(-etish naevn

for leegemiddelindustrien

Guidance on reporting a case to ENLI



(~eti5h naavn

for leegemiddelindustrien

INDEX

PUIrPOSE OFf the UILE .c..eeie ettt e st s. 3
WWW.ENILAK. .o e ere e e e e e eeaeas s. 4
ENGliSh WEDSIAE..... e et e e e e e e e e e e aaaaas s. 5
0= o DO PRSPPI s. 6
Select the type of case you want t0 report.......ccceecceeceeecceeeciee e e s. 7
Reporting @ COMPaNY EVENT..... ..t e e e e e s. 8
Reporting a sponsorship to third parties........ccceecvee e s. 16
Reporting an exhibition Stand..........ccccoeveice e e s. 24
Reporting a sponsorship to participation ........ccceecveevve e, s. 29
Reporting promotional material..........cooeiieie e s. 37
Reporting a request for pre-approval ... e e e s.42
RepOorting @ COMPIAINT......oooceie ettt aee e eraeeanee s.47
(= oo  au T g Y=Y o I=T o] o =T | PO TR s.53

21.04.2020 2



http://www.enli.dk/

(~eti5h naavn

for leegemiddelindustrien

Purpose of the reporting guide

The purpose of this guide is to help new users through ENLI’s reporting procedure. The next
three pages (pp. 4 - 6) show how to access the reporting system. This procedure must be
followed regardless of the type of case you are reporting. After page 6 you can use the guide to
find the specific information for the type of report you are about to start.

You can report the following type of cases:
*Report - Professional events
* Company event
* Sponsorship to third parties
* Exhibition stand
* Sponsorship to participation
- Promotional material
*Pre-approval
*Complaint
*Appeal

The information in this guide cannot stand alone. To gain full knowledge of the rules, please
refer to ENLI’s guidance to the Promotion Code.
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Lezgemiddelindustrien

Regler +

Europakort - bespisningslofter

Select ENLI's English website

Offentliggjorte sager +
Nyhedsbreve
Regioner - aftaler +

Samarbejder med
patientforeninger

Samarbejder med NYT Tilsluttede virksomheder
hospitaler/donationer
Nyhedsbrev den 17. april 2020 Her kan du se, hvilke virksomheder, der er tilsluttet
Eksterne parter de branchestiske regler og selvjustits under ENLI s
kompetence.

Ankenzvnet . - . .
+ Engelsk version af ENLI “s Dokumentationsguide er

Arsberetninger og sagsstatistik  + nu tilgaengelig

Tidsfrister @ Lexs mere

Ofte stillede spgrgsmal om +

ENLI's anmeldersite o -
Formal og funktion ERsterne parter

Persondatapalitik (GDPR) +
Formdlet med ENLI er at sikre et professionelt, ENLI har udarbejdet en guide til brug for bl.a.
sagligt og uathzengigt samarbejde mellem de medicinske selskaber og andre, der samarbejder
tilknyttede lzzgemiddelvirksomheder og med de lzzgemiddelvirksomheder, der er tilsluttet
sundhedsvaesenets pvrige parter, samt at sikre ENLI.

Anmeld, klag, seg oi 3benhed om de tilsluttede virksomheders

iy . ) Du har mulighed for at l=se ENLI s guide om
forhandsgodkendelse samarbejde med deres interessenter.

gkonomisk sponsorstette og udstillingsstande her.

eller indgiv anke.

() L=s mere @) L=s mere




Report at ENLI's webside

Click on the red icon on the left of
the page to report an event or

promotional material
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== P4 dansk SEARCH

About ENLT +
Rules +
Thresholds for meals & drinks

Case management, penalties and
fees

Deadlines

Collaboration with the Danish ~ +
Regions

-

Reporting

/ N

urpose

Function

The purpose of ENLI is to ensure a professional,
factual and independent collaboration between the
affiliated pharmaceutical companies and the
healthcare sector's other parties, and to ensure
openness about the affiliated companies'
cooperation with their stakeholders.

@) Read more

ENLI controls and sanctions that the pharmaceutical
companies affiliated with ENLT comply with the
Danish legislation and industry ethics. That is, rules
that regulate the pharmaceutical companies’
collaboration with and information for healthcare
professionals, decision makers, patient associations
and hospitals.

@ Read more

The parties behind

Affiliated companies

ENLI is established by the Danish Association of the
Pharmaceutical Industry (Lif), the Danish Generic
and Biosimilars Medicines Industry Association
(IGL), and the Danish Association for Parallel
Importers of Medicines. In addition, a number of
associations and companies outside the above-

mentioned associations have the opportunity to join

Here you can see which companies are subject to
the ethical rules under ENLI's jurisdiction.
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Select “Log in”
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www.enli.dk

Front page CaseType
FAQ
Log

Danish reporting site

ENLI's privacy policy

Ethical Committee for the
Pharmaceutical Industry
Lersg Parkalle 101

2100 Kgbenhav

3920 2575

Pho!

sekretariat@enli.dk

(Choose type of case) v




Log in
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www.enli.dk

Front page
FAQ

Log in

Danish reporting site

ENLI's privacy policy

Ethical Committee for th

™

Pharmaceutical Industry
Lersg ParkAlle 101
2100 Kebenhavn @

Phone: 3920 2575

sekretariat@enli.dk

Login

Email: ® /

Password LTITIT )
D Remember me on this computer

Forgotten password

Send password

Enter your email:

Create a new user

=
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Use this box if you previously
have entered your email address
and received a password.

Enter your email address and we
will send a password to your
email address.

If you are a new user, press “New
user” to proceed.




Select the type of case you wantto  €S€USR neevn

report
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CaseType (Choose type of case) V|
¢

— | From the drop down menu select the

\ type of case you want to|report.
(-etish naavn End with "Create Case"

for leegemiddelindustrien

www.enli.dk

Front page CaseType Choose type of case] D
FAQ Report

T Prahappruval

Cha assword Complaint

Log out Appeal

Danish reporting site
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If you are only able to choose between

www.enlldi “complaint” and “Appeal” you are not
Front page CaseType mJ" < |Ogg€d |n.
FAQ Appeal
LogIN G
For log in, select "Log in" (turn to page 5

— | for further information).
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www.enli.dk

Front page CaseType | Report v| Did you choose the right type of case?
FA

~ _Q - ReportType | Professional evenis V| Did you choose the right type of report?
Change password

Log out EventType v

Danish reporting site \

ENLI's privacy policy



Reporting a company event 3elisk naevn

page 1
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www.enli.dk Company event Page 1 - Reporter

My company is affiliated with ENLI

Front page

I represent the following affiliated company:
Reporter "s email : .

