products  for  human  use,

as regards  the  prevention  of the entry  into  the legal  supply

chain  of  falsified  medicinal  products  (aaFMD=).
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inter  alia  reminded  the  participants  to  always  verify

the  tender  situation,  i. e. to  clarify  whether  there  are

any  open  tenders  that  are  still  unfulfilled,  whether

tender  applications  have  been  filed  and  if  so, what

their  status  is. Clarifying  the  tender  situation  is par-

ticularly  important  in  case  of  a change  in  distributor

in  a respective  country.

B.  Panel  and  Workshop  on  Parallel  Trade

The  panel  moderated  by MARTIN  ABRAHAM  (Czech

Repub1ic)5  and  consisting  of  MAREK  HOLKA  (Slovakial

INDRIKIS LIEPA (Latvial  Dr. PHILIPPE SEILER (Switzer-
land)  and  KOEN T'SYEN  (Belgium)  addressed  experi-

ences  with  parallel  imports  and  exports  of  phar-

maceuticals.  In the  session"s  first  part,  the  panel

discussed  the  legal  situation  in  the  EU  and  the  indi-

vidual  Member  States  as represented  in  the  panel.

The  speakers  inter  alia  critically  assessed  the  le-

gality  of  strategies  pharmaceutical  companies  could

resort  to in  order  to try  limiting  parallel  trade,  such

as  supply  quota  systems,  dual  pricing,  "direct  to

pharmacy"-systems  and  product  life  cycle  manage-

ment  strategies.  The  evaluation  of  these  practices  is to

be  made  under  the  (EU  and  national)  competition  law

rules  and  the  EU  pharmaceutical  regulatory  frame-

work,  including  the  obligation  of  continuous  supply

applying  to  marketing  authorization  holders  and  dis-

tributors.  The  panel  further  discussed  whether  and  to

what  extent  EU  Member  States  are  allowed  to  adopt

legislation  that  restricts  parallel  trade  to tackle  the

problem  of medicine  shortages.  The  speakers  ex-

plained  that  the  validity  of  such  national  legislation  is

to be  assessed  under  the  EU  rules  on  the  free  move-

ment  of  goods.  With  regard  to  Switzerland  and  based

inter  alia  on  the  Swiss  Federal  Supreme  Court"s  deci-

sion  in  the  E1mex-case,6  it  was  concluded  that  restric-

tions  of  passive  sales  were  generally  considered  for-

bidden  restrictions  of competition  unless  justified

for  reasons  of  economic  efficiency  (e.g.  reduction  of

distribution  costs  also  in favor  of end  customersl

whereby  restrictions  of  active  sales  outside  of  a cer-

tain  territory  and  selective  distribution  systems  were

generally  considered  allowed.

In  the  session"s  second  part,  the  active  participation

of  the  audience  was  required,  as a complex  case  sce-

nario  involving  parallel  trade  of pharmaceuticals

was  presented  that  needed  to be analyzed  in  small

groups.  After  short  preparation  time,  each  group

had  to  present  and  plead  its  case  before  the  mock  tri-

bunal  presided  by  Dr.  STEFAN IBING and  consisting  of

the  panelists.  The  key  learning  from  the  mock  trial

was  that  even  if  the  legal  principles  such  as the  princi-

ple  of  proportionality  were  clear,  it  was  far  from  easy

5  Unless  indicated  otherwise,  all  speakers  mentioned  practice

law  at law  'firms  based  in  tl'ie  mentioned  countries.

6  Decision  Swiss  Federal  Supreme  Court  of  28 June  2016,  '143 III

297.

to apply  them  in  practice.  A careful  analysis  is re-

quired  in  light  of  the  factual  circumstances  of  each

individual  case.

