A Document ID: [N ‘Version: . Legacy ID: [ NG
( \(;E]gene Title: :'\r’lzgllas;t;rlpg mla[;;n(sc(:ﬁls( participating in Effective Date: ||
CONTENTS
1. PURPOSE ... ... e e e e e e et e e s e e aae e eeeeenaeenneeeesneeenneeenneens 2
2. SCOPE ... et e e ——eea—aeesae et eeesateeaeaeannaeeesteeansaeeasteeenseeentaeesaeeaneeenneeanes 2
3. DEFINITIONS AND ABBREVIATIONS ... .o e an 2
4. ROLES AND RESPONSIBILITIES ......ooioiieee ettt a e snae e e e s e e enneennnaens 2
5. PROCEDURE ... oottt e e e e e e e e e s e e s e esaeeeenaeeeaneeensseeenneeennnan 4
5.1 GENETaAl PrINCIPIES ...ttt e e e e e e e e e e e eaan s e e eeesnseeeennnneeann 4
5.2 RegiIStration traCKEIS .........oo et e et e e e e e e eaae e e e e e e e e ennaaeeennnee 4
5.3 UK Pharmacy Registration ... 4
5.3.1 Pharmacy Registration reqUESES ............ooo e 4
5.3.2 Pharmacy Registration ProCeSS ............ooooeiiie e 5
5419 e 7
542 D ettt 7
55 Re-registration reminders for expiring Pharmacies i NI - 7
5.6 De-registration of pharmacieS N -----oeeeeeeeee e 8
5.7 Registration updates with stakeholders................coo oo 9
VAN 9
572 e 10
58 I 1
59 e 11
RIS 11
6. REFERENCES AND ASSOCIATED DOCUMENTS ... 12
6.1 REFEIENCES ...t ettt e e e e ae e e et e e e e sneeeeesanaeaeaesnsaeeennnaeeanns 12
6.2 Associated dOCUMENTS..........ooiiiiiee et e e e e e e e e e e e e esne e e e e e e e ennnes 13
7. ATTACHMENTS ...ttt e e e e e e e e e s e e esae e e s e e esseeesnsaeassaeeesseennnseensneennneennnaens 14
Appendix 1: Contact INFOrmMation..............ooo e e e e e 14
RUICUCD@ZN 15
Appendix 3: [ 15
8.  REVISION HISTORY ..ot e e e e et e e s e eae e enn s e e eseeeenneeeennaens 15
The Official Copy is the electronic file. Verify document is the Effective
version before proceeding. Printed On:14 Dec 2021 Confidential Page: 1 of 18




A

\ £

O I B | IS
((Celgene -— .

1. PURPOSE

The purpose of this Work Practice (WP) is to define the registration process for UK |||

pharmacies, _ for Thalidomide, Revlimid®¥ (lenalidomide) and Imnovid®Y

(pomalidomide), collectively referred to in this document as Immunomodulatory Drugs (IMiDs®), as part of

the controlled distribution process required by the Pregnancy Prevention Programme (PPP).
2. SCOPE

This WP applies to all Bristol-Myers Squibb (BMS) UK| affiliate employees including BMS

contractors who are involved in Risk Management activities associated with registering pharmacies (UK

I N C'<-registering pharmacies I 2nd follow
up of expiring pharmacies | o 'MiDs.

3. DEFINITIONS AND ABBREVIATIONS

For definitions and abbreviations, |G

4. ROLES AND RESPONSIBILITIES

Responsibilities

» Registers and re-registers pharmacies in the UK N
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the PPP for IMiDs® (UK

Sends the G (hc PPP

educational materials], containing Registration Forms, via email/postal mail
to pharmacies | \ishing to register or re-register for IMiDs

Notifies the LSP of completed registrations/re-registrations as required

Sends out re-registration reminders to expiring pharmacies | N
Expires pharmacies | \/ho did not renew their registration after
the designated time as specified on the Registration Form

De-registers any pharmacies |l \ho no longer wish to be

registered

De-registers any non-adherent pharmacies | N
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5. PROCEDURE

51 General principles

5.1.1 Each pharmacy wishing to dispense IMiDs must be registered with the PPP. This is to

ensure BMS maintains distribution control and oversight of IMiD supply, with only PPP

educated and registered pharmacies (UK NN I 0

to dispense EEG—

5.1.2 Pharmacy il I rcoistrations are valid for the period specified in the
Pharmacy /il Registration Form, [ 2s 29reed with the

National Competent Authorities (NCAs), following which re-registration is required to

continue ordering, dispensing NG

5.2 Registration trackers

5.2.1

522

53 UK Pharmacy Registration

5.3.1 Pharmacy Registration requests

5.3.1.1 I rcceives requests directly from pharmacies wishing to register for dispensing

of IMiDs via email, fax or telephone (refer to appendix 1 for contact information).

53.1.2
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53.1.3

5314

B Pharmacies wishing to register, complete the Pharmacy Registration Form
and return to | 2s rer the instructions on the form. By signing the form, the
pharmacy confirms that they will adhere to the PPP. Each pharmacy must complete a

separate registration for each IMiD. |G

5.3.1.5 |

5.3.1.6 Once the registration is completed, | notifies the LSP.

5.3.2 Pharmacy Registration process

5.3.21

5.3.2.2

5.3.2.3 I
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5327

5328
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5.5 Re-registration reminders for expiring Pharmacies NG

551
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5.6 De-registration of pharmacies G

5.6.1 If a pharmacy I o longer requires to be registered, | de-registers
them |
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\‘ the PPP for IMiDs® (UK

2.6.2 If a pharmacy confirms to be closing down or is retrospectively identified as closed, Jjij

B ce-registers the pharmacy
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5.8
5.8.1
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7. ATTACHMENTS

Appendix 1: Contact Information

Risk management

Phone: 0808 156 3059 (UK)
Fax: 0808 156 3058 (UK)
Email: rmpukire@bms.com
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