Reporter 's name : *

Reporter s title :
ENLI's privacy policy
P ) : Reporter “s direct telephone number: *
Reporter “s mobile number :

The reference person of the case :

The relevant email :

Fields with * must be filled in.

Ethical Committee

Pharmaceutical Industry Page 1 of 4 Next =>
Lersg Parkalle 101
2100 Kebenhav




Reporting a company event

page 2

(-etish NGV
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www.enfi.dk

Front page

FAQ

Danish reparting site

ENLI's privacy policy

It is the reporters/person requesting the pre-
approval/complainant/appellants obligation to ensure that all reported
information is correct, accurate and adequate. ENLI may require
documentation for all reported information,

Title :

Venue :

City:

COUNTRY :

Opening of the event :

Closing of the event :

Company event Page 2 - Details

Time:

Time:

(~eti5h naavn

for leegemiddelindustrien

The venue must not be known for its
entertainment  facilities or  appear
extravagant or luxurious - which means no
use of 5-star hotels, castles, manor houses,
mansions, estates and beach hotels, etc.

For further information, please refer to
Article 13 (10) of the Guidance to the
Promotion Code.

10
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Reporting a company event

page 2 (hospital-employed HCP)

il et ol mrene [ If you wish to invite healthcare professionals employed at Danish

Hospitals, the invitation must be sent for approval to the hospital
management for each region. The hospital management selects

how many and which healthcare professionals may participate in

The invitation is wholly or partly aimed at healthcare
professionals employed at hospitals:

your event.
Regon ovedstacen [
Region Sjzllan [
Reqion 9y [
Region i
: D \ This should only be selected if the event is aimed wholly or
— D partially at hospital-employed healthcare professionals

11
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Reporting a company event

page 2 (catering)

Remember to specify the costs (especially for

meeting packages) for breakfast, lunch, dinner

and catering during the day.

Is your company paying for any meals/refreshments? v

Nunber o dae ” - If breakfast is included in hotel accommodation,
please state this in the field: "Other comments".

Meals/refreshments per person in DKK incl. VAT per day 1:
Keep in mind that the price-cap is not the same
in all EFPIA countries, why it is important to
examine if all limits are met.

Breakfast:

Lunch:

Dinner: Please refer to EFPIA meal-cap chart:
e e e http://www.enli.dk/en/thresholds-for-meals-
FEITESNMENTS Unng the aay. o

drinks/
Total amount per day: *

For meals in countries outside EFPIA countries,
Other comments: price levels are based on the Danish price-cap.

For further information, please refer to Article
13 (7) and (8) of the Guidance to the Promotion

Total meals/refreshments paid per person * Code.

12


http://www.enli.dk/en/thresholds-for-meals-drinks/

(~eti5h naavn

for leegemiddelindustrien

Reporting a company event

page 2 (t ra n S po rt) If flight expenses are covered, please state flight

/ class (ex. Economy class). If transport is not
re o company paying for transports - booked at the time of reporting to ENLI, please

Tatal transport costs per person in DKK incl. VAT state in "Other comments”:

Departure time : Time: *type of transport (ex. flight, train), if any

Arrival time ¢ Time: *flight class

Departure time of return : Time: *arrival and departure time or:

Arrival (returm) : Time: Eg:"Flight have not yet been booked, but
Is your company paying for accommodation? O participants fly at economy class and travel in

Total cost of accommodation per person in DIACinel. VAT connection to the opening and closing time of

Hotel name :

the event".

Hotel adress :

For further information, please refer to Article
13 (5-7) of the Guidance to the Promotion Code.

If your company has paid for additional expenses than those reported
above, or if you have any additional information relevant to the review,
lease enter the information here or attach it on the next page

Your company s PO-number:

Your company s reference AccommOdation mUSt Comply With the Same
for use by ENLI's nandiing of the case and may be used for statioical | requirements as venues, ie. no accommodation
urposes and that decisions on the basis of the information resulting in . .
EalnEtic.ms‘, Lr@y be published on therENLI_wabsite in accordance witl’?the that appear IuXu rlous' Cf_ Artlcle 13 (10) of the
rules, including The General Data Protection Regulation (GDPR).
Fields with * must be filled in. Promotion Code.

<< Back Page 2 of 4 Ne

13



Reporting a company event
page 3 (attach documents)
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www.enli.dk
Attach program: * Gennemse...
Front page Attach your company's invitation to the participants:
o 0 ¥ pany P P Gennemse...
Attach appendix : Gennemse...

Multiple attachments can be uploaded. Simply repeat the proce;
o o "browse - add attachment" for each desired appendix that you wish to
Danish reporting site attach.
Please note that the size of the attached files must not exceed 50 Mb per
ENLI's privacy policy file

Fields with * must be filled in.

<< Back Page 3 of 4 Next >>

Attach appendix

Company event Page 3 - Attach

'\

(~etish naavn

for leegemiddelindustrien

If you have special considera-
tions in connection with the
choice of venue, accommoda-
tion, transport, program,
catering etc.,, please attach
(e.g. in a word document)
your considerations.

Remember that the compulsory information (the information in Article 5 (1) of
the Promotion Code) must be an integrated part of the invitation, if trade
names or generic names are stated in the invitation. For further information,
please refer to ENLI’s guidance to the Promotion Code, Re Article 3 (1).

14



Reporting a company event
page 4 (approve the report)

Company event Page 4 - Accept
Please approve the reported information

My company is affiliated with ENLI

I represent the following affiliated company:

Is your company paying for accommodation? [
Total cost of accommedation per person in DKK incl. VAT :
Hotel name

Hotel adress :

If your company has paid for additional expenses than those reported
above, or if you have any additional information relevant to the review,
please enter the information here or attach it on the next page

Your company "s PO-number:
Your company 's reference

I hereby agree that all reported information may be registered by ENLL
for use by EMLI's handling of the case and may be used for statistical
purposes and that decisions on the basis of the information resulting in
sanctions, may be published on the ENLI website in accordance with the
rules, including The General Data Protection Regulation (GDPR).

Attach program: anmeldelse til ENLT .docx

Attach your company's invitation to the participants:

invitation.decx

Multiple attachments can be uploaded. Simply repeat the procedure
"browse - add attachment” for each desired appendix that you wish to
attach.

Please note that the size of the attached files must not exceed 50 Mb per
file

<<= Back Page 4 of 4

(~eti5h naavn
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Before you select "Approve", please check if all
relevant information and documents appear in
your report. It is the notified documentation
that is examined if the report is selected in a
random control.

This means that if your case is selected in a
random control, you cannot subsequently
change the reported material and thereby
bring the report in accordance with the rules in
order to avoid penalty, cf. The Promotion Code,
Article 21(4).