C.  Panel  on  the  New  Clinical  Trials  Regulation

Tfmup  AKHUNDOV  (Russial  Dr.  JAN HENNING  MARTENS

(Germanyl  JACKIE MULRYNE  (United  Kingdom)  and

NINA  STUDER (Switzerland)  got  to the  bottom  of  the

new  Clinical  Trials  Regu1ation7  that  has  entered  into

force  on  16  June  20'14,  but  will  only  enter  into  appli-

cation  after  an independent  audit  and  a period  of

six  months  starting  from  a confirmation  notice  pub-

lished  by  the  European  Commission.  It  is currently

estimated  that  the  CTR  will  come  into  application

during  2020.8  The  CTR  harmonizes  the  assessment

and  supervision  process  for  clinical  trials  throughout

the  EU  and  aims  at setting  the  highest  standards  of

safety  for  study  participants  as well  as increasing

transparency  of  trial  information.9  Against  this  back-

ground,  the  panel  pointed  out  that  the  new  CTR  as

"single  entry  point"  particularly  facilitates  multi-

center  studies.  Local  ethics  approval  must,  however,

still  be  obtained.

Specifically  addressed  was  the  rather  tricky  interplay

between  the  CTR  and  the  GDPR.lo  On  the  one  hand,

the  GDPR  provides  that  a data  subject  must  at all

times  be able  to  withdraw  consent  and  request  the

deletion  of  its  data.ll  On  the  other  hand,  according  to

the  CTR,12 a withdrawal  of  the  informed  consent

given  to  take  part  in  a clinical  trial  shall  only  be  pos-

sible  for  the  future  in  the  sense  that  activities  already

carried  out  and  the  use  of  data  obtained  based  on  in-

formed  consent  before  its  withdrawal,  are  not  affect-

ed. The  speakers  called  the  audience's  attention  to

this  issue  and  informed  that  the  European  Commis-

sion  had  addressed  the  interplay  between  the  CTR

and  the  GDPR  in a Q&A  document  published  on

IO April  2019.13  In  this  document,  the  European  Com-

mission  points  out  that  the  informed  consent  in  the

context  of  the  CTR  is a safeguard  and  not  a legal  basis

for  data  processing,  which  is why  it is important  to

distinguish  between  the  requirement  for  consent

from  a person  to  participate  in  a clinical  trial  on  the

7  See  fn.  2 above.

8  See,  e. g., https://ec.europa.eu/health/human-use/clinical-trials/

regulationde  (website  last  visited  on  27 August  20'19).

9  See,  e. g., the  website  of  the  European  Medicines  Agency  at

https://www.ema.europa.eu/en/human-regulatory/researcli-

development/clinical-trials/clinical-trial-regulation  [website

last  visited  on 27 August  20'19).

IO  Regulation  (EU)  2016/679  of  the  European  Parliament  and  of

the  Council  of  27 April  2016  on  the  protection  of  natural  persons

with  regard  to  the  processing  of  personal  data  and  on  the  free

movement  of  such  data,  and  repealing  Directive  95/46/EC  (Gen-

eral  Data  Protection  Regulation]  (=GDPR"].

1l  See  in  particular  Articles  7(3) and  17 GDPR.

12  See  in  particular  Article  28(3)  CTR.

13  Full  text  available  at https://ec.europa.eu/health/sites/health/

files/files/documents/qaclinicaltrialsgdpren.pdf  (website

last  visited  on 27 August  2019).
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one  hand,  and  the  requirements  for  a lawful  process-

ing  of  personal  data  under  the  GDPR.  According  to

the  Commission"s  view,  the  withdrawal  of  consent  to

participate  in  a clinical  trial  under  the  CTR  may,  thus,

not  necessarily  affect  the  processing  of  personal  data

gathered  in  the  context  of  that  trial.  The  personal

data  may  continue  to  be  processed  where  there  is an

appropriate  legal  basis  for  such  processing  under  the

GDPR.  In  such  cases,  the  personal  data  of  that  person

gathered  before  the  withdrawal  shall  be  kept  for  the

purposes  and  under  the  conditions  defined  in  the

study  protocol  and  the  legislation.  Based  on  these

guidelines,  the  speakers  discussed  whether  one

should,  in  a clinical  trial  context,  rather  rely  on  other

grounds  for  the  processing  of  personal  data  than  on

consent,  because  (i) if  consent  is used  as the  lawful

basis  for  processing,  there  must  be  a possibility  for

individuals  to  withdraw  that  consent  at  any  time  and

there  is no  exception  to  this  requirement  provided

for  under  the  GDPR  with  regard  to scientific  re-

search,  and  because  (ii)  withdrawal  of  consent  under

the  CTR  does  not  affect  the  processing  operations

that  are  based  on  other  lawful  grounds,  such  as legal

obligations  of  the  sponsor  and  the  investigator  (e. g.

