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Introduction

/Contracted Services — The delegation by the\
authorisation holder to a third party of a service
which could impact on the quality of a product or on
the distribution activity
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e Responsibility for Contracted Services
e Responsible Person Support

e Pest Control

e Security

e Alarm Monitoring

e Waste Management
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Responsibility for Contracted Services

e The authorisation holder
shall provide and maintain
such staff, premises,
Installations, equipment and
procedures for the handling,
storage and distribution of the
medicinal products that he or e
she handles, stores or
distributes under his or her _
authorisation, as are
necessary to avoid

. . MEDICINAL PRODUCTS (CONTROL OF WHOLESALE
deterioration of the products DISTRIBUTION) REGULATIONS 200
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Responsibility for Contracted Services

e Authorisation Holder retains responsibility
e Ensure suitability
e Service Level Agreement
e Procedures
e Training
e Maintain oversight
e Self inspection

¥

IRISH MEDICINES BOARD

25t February 2010 Slide 5



Responsible Person Support

e Contract RP must be-

v Suitably competent i.e. qualified,
experienced, knowledgeable

v’ Trained on GDP, SOPs, activities
performed

v Available to perform duties
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Responsible Person Support

Agreement

o F 4. Betiveen
Lt

Bl s b e e b/t«.._./w

e Documentation-
v’ Technical agreement P G e

.mg% ‘ ot Tpacm o
i inthe Costyof  FE7n Lo Lo e

between company and RP g R T

in the f?ﬁwig 47 ot the yearly salary of

g il W{ Tcvs ﬂrumJ i Dallars, commencing

- - agm, = ;

on the dpot e M s
and agrees that it will pay such salary to the Teacher in not less than ten equal monthly papmeats of § /20 00
on ar before the last tenching day of each month, from Seprember to P el bl o accarding
1o Schaol Lav, being paid lor any broken month (subjers 1 any necessary and Lawhul reduction).

1I. THE TEACHER agrees with the Doard to tesch and conduet the work assigoed by or under the authority
of the suid Board dligendy and faithfully doring the period of the cngagemeat hercuade, according o the T
Sad regulations in et betall, and 1o such duties and reach such subjests as may from time @ time be

- - -
1o perform
auigned in sccordance with the Statutes of the Department of Edhucatian.
T This Agreement is subject to the following conditions:

{1) Bt he Toscher sholl conssne e Mald # peopr qualcalon fo e pipoen of e Agree dviog

(2) that the du-mm.l o¢ wrmination of :mplaymem of the Teacher by the Board shall be hy notice in swriting
ismissal or termination;

: which shall indicate the ceasons for
(3) that holidays and vacations as preseribed by the law and xgu]:mml are cxempted from the wid e,
(4) that the days on which the Teacher has atended the meetings of Teachess’ Assciations or Tnstitutes, 35
centfied by the Inspector o Chairman thereof, shall be Horyily atually served in the sid schoel, and

(5 that in cise of sicknest or quarsntine an certificd by a registered medical or dental practitioner, a0
deduction shall be made from such salary for such period as may be authorized under the Starute in that bebalf,

- =
I¥. This Agreement shall be deemed m continue in force, and as renewed for snother year thereafier, and
%0 on frem year to year, wnil the 31at day of Avgust in each year, unless sooner terminated a5 Follows:
{13 hy mutual consent of Teacher and School Bosrd;
{2) on the 31st day of December, provided that written notice to that effest be given by either party e the

other at least one month prios to siid date;

) e 3l day of Augow, provided that widen notes 1 that offc be given by i pucy 0 e
other before the first day of }lu.\:, prior therel

- - - -
v'Variation to authorisation T R R
— day Ej ey g o g g i forty.eight hours of
Juch acceptance;

(b) that this Contract shall cover and inelude in its terms ang changes in salary that may be mutually agreed
upon by the Teacher and che Board. 1

of special emergency, which, in the opinfon of the Mininer of Fruca-

V. PROVIDED ALSO thir in cue
tiam, vitally affects the wellare of the school, cither party may, with the Minister's consent, terminate this Agree.
ment at the expiation. of ar least one month's previous weilen. nodice e the uther, or at the Board's aptin, by o
et aatice cfective fordhwith and peymeot of ase monib's sl o lew of sueh ot
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Pest Control

Take that, you
little &%3#@!

Ensure competence of provider

Service level agreement
between parties

Bait map (approved by company)

Records of pest control visits & company
review

Documentation of addressing
recommendations from provider

Include pest control in self inspections
SOP on pest control @
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e Service Level Agreement between parties

e Training of security personnel on relevant
items

e Security SOP — keys, CCTV, alarm codes,
access

e NB — Controlled drugs on-site?

@
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Alarm Monitoring

e Facility / Refrigerated storage / Eﬁ :%, —
CD Safe / WH temperature / ‘~
Essential equipment _ll*-—-—._.

e Documented in an SOP § -

= Response times
= Receivers of alarm notifications
= Responsibilities
= Escalation of issue
e Service level agreement with provider
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Waste Management

e \Wholesaler must ensure product does not
re-enter supply chain

e |nventory maintained of waste

e SOP on waste management

e Storage of waste

e SLA with waste contractor

e Certificates of destruction

e Controlled Drug requirements

e NB — Other legislative requirements
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http://www.interpac.ie/products/plastic-drums.html

Summary

e The Authorisation Holder maintains
responsibility for contracted services

e Service Level Agreements in place

e Regularly review performance versus
reguirements
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Thank you

alfred.hunt@imb.le
compliance@imb.ie
www.imb.ie

01-6764971 @
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