Remember, only press "Approve" once (you
send a report for each time you press
"Approve").

Once you have selected "Approve", you will -
within 5-10 minutes - receive a receipt for your
report. However, it may take longer if you have
send large and/or many attachments along
with your report.

————— T T T

15



Report a sponsorship to third parties

(-etish NV
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www.enli.dk

Front page
FAQ
Change password

Log out

Danish reporting site

ENLI's privacy policy

CaseType

ReportType

EventType

|Report v|

‘ Professional evenfs v ‘

Did you choose the right type of case?

Did you choose the right type of report?

Sponsorship to third parfies K4

Create case

AN
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Report a sponsorship to third parties @ISR &N

page 1

Sponsorship to third parties Page 1 - Reporter

My company is affiliated with ENLI

I represent the following affiliated company:
Reporter “s email :
Reporter "s name :
Reporter “s title :
Reporter s direct telephone number:
Reporter “s mobile number :

The reference person of the case :
The relevant email :

Fields with * must be filled in.

Page 1 of 4 Next >>

17



Report a sponsorship to third parties @ISR &N

page 2

Sponsorship to third parties Page 2 - Details

It is the reporters/person requesting the pre-
approval/complainant/appellants obligation to ensure that all reported

information is correct, accurate and adequate. ENLI may require

documentation for all reported information.

Title - . The venue must not be known for its
entertainment facilities or appear

Venue : * . .
extravagant or luxurious - which

City : . means no use of 5-star hotels,

CounTRY - ) castles, manor houses, mansions,
estates and beach hotels, etc.

Opening of the event : Time: *

Closing of the event : Time: ) For further information, please refer

The organizers name : . to Article 13 (10) of the Guidance to
the Promotion Code.

Organizer 's CVR-number.

Total amount given in sponsorship, incl. VAT : *

18



Reporting a sponsorship to third parties@@SUSR NN

page 2 (hospital-employed HCP)

(Wil e) sent o hospital management [

This page is only relevant if the sponsorship
is given to a hospital in connection to the
hospital's continuity training events.

The invitation is wholly or partly aimed at healthcare
professionals employed at hospitals:

Regon ovedstacen [

Region Sjzllan [

Reqion 9y [

Region Mid D If a sponsorship is given to a hospital in
connection to the hospital's continuity

Regon Mo I training events, please select the region
where the hospital is located.

19



Reporting a sponsorship to third parties@@SUSR NN

page 2 (catering)

Remember to specify the costs (especially for
meeting packages) for breakfast, lunch, dinner
and catering during the day. Please attach a

Is your company paying for any meals/refreshments? v bUdgEt-

Number of days f X If breakfast is included in hotel accommodation,
o please state this in the field: "Other comments".
Meals/refreshments per person in DKK incl. VAT per day 1:
Breakfast: Keep in mind that the price-cap is not the same
in all EFPIA countries, why it is important to

Lunch: examine if all limits are met.

Dinner:

Please refer to  EFPIA  meals list:
refreshments during the day: http://www.enli.dk/en/thresholds-for-meals-
drinks/
Total amount per day: *
Other comments: For meals in countries outside EFPIA countries,
/ price levels are based on the Danish price-cap.
For further information, please refer to Article
, ‘ 13 (7) and (8) of the Guidance to the Promotion
Total meals/refreshments paid per person *

Code.

20



http://www.enli.dk/en/thresholds-for-meals-drinks/

Reporting a sponsorship to third parties(

page 2 (transport)

Is your company paying for transport? |:| L

Total transport costs per person in DKK incl. VAT

Departure time : Time:

Arrival time : Time:

Departure time of return : Time:

Arrival (return) : Time:
Is your company paying for accommeodation? [l

Total cost of accommodation per person in DKK incl. VAT :

Hotel name :

Hotel adress :

If your company has paid for additional expenses than those reported
above, or if you have any additional information relevant to the review,
lease enter the information here or attach it on the next page

Your company s PO-number:
Your company 's reference

I hereby agree that all reported information may be registered by ENLT [ ] *
for use by ENLI's handling of the case and may be used for statistical
purposes and that decisions on the basis of the information resulting in
sanctions, may be published on the ENLI website in accordance with the
rules, including The General Data Protection Regulation (GDPR).

Fields with * must be filled in.

<< Back Page 2 of 4 Ne

If the sponsorship covers air transport, please
state the flight class (e.g. Economy class).

Note that different rules apply depending on
whether the participants/speakers fly inside or
outside Europe.

For further information please refer to Article
13 (5-7) of the Guidance to the Promotion Code.

Accommodation must comply with the same
requirements as venues, i.e. no accommodation
that appear luxurious, cf. Article 13 (10) of the
Promotion Code.

21
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Reporting a sponsorship to third parties@@SUSR NN

page 3 (attach documents)

(:etish naavn
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Sponsorship to third parties Page 3 - Attach
Attach program: = e

www.enli.dk

Front page

Attach a sponsorship agreement: * Gennemse...

o Attach your company's invitation to the participants: Gennemse...

Danish reporting site Attach appendix : Gennemse. .. |Attach appendix

Multiple attachments can be uploaded. Simply repeat the procedure
"browse - add attachment” for each desired appendix that you wish to
attach.

ENLI's privacy policy

Please note that the size of the attached files must not exceed 50 Mb pe
file

ith * must be filled in.

<< Back Page 3 of 4 Next >>

Ethical Committee for t

]

Pharmaceutical Industry

Lersg ParkAlle 101

2100 Kebenhavn @

Attach the organizer’s budget for the event.

If you have any considerations in relation to the choice of venue,
accommodation, transport, program, catering etc., please attach
your considerations in the report (e.g in a word document).

22
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Reporting a sponsorship to third pa rties@eSUSR Neevn

page 4 (approve the report)

Page 4 - Accept
Please approve the reported information

My company is affiliated with ENLI

I represent the following affiliated company:

Is your company paying for accommodation? |

Total cost of accommedation per person in DKK incl. VAT :
Hotel name

Hotel adress :

If your company has paid for additional expenses than those reported
above, or if you have any additional information relevant to the review,
please enter the information here or attach it on the next page

Your company "s PO-number:
Your company 's reference

I hereby agree that all reported information may be registered by ENLL
for use by EMLI's handling of the case and may be used for statistical
purposes and that decisions on the basis of the information resulting in
sanctions, may be published on the ENLI website in accordance with the
rules, including The General Data Protection Regulation (GDPR).

Attach program: anmeld til ENLT .docx

Attach your company's invitation to the participants:

invitation.decx

Multiple attachments can be uploaded. Simply repeat the procedure
"browse - add attachment” for each desired appendix that you wish to
attach.