with  regard  to  adverse  event  reporting).

The  panelists  also  drew  the  audience"s  attention  to

the  small  differences  between  the  CTR  and  current

Swiss  law  and  explained  possible  Brexit-scenarios

with  regard  to  the  implementation  of  the  new  CTR

and  its  impact  on  ongoing  clinical  trials.  Finally,  the

panelists  provided  an  introduction  to  the  Eurasian

Economic  Union  ("EAEU")  unified  market  of  medi-

cines  of  which  inter  alia  Russia  forms  part.

D.  Keynote  Speech  on  the  Challenges

and  Opportunities  of  the  New  MDRs

from  a Swiss  Perspective

Keynote  speaker  Dr.  CARLO  CONTI  (Switzerland)  spoke

on  the  challenges  and  opportunities  faced  by  Swit-

zerland  in  view  of  the  transposition  of  the  MDRs14

into  Swiss  law.  He  particularly  stressed  the  impor-

tance  of  negotiating  -  in  parallel  to  such  transposi-

tion  by  way  of  making  the  necessary  adaptions  to

the  respective  Swiss  laws  (such  as the  TPA,15  the

MedDO,16  etc.)  -  an  update  of  the  mutual  recognition

agreement  in  relation  to  conformity  assessments

("MRA").17  0nly  such  update  would  allow  Switzer-

land  to  continue  participating  in  and  preserving

market  access  to  the  EU  market  as equal  as  today.

The  speaker  further  emphasized  that  it  was  crucial

for  the  Swiss  regulator  (Swissmedic)  to  be able  to

14  See  fn.  3 above.

15  SwissFederalActonMedicinalProductsandMedicalDevices

(Therapeutic  Products  Act  [=TPA=])  (SR  812.2a1).

16  Swiss  Medical  Devices  Ordinance  (=MedDO=)  (SR  812.2'13].

17  Agreement  between  the  European  Community  and  the  Swiss

Confederation  on  mutual  recognition  in  relation  to  conformity

assessment  of  21 June  '1999  (SR  O.946.526.81]  (aMHjVa).

continue  cooperating  intensively  with  the  market

surveillance  authorities  of  the  EU  Member  States.

E.  Panel  on  the  New  MDRs  and  Their  Impact

on  Study  Agreements  and  Distribution

Contracts

MARCO  BLEI  (Italyl  ARNE  FEBER  (Czech  Republicl  DAN

MIHAI  (Romania)  and  the  AUTHOR  (Switzerland)  of  this

seminar  report  (Switzerland)  talked  about  practical

impacts  the  new  MDRs  will  have  on  study  agree-

ments  and  distribution  contracts.  Based  on  the  in-

creased  transparency  demands  posed  by  the  MDRs,

the  panel  inter  alia  addressed  the  new  Unique  Device

Identification  ("UDI")  requirements  as  well  as the  fact

that  rather  extensive  information  on  clinical  studies

with  medical  devices  will  become  publicly  accessible

based  on  their  inclusion  into  the  European  database

on  medical  devices  ("Eudamed").  The  speakers  fur-

ther  pointed  out  that  the  MDRs  provide  for  disclo-

sure  of  quite  far  reaching  design  and  manufacturing

information"s  and  that  stakeholders  should,  thus,  be

even  more  aware  to accurately  protect  their  trade

secrets,  know-how  and  intellectual  property  rights  in

time,  e. g. by  implementing  sufficient  confidentiality

clauses  into  both,  agreements  relating  to studies

with  and  the  distribution  of  medical  devices.