Please note that the size of the attached files must not exceed 50 Mb per
file

<<= Back Page 4 of 4

Before you select "Approve", please check if all
relevant information and documents appear in your
report. It is the notified documentation that is
examined if the report is selected in a random
control. This means that if your case is selected for
inspection, you cannot subsequently change the
reported material and thereby bring the report in
accordance with the rules in order to avoid sanction,
cf. The Promotion Code, Article 21(4).

Please ensure that the following information is
provided:

* Date of when sponsorship commitments are given
* Correct amount for catering (if catering is covered)
* Flight class (if sponsorship covers air transport)

Remember, only press "Approve" once (you send a
report for each time you press "Approve"). Once you
have selected "Approve", you will - within 5-10
minutes - receive a receipt for your report. However,
it may take longer if you have send large and/or
many attachments along with your report.

23




Reporting an exhibition stand SRy
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www.enli.dk

Front page CaseType [Report | Did you choose the right type of case?
FAQ ReportType | Professional events A |
it EventType Exhibition stand w

- ; Create case

ENLI's privacy policy

Ethical Committee for the
Pharmaceutical Industry

Lersg Parkalle

24



Reporting an exhibition stand SRy

page 1

(:etish Nna2vn

for leegemiddelindustrien

www.enli.dk Page 1 - Reporter

My company is affiliated with ENLI

Front page

I represent the following affiliated company:
Reporter "s email : .

Reporter 's name : *

Reporter s title :
ENLI's privacy policy
P ) : Reporter “s direct telephone number: *
Reporter “s mobile number :

The reference person of the case :

The relevant email :

Fields with * must be filled in.

Ethical Committee

Pharmaceutical Industry Page 1 of 4 Next =>
Lersg Parkalle 101
2100 Kebenhav

25
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Reporting an exhibition stand

page 2

/| Section 13 (10) regarding venues does

www.enli.dk Exhibition stand Page 2 - Dftails nOt apply the purchase Of exhibition
It is the reporters/person requesting the pre-
Front page approval/complainant/appellants obligation to ensure that all reported
rontpag information is correct, accurate and adequate. ENLI may require Sta n dS .

FAQ

documentation for all reported information.

Title : *

T o . However, it must be determined
. . whether it is a purchase of an exhibition

ENLI's privacy policy : N .

i ) stand or actually a sponsorship. It is the
COUNTRY :
, price per square meter that is decisive.

Opening of the event : Time: *
Closing of the event : Time: * . o X
e s e ) When buying an exhibition stand, it can

Ethical Committee for the

i be reckoned that a square meter price
Pharm cal Indu y rganizer s -number. . .
Lersa parklle 101 of DKK 2,000 including VAT for a whole-
2100 Kgbenhavn @ Square meter prize in DKK for exhibition stand, incl. VAT : * . .

020 2575 day event in a rented, external location
sekretariat@enli.dk If your company has paid for ét:]ditiorjal expenses than those repor‘tled . .
Slesee antr th information here r alsch it on the et gage with  about 50-80 delegates is

acceptable. A higher square meter price
would only be acceptable if so indicated
by the market price due to the
possibility of exposure or the like.

Ph

Your company “s PO-number:
Your company ’s reference

I hereby agree that all reported information may be registered by ENLT [ *
for use by ENLI's handling of the case and may be used for statistical

B oy o e o e e For further information, please refer to
Article 18 (3) of the Guidance to the

rules, including The General Data Protection Regulation (GDPR).
<< Back Page 204 next > | Promotion Code

Fields with * must be filled in.

26



Reporting an exhibition stand SRy

page 3 (attach documents)

(:etish naavn
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Exhibition stand Page 3 - Attach

Attach program: * Gennemse...
Front page Attach contract: * Gennemse...

www.enli.dk

FAQ

Change password Attach appendix : Gennemse... Attach appendix
Llalye pPdesWuiud
Log out Multiple attachments can be uploaded. Simply repeat the procedure
"browse - add attachment” for each desired appendix that you wish to
Danish reporting site attach.

Please note that the size of the attached files must not exceed 50 Mb per

ENLI's privacy policy file

Fields with * must be filled in.

<< Back Page 3 of 4 Next >>

Ethical Committee for the

Pharmaceutical Industry
Lersg Parkalle 101
2100 Kebenhav

Phone: 3920 2575

n @

sekretariat@enli.dk

27



Reporting an exhibition stand
page 4 (approve the report)

Page 4 - Accept
Please approve the reported information

My company is affiliated with ENLI

I represent the following affiliated company:

Is your company paying for accommodation? (]

Total cost of accommodation per person in DKK incl. VAT :
Hotel name :

Hotel adress :

If your company has paid for additional expenses than those reported
above, or if you have any additional information relevant to the review,
please enter the information here or attach it on the next page

Your company s PO-num ber:
Your company “s reference

I hereby agree that all reported infoermation may be registered by ENLI /]

for use by ENLI's handling of the case and may be used for statistical
purposes and that decisions on the basis of the in ion resulting in
sssssssssss y be published on the ENLI website in accordance with the

rules including The General Data Protection Regulation (GDPR).

Attach program: anmeldelse til ENLI .docx

Attach your company's invitation to the participants:

invitation .doex

Multiple attachments can be uploaded. Simply repeat the procedure
"browse - add attachment” for each desired appendix that you wish to
attach.

Please note that the size of the attached files must not exceed 50 Mb per

file

<< Back Page 4 of 4

(~etish naavn

for leegemiddelindustrien

Before you select "Approve", please check if all
relevant information and documents appear in your
report. It is the notified documentation that is
examined if the report is selected in a random
control. This means that if your case is selected for
inspection, you cannot subsequently change the
reported material and thereby bring the report in
accordance with the rules in order to avoid sanction,
cf. The Promotion Code, Article 21(4).

Please ensure that the following information is
provided:

* The size of the exhibition stand (number of sqm?2)

* Number of expected participants

* The exhibition stand is separate from the profes-
sional content of the event

Remember, only press "Approve" once (you send a
report for each time you press "Approve"). Once you
have selected "Approve", you will - within 5-10
minutes - receive a receipt for your report. However,
it may take longer if you have send large and/or
many attachments along with your report.

28




Report a sponsorship to participation  @SSUSR neevn

(:etish Nnaevn

for leegemiddelindustrien

www.enli.dk

Front page CaseType [Report v Did you choose the right type of case?
FAQ ReportType | Professional events ~ |

Change password

o out EventType v

Create case
Danish reporting site

ENLI's privacy policy

Ethical Committe

Pharmaceutical Industry
Lers@ ParkAlle 101
2100 Kebenha

3920 2575

Phon

sekretariat@enli.dk
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Report a sponsorship to participation @ISR NV

page 1

: Page 1 - Reporter

My company is affiliated with ENLI

I represent the following affiliated company:
Reporter “s email :
Reporter "s name :
Reporter “s title :
Reporter s direct telephone number:
Reporter “s mobile number :

The reference person of the case :
The relevant email :

Fields with * must be filled in.

Page 1 of 4 Next >>
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Report a sponsorship to participation

page 2

It is the reporters/person requesting the pre-
approval/complainant/appellants obligation to ensure that all reported
information is correct, accurate and adequate. ENLI may require
documentation for all reported information.

Title :

Venue :

City :

COUNTRY :

Opening of the event :

Closing of the event :

The organizer 's name :

Organizer 's CVR-number.

Total amount given in sponsorship, incl. VAT :

Time:

Time:

Page 2 - Details

aeliskR Naevn

® for leegemiddelindustrien

The venue must not be known for its
entertainment  facilities or  appear
extravagant or luxurious - which means no
use of 5-star hotels, castles, manor houses,
mansions, estates and beach hotels, etc.

For further information, please refer to
Article 13 (10) of the Guidance to the
Promotion Code.

31




Reporting a sponsorship to participatiofsSISR.NeVn

page 2 (hospital-employed HCP)

This page is only relevant if the invitation is wholly or partially

(Wil e) sent o hospital management [ : _ _
directed at hospital-employed health professionals.

The invitation is wholly or partly aimed at healthcare
professionals employed at hospitals:

Region Hovedstaden

If you wish to invite healthcare professionals employed at Danish
Hospitals (e.g. to a congress), the invitation must be sent for appro-
val to the hospital management. It is the hospital management who
selects which healthcare professionals may participate in the event
offered.

Region Sjlland

Region Sy

Region Mid

— Ca C3a3 C43a 43

Region Nord

Select the region(s) where the invitation is sent to.
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Reporting a sponsorship to participatiofsSISR.NeVn

page 2 (catering)

Remember to specify the costs (especially for

meeting packages) for breakfast, lunch, dinner

and catering during the day.

Is your company paying for any meals/refreshments? v

Nunber o dae ” - If breakfast is included in hotel accommodation,
please state this in the field: "Other comments".

Meals/refreshments per person in DKK incl. VAT per day 1:
Keep in mind that the price-cap is not the same
in all EFPIA countries, why it is important to
examine if all limits are met.

Breakfast:

Lunch:

Dinner: Please refer to EFPIA meals list:

s it ht'_cp://Www.enIi.dk/en/thresholds-for-meaIs-
drinks/

Total amount per day: *

For meals in countries outside EFPIA countries,
Other comments: price levels are based on the Danish price-cap.

For further information, please refer to Article
13 (7) and (8) of the Guidance to the Promotion

Total meals/refreshments paid per person * Code.
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http://www.enli.dk/en/thresholds-for-meals-drinks/

Reporting a sponsorship to participatio

page 2 (transport)

Is your company paying for transport?

Total transport costs per person in DKK incl. VAT
Departure time :

Arrival time :

Departure time of return :

Arrival (return) :

Is your company paying for accommeodation? [l

Total cost of accommodation per person in DKK incl. VAT :
Hotel name :

Hotel adress :

Time:
Time:
Time:

Time:

If your company has paid for additional expenses than those reported
above, or if you have any additional information relevant to the review,
lease enter the information here or attach it on the next page

Your company s PO-number:
Your company 's reference

I hereby agree that all reported information may be registered by ENLT [ ] *
for use by ENLI's handling of the case and may be used for statistical
purposes and that decisions on the basis of the information resulting in
sanctions, may be published on the ENLI website in accordance with the
rules, including The General Data Protection Regulation (GDPR).

Fields with * must be filled in.

AN

<< Back Page 2 of 4 Ne

If the sponsorship covers air transport, please
state the flight class (e.g. Economy class).

Note that different rules apply depending on
whether the participants/speakers fly inside or
outside Europe.

For further information please refer to Article
13 (5-7) of the Guidance to the Promotion Code.

Accommodation must comply with the same
requirements as venues, i.e. no accommodation
that appear luxurious, cf. Article 13 (10) of the
Promotion Code.
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Reporting a sponsorship to participatiofsSISR.NeVn

page 3 (attach documents)

(-etish naevn

for legemiddelindustrien

Sponsorship to participation Page 3 - Attach

Attach program: * Gennemse...
Front page Attach your company's invitation to the healthcare Gennemse...

FAQ professionals: *

www.enli.dk

Attach appendix : Emmyes You can optionally attach a
Multiple attachments can be uploaded. Simply repeat the procedure bUdget that ShOWS WhICh
Danish reporting site Provse - add atachment o each desred appendi that you i to \ expenses the sponsorship

covers.

Please note that the size of the attached files must not exceed 50 Mb per
ENLI's privacy policy file

<< Back Page 3 of 4 Next >>

Ethical Committee for the

Pharmaceutical Industry

If you have any considerations in relation to the choice of venue, accommodation,
transport, program, catering etc., please attach your considerations.

Lersg ParkAlle 101

sekretariat@enli.dk
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Reporting a sponsorship to participatio
page 4 (approve the report)

Page 4 - Accept
Please approve the reported information

My company is affiliated with ENLI

I represent the following affiliated company:

Is your company paying for accommodation? [
Total cost of accommedation per person in DKK incl. VAT :
Hotel name

Hotel adress :

If your company has paid for additional expenses than those reported
above, or if you have any additional information relevant to the review,
please enter the information here or attach it on the next page

Your company "s PO-number:
Your company 's reference

I hereby agree that all reported information may be registered by ENLL
for use by EMLI's handling of the case and may be used for statistical
purposes and that decisions on the basis of the information resulting in
sanctions, may be published on the ENLI website in accordance with the
rules, including The General Data Protection Regulation (GDPR).

Attach program: anmeld til ENLT .docx

Attach your company's invitation to the participants:

invitation.decx

Multiple attachments can be uploaded. Simply repeat the procedure
"browse - add attachment” for each desired appendix that you wish to
attach.

Please note that the size of the attached files must not exceed 50 Mb per
file

<<= Back Page 4 of 4

aeliskR Naevn

® for leegemiddelindustrien

Before you select "Approve", please check if all
relevant information and documents appear in your
report. It is the notified documentation that is
examined if the report is selected in a random
control. This means that if your case is selected in a
random control, you cannot subsequently change
the reported material and thereby bring the report
in accordance with the rules in order to avoid
sanction, cf. The Promotion Code, Article 21(4).