The  panelists  also  discussed  the  interesting  question

of  whether  a manufacturer  of  hi-tech  medical  devices

may  implement  a selective  distribution  system  in  a

manner  that  is compliant  from  a competition  point  of

view.

Further  views  were  exchanged  on  the  impacts  of  the

MDRs  on  liability  clauses  in  distribution  contracts.

Despite  the  MDRs  quite  clear  assignment  of  obliga-

tions  and  liabilities  to  the  manufacturer,  the  autho-

rized  representative  (if anyl  the  importer  and the
distributor,  it  was  deemed  very  important  to  clearly

allocate  liabilities  in  a distribution  contract  between

the  various  subjects  in  the  distribution  chain  and  to

answer  at least  the  following  questions:  Who  is re-

sponsible?  For  what?  And  to  what  extent?

With  regard  to  data  protection  impacts,  besides  the

generally  strengthened  conditions  for  consent  and

the  enhanced  information  rights  as well  as typical

data  protection  clauses  in  distribution  and  clinical

study  contracts,  the  panel  elaborated  on  the  required

content  of  an  informed  patient  consent  to  participate

in  a clinical  study.  Next  to  the  essential  information

on  the  kind  of  personal  data  processed,  the  purpose

as well  as the  legal  basis  for  processing,  the  privacy

information  accompanying  the  consent  form  should

also  include  information  on  how  the  data  subject"s

rights  are  protected.  Specific  consent  requirements

may  apply,  for  instance,  to  the  collection  of  biological

samples  as well  as to  the  further  use  of  personal  data

for  future  scientific  research.

18  See,  e. g.,  Article  10  (4) in  conjunction  with  Annex  II  (3] MDR.
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F.  Brexit-Panel  on  Challenges  for

the  Healthcare  Industry

A  lot  has  already  been  written  and  said  about  Brexit  -

most  of  it  sounds  like  a glimpse  into  the  crystal  ball.

The  panel  consisting  of  Dr.  AMALIA  ATHANASIADOU

(Switzerlandllg  MICHAELA  HERRON  (Ireland)  and  EWAN

TOWNSEND  (United  Kingdoml  however,  managed  to

present  a very  relevant  and  interesting  analysis  of  the

different  Brexit-scenarios  and  the  challenges  for  the

healthcare  industry  (pharma  and  medical  device

companies).

The  panel  not  only  discussed  what  will  happen  to  the

marketing  authorizations  issued  based  on  EU  law,

but  also  explained  that  Brexit  gives  raise  to  supply

chain  challenges,  such  as the  need  of  finding  a bal-

ance  between  the  fear  of  "out  of  stock"  versus  the  risk

of  overstocking.  Also  other  challenges,  such  as the

end  of  free  movement  of  goods,  questions  of  infra-

structure  locations  and  concerns  with  regard  to

quality  risks  due  to  delays  at the  border  were  ad-

dressed.  Interestingly  enough,  pharma  companies

may  have  reservations  about  working  with  service

providers  having  their  servers  in  the  UK,  due  to  ques-

tions  of  data  protection.

The  speakers  further  pointed  out  that  there  were  dif-

ferent  possible  scenarios  to  keep  in  mind  with  regard

to  the  exhaustion  of  intellectual  property  rights  and

parallel  trade  as  the  UK  will  have  to  choose  which  ex-

haustion  regime  to  apply:  international  exhaustion,

exhaustion  within  the  EEA  (regionall  or  national  ex-

haustion.