Please ensure that the following information is
provided:

* Date of when sponsorship commitments are given
* Correct amount for catering (if catering is covered)
* Flight class (if sponsorship covers air transport)

Remember, only press "Approve" once (you send a
report for each time you press "Approve"). Once
you have selected "Approve", you will - within 5-10
minutes - receive a receipt for your report.
However, it may take longer if you have send large
and/or many attachments along with your report.
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Reporting promotional material SRy

(:etish Nnaevn

for laegemiddelindustrien

www.enli.dk

Front page CaseType [Report ~ | Did you choose the right type of case?
FAQ ReportType Promotional material g%

Create case

EMLI's privacy policy

Ethical Committe

Pharmaceutical Industry
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Reporting promotional material

page 1

(-etish naevn

for legemiddelindustrien

aeliskR Naevn

for legemiddelindustrien

www.enli.dk

Front page

Danish reporting

ENLI's privacy policy

Ethical Committ

Pharmaceutical Indust
Lersg ParkAlle 101
2100 Kebenhavn @

My company is affiliated with ENLI

I represent the following affiliated company:
Reporter 's email :
Reporter 's name :
Reporter s title :
Reporter "s direct telephone number:
Reporter “s mobile number :

The reference person of the case :

The relevant email : |

Fields with * must be filled in.

Promotional material Page 1 - Reporter

Page 1 of 4 Next >>
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Reporting promotional material

page 2

(:etish naevn

for leegemiddelindustrien

aeliskR Naevn

for legemiddelindustrien

www.enli.dk

Front page

FAQ
Change password
Log out

Danish reporting site

EMLI's privacy policy

Ethical Committee for the
Pharmaceutical Industry
Lersg Parkalle 101

2100 Kebenhavn @
Phone: 3920 257

sekretariat@enli.dk

It is the reporters/person requesting the pre-
approval/complainant/appellants obligation to ensure that all reported
information is correct, accurate and adequate. ENLI may require
documentation for all reported information.

Choose type of advertising. If it does not appear on the list, please state
this under "Other forms of advertising”

Other types of advertising :

Invented name and generic name (Sa=r- og/eller fazllesnawvn) in
advertisement :

If you have any additional information relevant to the report, you can
state the information here or attach it on the next page

Promotional material Page 2 - Details

{Choose) [

Andet/other
Annonce
Brochure/detailer
e-newsletter
Hjemmeside
Hjemmeside
Kartotekskort
Lagebrevinewsletter
Markedsanalyse
Postkort

PFPT-praesentation
Reminder
Roll-up

Tablet praesentation

Your company 's PO-number:
Your company 's reference

I hereby agree that all reported information may be registered by ENLI
for use by EMLI's handling of the case and may be used for statistical
purposes and that decisions on the basis of the information resulting in
sanctions, may be published on the ENLI website in accordance with the
rules, including The General Data Protection Regulation (GDPR).

Fields with * must be filled in.

<< Back Page 2 of 4 Next >>
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Reporting promotional material
page 3 (attach documents)

(aetish naevn

for legemiddelindustrien

www.enli.dk

Front page

FAQ

Log out

Danish reporting

ENLI's privacy po

Ethical Committee for the

Pharmaceutical Ind
Lersg ParkAlle 101
0 Kebent

ange password

site

Attach advertising: *

Attach appendix :

Multiple attachments can be uploaded. Simply repeat the procedure
"browse - add attachment” for each desired appendix that you wish to
attach.

Please note that the size of the attached files must not exceed 50 Mb per
file

Fields with * must be filled in.

Promotional material Page 3 - Attach

Gennemse...
Gennemse... || Attach appendix

<< Back Page 3 of 4 Next >>

(~eti5h naavn

for leegemiddelindustrien

Remember to attach summary
of product characteristics (SPC)
and relevant references.
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Reporting promotional material
page 4 (approve the report)

Promotional material Page 4 - Accept
Please approve the reported information

My company is affiliated with ENLI

I represent the following affiliated company:

advertisement :

If you have any additional information relevant to the report, you can
state the information here or attach it on the next page

Your company “s PO-number:
Your company “s reference

I hereby agree that all reported information may be registered by ENLI
for use by ENLI's handling of the case and may be used for statistical
purposes and that decisions on the basis of the information resulting in
sanctions, may be published on the ENLI website in accordance with the
rules, including The General Data Protection Regulation (GDPR).

Attach advertising: Liste over tilsluttede
virksomheder 12-06-2019.pdf

Multiple attachments can be uploaded. Simply repeat the procedure
"browse - add attachment" for each desired appendix that you wish to

attach.

Please note that the size of the attached files must not exceed 50 Mb per
file

<< Back Page 4 of 4

(~eti5h naavn

for leegemiddelindustrien

Before you select "Approve", please check if all
relevant information and documents appear in
your report. It is the notified documentation that
is examined if the report is selected in a random
control.

This means that if your case is selected for
inspection, you cannot subsequently change the
reported material and thereby bring the report
in accordance with the rules in order to avoid
sanction, cf. The Promotion Code, Article 21(4).

Remember, only press "Approve" once (you send
a report for each time you press "Approve").
Once you have selected "Approve", you will -
within 5-10 minutes - receive a receipt for your
report. However, it may take longer if you have
send large and/or many attachments along with
your report.
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Reporting a pre-approva

(-etish Nnaevn

for leegemiddelindustrien

www.enli.dk

CaseType Pre-approval % Did you choose the right type of case?

Pre-pprovaiType

[Ordinary pre-approval [
ENLI's privacy policy

Fron

FAQ

Danish repo

aeliskR Naevn

for leegemiddelindustrien
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Reporting a pre-approval 3elisk naevn

page 1

(:etish Nnaevn

for laegemiddelindustrien

www.enli.dk Ordinary pre-approval Page 1 - Reporter
My company is affiliated with ENLI

Front page

FAQ I represent the following affiliated company:

Reporter 's email :

Reporter 's name : *

Reporter “s title :

ENLI's privacy policy

Reporter “s direct telephone number: *
Reporter s mobile number :
The reference person of the case :

The relevant email :

Fields with * must be filled in.
Ethical Committe

Pharmaceutical Industry Page 1 of 4 Next >>
Lersg Parkalle 101

2100 Kebenhavr
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Reporting a pre-approval 3elisk naevn

Remember to specify what you want

, pre-approved.

(-eush naevn
for legemiddelindustrien If you want an event or a sponsorship

pre-approved, please state if you want

a pre-approval of: program, catering,

www.enli.dk Ordinary pre-approval Page 2 - Details

It is the reporters/person requesting the pre-

Front page approval/complainant/appellants obligation to ensure that all reported tr‘anspOI’t, accommOdat|on, Venue, etc.

FAQ

information is correct, accurate and adequate. ENLL may require
documentation for all reported information.

Yes, I would like to request for a pre-approval for a basic fee of 6000 0 * . .
DKK plus VAT plus a possible supplementary hourly rate of 2000 DKK If y0u need gU|dance befO re re pO I‘tl ng
Danish reporting site plus VAT per commenced hour in excess of 2 hours. However, an
o S additional hourly rate can only be invoiced by my acceptance. a pre-a pprova I, please Ca | I us (+45

Your company ‘s PO-number: 3920 2575).

Your company s reference

ENLI's privacy policy

The following activity is requested to be approved :

I hereby agree that all reported information may be registered by ENLI [ *
for use by ENLI's handling of the case and may be used for statistical
purposes and that decisions on the basis of the information resulting in
sanctions, may be published on the ENLI website in accordance with the
rules, including The General Data Protection Regulation (GDPR).

Fields with * must be filled in.

<< Back Page 2 of 4 Next >>
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(~eti5h naavn

for leegemiddelindustrien

Reporting a pre-approval

page 3 (attach documents)

(-etish naevn

for legemiddelindustrien

www.enli.dk Ordinary pre-approval Page 3 - Attach
Attach appendix : Gennemse... | Attach appendix
H:Tt Page Multiple attachments can be uploaded. Simply repeat the procedure
FAQ "browse - add attachment" for each desired appendix that you wish to H
Change password s Remember to include all

Please note that the size of the attached files must not exceed 50 Mb per re I eva nt refe rences rega rd | ng
) fil . .
Danish reporting site : the promotional material.

Fields with * must be filled in.
ENLI's privacy policy

<< Back Page 3 of 4 Next >>

Ethical Committee for the

Pharmac
Lersg ParkaAlle 101
2100 Keb

Phon

sekretariat@enli.dk
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Reporting a pre-approval
page 4 (approval of report)

Ordinary pre-approval Page 4 - Accept
Please approve the reported information

My company is affiliated with ENLI

I represent the following affiliated company:

The following activity is requested to be approved :

I hereby agree that all reported information may be registered by ENLI
for use by ENLI's handling of the case and may be used for statistical
purposes and that decisions on the basis of the information resulting in
sanctions, may be published on the ENLI website in accordance with the
rules, including The General Data Protection Regulation (GDPR).

Multiple attachments can be uploaded. Simply repeat the procedure
"browse - add attachment" for each desired appendix that you wish to
attach.

Please note that the size of the attached files must not exceed 50 Mb per
file

<< Back Page 4 of 4

(~eti5h naavn

for leegemiddelindustrien

Before you select "Approve", please check
if all relevant information and documents
are attached.

The company is responsible for providing
the necessary and accurate information on
the activity in connection with the request,
so that the Investigator Panel easily can
decide on the pre-approval on an informed
basis.

Remember, only press "Approve" once
(you send a report for each time you press
"Approve"). Once you have selected
"Approve", you will - within 5-10 minutes -
receive a receipt for your report. However,
it may take longer if you have send large
and/or many attachments along with your
report.
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(~eti5h naavn

for leegemiddelindustrien

Reporting a complaint

(:etish naevn

for laegemiddelindustrien

www.enli.dk
Front page CaseType [ Complaint V] Did you choose the right type of case?
FAQ ComplaintType Choose type of complaint
Change password Ordinary complaint
Log out Urgent complaint
- | —
Danish reporting site
ENLI's privacy policy

ENLI calls for dialogue between the companies involved before a complaint is reported to
ENLI.

It is possible to complain about ENLI affiliated companies’ breach of ENLI rules.

Ethical Committee for the
’:_?S'j‘:zl'_‘-:,_tncj'_f_;‘_c-'“'f" It is free to complaint if the complaint is successful. The party who is not successful with a
2100 Kabenhavn & complaint will be charged a fee of 6,000 DKK plus VAT. If both parties are partially

dhone mmee e successful, the fee of 6,000 DKK + VAT is shared equally between the two parties.

sekretariat@enli.dk

For the rapid processing of complaints a fee of 25,000 DKK plus VAT is paid.
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Reporting a complaint —

page 1

¢

a2lisk naevn

for legemiddelindustrien

www.enli.dk

Front p

FAQ

m

NLI's privacy policy

My yis ili with ENLT

I represent the following affiliated company:
Reporter’s email :
Reporter's name :
Reporter s title :
Reporter s direct telephone number:
Reporter “s mobile number :

The reference person of the case :

The relevant email : |

Fields with * must be filled in.

ordinary cemplaint Page 1 - Reporter

Page 1 of 4 Next >>

aeliskR Naevn

for leegemiddelindustrien
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Reporting a (ordinary) complaint 3elisk naevn

page 2

www.enli.dk Ordinary complaint Page 2 - Details
It is the reporters/person requesting the pre-
Front page approval/complainant/appellants obligation to ensure that all reported
FA information is correct, accurate and adequate. ENLI may require
Q documentation for all reported information.
Change password
Log out Yes, I would like to file a complaint (possibly DKK 6000, - plus VAT) =
Danish reporting site Your company s PO-number:

Your company s reference

Name the company that you wish to complain about (in case of The description ca n Optiona”y

complaints about several companies, one complaint per company must
be filed/submitted) :

[(Choose) <10 - be indicated briefly and the
State the arounds for the complaint : _— | actual complaint can be
attached (in a word document)
on page 4 of the reporting
. scheme.

ENLI's privacy policy

Rules : [{Choose) ~

g * section litra Add point of complaint

At least one complaint must be added

State the complaints (pleas/anbringender) :

I hereby agree that all reported information may be registered by ENLI D -
for use by ENLI's handling of the case and may be used for statistical
purposes and that decisions on the basis of the information resulting in
sanctions, may be published on the EMNLI website in accordance with the
rules, including The General Data Protection Regulation (GDPR).

Fields with * must be filled in.

<< Back Page 2 of 4 Next >>
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eporting a (urgent) complaint SRy

age 2

www.enli.dk uUrgent complaint Page 2 - Details

It is the reporters/person requesting the pre-
approval/complainant/appellants obligation to ensure that all reported
information is correct, accurate and adequate. ENLI may require
documentation for all reported infermation.

Front p

FAQ

‘Yes, thank you, I would like to file an urgent complaint which must be =
settled within 8 working days of receipt of the complaint at ENLI (DKK
25,000, - plus VAT) The

description  can
optionally be indicated

Name the company that you wish to complain about (in case of bri efly a n d t he aCtu a I

:amplaints ahgut several companies, ene complaint per company must .

pelledbnites) _6- complaint can be attached

Stote the qrounds fo the complait (in a word document) on

page 4 of the reporting

scheme.