With  regard  to  medical  devices,  a hard  Brexit  would

mean  inter  alia  that  an authorized  representative

must  be  established  within  the  EU27  and  that  UK  no-

tified  bodies  would  no  longer  be  listed  on  the  EU

Commission"s  information  system.

a.  Panel  on  the  Falsified  Medicines  Directive

The  panel  consisting  of  MICHAL  CHODOREK  (Polandl

PER HEDMAN  (Swedenl  CLARA  PIREZ  (France)  and  BAR-

BORA VRABLOVA  (Czech  Republicl  moderated  by  ILJA

CZERNIK  (Germanyl  introduced  the  Falsified  Medi-

cines  Directive.2o  The  audience  was  informed  that

the  safety  features  provided  for  by  the  FMD  applying

since  9 February  2019,  such  as the  inclusion  of  a

Unique  Identifier  ("UI")  on  the  outer  packaging  as

well  as a device  allowing  verification  of  whether  the

packaging  has  been  tampered  with  (so  called  Anti-

Tempering  Device  ["ATD"]I  needed  to  be  mandatori-

ly  followed  for  prescription  drugs  (unless  for  pre-

scription  drugs  listed  on the exemption  listl  but  not

for  OTC-products  (unless  for  OTC-products  listed  on

the  mandatory  list).  The  panel,  however,  cautioned  to

bearin  mind  that  each  EU  Member  State  had  the  op-

portunity  to  be  stricter,  so the  locally  applicable  re-

quirements  should  always  be  checked.  The  speakers

further  explained  that  the  FMD  was  only  applicable

to  drugs  for  human  use  placed  on  the  European  mar-

ket,  but  not  to  veterinary  use  products.

According  to  the  panelists,  the  biggest  challenges  in

implementing  the  FMD  lie  with  the  middle  of  the  sup-

ply  chain,  because  both,  the  manufacturer"s  responsi-

bilities  (e. g. to  seal  the  products,  to  affix  the  UI  and

upload  it  to  the  European  hub  [the  EMVS21])  and  the

dispensing  healthcare  institution"s  duties  (e. g. to  ver-

ify  and  decommission  eachproduct  againstthe  EMVS

and  national  verification  systems)  are  quite  clearly

regulated.  This  is,  however,  not  the  case  with  regard

to the  responsibilities  of  wholesalers  and  distribu-

tors,  despite  the  Commission  Delegated  Regulation

(EU)  2016/16122  detailing  how  medicine  authenticity

shallbeverified  andbywhom.  In  general,  Article  IO of

the  Commission  Delegated  Regulation  states  that  also

wholesalers  must  verify  the  authenticity  of  the  UI  and

the  integrity  of  the  ATD.  Chapter  V then,  however,

only  addresses  the  case  of  a middle  supply  chain  con-

sisting  of  one  wholesaler  only.  I. e., it  remains  unclear

if  and  to  which  extent  the  safety  features  must  be  veri-

fied  as well  by  other  stakeholders  of  the  supply  chain,

such  as distributors,  sub-distributors  or  logistic  pro-

viders.  The  speakers  further  pointed  out  that  verifica-

tion  of  compliance  was  additionally  complicated  as

there  are  no  aggregated  product  codes.  It  is,  thus,  not

sufficient  to  check  one  code,  but  every  single  code  and

package  must  be  checked,  which  is impracticable.

lll.  Closing  Remarks

The  first  AIJA  Healthcare  Seminar  has  shown  the

need  for  a forum  to  exchange  views  and  practical  ex-

periences  in  the  highly  regulated  field  of  life  sciences.

Both,  in-house  and  external  counsels  of  pharma-

ceutical  as well  as medical  device  companies  benefit

from  such  exchange  in  their  daily  practice.

The  seminar  in  Zurich  was  hopefully  only  a first  step

in  this  direction.  In  any  case,  the  AIJA  Healthcare

Special  Interest  Group  is already  planning  further

seminars  and  expects  to  organize  them,  in  the  near

future,  as formal  AIJA  Commission.

19  In-house  counsel/industry  speaker.
20  See fn. 4 above.

21 EMVS  stands  for  the  European  Medicines  Verification  System.

22  Commission  Delegated  Regulation  (EU) 2016/161 of  2 0ctober
2015 supplementing  Directive  2001/83/EC  of  the  European  Par-

liament  and of the Council  by laying  down  detailed  rules  for

the safety  features  appearing  on the packaging  of medicinal

products  for  human  use.
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