Your company “s PO-number:

ENLI's privacy policy

Your company 's reference

Rules : |(Chuuse) v

§ * section litra Add point of complaint

At least one complaint must be added

State the complaints (pleas/anbringender) :

I hereby agree that all reported information may be registered by ENLT  [] *
for use by ENLI's handling of the case and may be used for statistical
purposes and that decisions on the basis of the information resulting in
sanctions, may be published on the ENLT website in accordance with the
rules, including The General Data Protection Regulation (GDPR).

Fields with * must be filled in.

<< Back Page 2 of 4 Next >>
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Reporting a complaint 3elisk naevn

page 3 (attach documents)

(\etish naevn

tor legemiddelindustrien

www.enli.dk Ordinary complaint Page 3 - Attach
Attach appendix : Gennemse... Attach appendix

Front page . .

A0 . Multiple attachments can be uploaded. Simply repeat the procedure

"browse - add attachment" for each desired appendix that you wish to
attach.

Please note that the size of the attached files must not exceed 50 Mb per
file

Danish repo

Remember to attach all

e ey ol Fields with * must be filled in. relevant documents.
o ) ) << Back Page 3 of 4 Next >>
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Reporting a complaint
page 4 (approval of report)

Ordinary complaint Page 4 - Accept
Please approve the reported information

My company is affiliated with ENLL

I represent the following affiliated company:

State the grounds for the complaint :

Etiske regl... : § 13 stk.1 litra

State the complaints (pleas/anbringender) :

I hereby agree that all reported information may be registered by ENLI
for use by ENLI's handling of the case and may be used for statistical
purposes and that decisions on the basis of the information resulting in
sanctions, may be published on the ENLI website in accordance with the
rules, including The General Data Protection Regulation (GDPR).

Multiple attachments can be uploaded. Simply repeat the procedure
"browse - add attachment" for each desired appendix that you wish to
attach.

Please note that the size of the attached files must not exceed 50 Mb per
file

<< Back Page 4 of 4

(~eti5h naavn

for leegemiddelindustrien

Before you select "Approve", please
check if all relevant information and
documents are attached.

It is the complainant's responsibility to
ensure that the complaint contains all
information relevant to the Investigator
Panel’s assessment of the complaint. A
complaint may be rejected if it is not
sufficiently justified.

Remember, only press "Approve" once
(you send a report for each time you
press "Approve"). Once you have
selected "Approve", you will - within 5-
10 minutes - receive a receipt for your
report. However, it may take longer if
you have send large and/or many
attachments along with your report.
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(~eti5h naavn

for leegemiddelindustrien

Reporting an appeal

(-etish naevn

for legemiddelindustrien

www.enli.dk

Front page CaseType Did you choose the right type of case?

FAQ -~ From the drop down menu select
change password ” ” . ”

o -~ Appeal” and end with ”Create

case”

Danish reporting site

ENLI's privacy policy

The appeal must be in writing and include a statement of the assessment and information supported by the
appeal. The appeal is reported on ENLI’'s website. The Appeals Board receives the appeal together with the

case material (from the original ENLI case) from the Secretariat of ENLI, cf. Article 11, of the Code of
Procedure for ENLI.

Submitting a case to the Appeals Board does not have suspensive effect, which means that ENLI's decision is
valid until the Appeals Board decides otherwise.

A fee of DKK 6,000 + VAT is required to appeal a decision by the Investigator Panel, , cf. Article 7 (8), of
Penalties and Fees Regulations.
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Reporting an appeal 3elisk naevn

page 1

(-etish Naevn

for lzgemiddelindustrien

www.enli.dk Appeal Page 1 - Reporter
My company is affiliated with ENLI

Front page

FAO I represent the following affiliated company:

Reporter ‘s email :

Reporter ‘s name : *
Danish reporting site
Reporter s title :
ENLI's privacy policy
P ' Reporter s direct telephone number: =

Reporter 's mobile number :

The reference person of the case :

The relevant email :

. Fields with * must be filled in.
Ethical Committee for the

tical Industry Page 1 of 4 Next >>
Lersg@ ParkAlle
2

Pho

Pharm

100 Kgbenhavn @

3920 2575

sekretariat@enli.dk
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Reporting an appeal SRy

page 2

(-etish Naevn

for laegemiddelindustrien

www.enli.dk Appeal Page 2 - Details
It is the reporters/person requesting the pre-

Front page approval/complainant/appellants obligation to ensure that all reported

FAQ information is correct, accurate and adequate. ENLI may require

documentation for all reported information.
Change password
Log out

Journal number of the case in the first instance
Danish reporting site

State the appeal (grounds/anbringender) :

ENLI's privacy policy

Your company 's PO-number:
Your company s reference

I hereby agree that all reported information may be registered by ENLT [ ] *
for use by ENLI's handling of the case and may be used for statistical
Pharmaceutical Industry purposes and that decisions on the basis of the information resulting in

Lersg ParkAlle 101 sanctions, may be published on the ENLI website in accordance with the
rules, including The General Data Protection Regulation (GDPR).

Ethical Committee for the

2100 Kgbenhavn @
Phone: 3920 2575 Fields with * must be filled in.

sekretariat@enli.dk

<< Back Page 2 of 4 Next >>
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Reporting an appeal 3elisk naevn

page 3 (attach documents)

(\etish naevn

tor legemiddelindustrien

www.enli.dk i .. Page 3 - Attach
Attach appendix : Gennemse... Attach appendix

Front page . .

A0 . Multiple attachments can be uploaded. Simply repeat the procedure

"browse - add attachment" for each desired appendix that you wish to
attach.

Please note that the size of the attached files must not exceed 50 Mb per
file

Danish repo

ENLT's privacy policy Fields with * must be filled in. Remember to attach a”
<< Back Page 3 of 4 Next »> relevant documents.
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Reporting an appeal
page 4 (approval of report)

Ordinary complaint Page 4 - Accept
Please approve the reported information

My company is affiliated with ENLI

I represent the following affiliated company:

I hereby agree that all reported information may be registered by ENLI
for use by ENLI's handling of the case and may be used for statistical
purposes and that decisions on the basis of the information resulting in

s ions, may be published on the ENLI website in accordance with the
Mhes, including The General Data Protection Regulation (GDFR).

Multiple attachments can be uploaded. Simply repeat the procedure
"browse - add attachment” for each desired appendix that you wish to
attach.

Please note that the size of the attached files must not exceed 50 Mb per
file

Approve

<< Back Page 4 of 4

(~eti5h naavn

for leegemiddelindustrien

Before you select "Approve",
please check if all relevant
information and documents are
attached.

Remember, only press "Approve"
once (you send a report for each
time you press "Approve"). Once
you have selected "Approve",
you will - within 5-10 minutes -
receive a receipt for your report.
However, it may take longer if
you have send large and/or many
attachments along with your
report.
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