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1. GDP Guidelines Chapter 3.2.1 GDP HA KT A VB 321 E Gk : OBRES OHKY

“An initial temperature mapping exercise should be carried out on the storage area
before use, under representative conditions.

IR~ > £ 81, AT, (CERAIREE T CIRE B D & FE1TT S L3
b5,

Temperature monitoring equipment should be located according to the results of the
mapping exercise, ensuring that monitoring devices are positioned in the areas that
experience the extremes of fluctuations.

i R BRI 1%~ B D B DFF RN > THIE L Wi e BB P I 55 U TIC
PLREE DB S S L 01T SLERD S,

The mapping exercise should be repeated according to the results of a risk assessment
exercise or whenever significant modifications are made to the facility or the
temperature controlling equipment.

v B THENL, VX2 G B DORRICWE S T, F 1R T IEREE 1 A
ERHDNZ SIEZENTNE, LT KT LD D D,

For small premises of a few square meters which are at room temperature, an
assessment of potential risks (e.g. heaters) should be conducted and temperature
monitors placed accordingly”.

FIIZ D STFTT A — DD E R DG G TEEHIR Y X2 DFfly (BIZI1T, E—
—) FEML, T THRET=5—5RETSLERDS, )
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It has become apparent during inspections that some companies are unclear as to what is
expected of them to comply with this requirement in the GDP Guidelines.

GDP A RT7A4 O ZDEMZETFT HT2DI1T, MEBRE S TWE 0D, — O ZE T AR
Thd (BAFEIZEML TRV 2N, BEPIZHL N7,

This seems particularly apparent with new applicants and those companies with small storage

areas, possibly a few shelves or small refrigerators, to which this blog is particularly aimed.

ZHiE, FHOEFERC, T DT ITHRFICHERE LTSN SILREBH (L€ 6 < EEDHP
NELRGBIERE) 2R TVSEFET, FICHETHS L JICEDNS,

Some larger storage areas may employ the expertise of a third party company specialising in this

area.

FBO KRBT Y 7Tl ZONBHEZHMLET 59— =T ¥ Gk $2F0HMAE
) OFEMMESBEAIN TWASEERH D,

Guidelines say that mapping should take place, but it does not state how this should be done.

HA RTA U NCIT~v v B GRE  BE~y L Y) ZITHORXTHALTHIN TSR, oh
ZED X DITAT I RENDITOWTIEFH S LTV 70,

Why map? BREREDO~ Y T EHTHDN?

To demonstrate by way of documented evidence that the chosen storage area is suitable
for the storage of temperature sensitive medicinal products

BIRE N RE =) 7 0NREICBUR R ERG OREIE LT\ 5D 2 & & 3CE L S U REILIC
Ko TRET 5 Z &,

As stated in one of my previous blogs, ambient products are also temperature sensitive.
FOLFIO 7 v 7 Tik_7= X 912, FiREM HIEEICBUR TH 5,

A mapping exercise of the proposed storage area will ensure that the company will
understand their storage area and identify any potential areas therein that may be
unsuitable to store medicines.

REINTWAREGFTO~ vy 7 GRE  BEY—MHOSmEEs2 L) 2i7H52 &
T, BEIREGTEZEHE L, EELOREICES2WAEEOH 252 ETE 5 X9
12725,
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A mapping exercise will also inform as to where permanent thermometers should be
located.
Yy BEUTEEERITO L WROREZ £ ICHRETRXE0OERELNLD,

When to map. Wo=w v BT TEDN?
If possible, before stock is stored.  F[HE T ALIE, (ERMAE SALDHHTIC,

This might not be possible where a storage area is being reconfigured.
TRE KO SN TV D HE. ZIUIRARERGERH 5,

In smaller empty storage areas, dummy products could be used to simulate normal
operational storage without compromising genuine product, including cold stores and
fridges/freezers.

IR ZEERE T ) 7Tl X IR A LT s RO, o 7R & O TERL
matER ) Z e, BEOEARESHEY 12— N TE 5,

In an empty storage area, a mapping exercise should be repeated when fully stocked.
ZEDIRBORE L TIL, +212 Uk toangoman) RESNLThb~ v BV Z1EEZ
D IRG BN 2

Data arising from the exercise should be documented and a risk assessment documented with
any hot or cold spots identified.

M ARIE (exercise) 2 HIFHNTZT — X IELEIN, By b+ AR b (hotspots) F 721
a—/L K« ARy b (coldspots) MFFE STz U R 7 FHIALEAL SO MEN B D,

This exercise should then be repeated to take into account seasonal variations.
ZRHEIZ5E)) (seasonal variations) % S fE LT, Z OE A4 KT VLEND S,

How to map. ~ v &> 751

Firstly, look at the area to be used for storage, identify the highest point of storage not the

highest shelf or pallet location.
TP, RBEICHEATLZU 7 EREL T, IS0y Ok GRIE: RED) @WEETClidk
<. REGHTOR S & WEFT (location) ZFFET 5,

Identify any potential problem areas such as heaters, lighting, windows and doors, loading

bays or high storage areas such as mezzanine floors. These areas should be covered in the

P U L > TS 2 THIB F S v, iREZ K OFEER. R, £ L THA T IANFEL TWE T,
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exercise.

b—g— B, BT, AL TR EOVMLEICH 2RET Y 7L, ME
MBEETDRRMEOH LY TEFFELET, A0 OEBUTIRESMRIE (exercise) T3
—TOMENRD D,

Don’t forget to include areas such as CD rooms, packing areas, Returns and quarantine.
CD /L—2A Rk : ZoEKREAY) | =Y 7, KL OWEHRE (quarantine) 72 X D=1 7 45
NTIZEZD 5,

When deciding on a storage area, remember, it can be difficult to cool storage areas down
as well as heat them up.

PRAESGFT (storagearea) Z ik D & XL, TORELGITZEDO H7Z1T TR, ;BT 2 &b, #
LWEERHH 2 LICHERE SLZ,

Use calibrated monitoring probes in sufficient numbers dependant on the size of the storage

area.
REFIRDOY A RIS LT, +a B BOREFHOE=2 Y V IHTa—T 2T 5,

Risk assesthedata. V A7 R, #O75—#ZfHhdT s b0 L7725

Once the initial mapping exercise is complete, the data should be recorded and risk assessed to
determine the most appropriate positions for the permanent monitoring probes and should cover
the areas that have the widest temperature fluctuations or indicate areas with any hot or cold

spots.

BOIDO~ y B TEENRTE T LIED, T— 2 &5k L TY 27 2L, HREHR T2 —70
RN EZRET D, o, REZEBNRBREVWZ Y TE2HAN—F 2 Ay b ARy b
Folda—L R ARy hOHLZY Thw, mTHNERD D,

Repeat the exercise to cover seasonal variations or if the storage area is subsequently

reconfigured.

FEIOBACIZHINT DT, FTITRE BN Z DR ICFERL (reconfigured) S 4L A AT,
ZORE~y B THEEER KT,

A risk assessment would also define and justify the regularity of any future mapping
exercises and must also be regularly reviewed, perhaps as part of the self-audit process.
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Responsible Person. %% (RP)

The RP should be party to the whole mapping process and should be fully aware of the
mapping exercise findings, risk assessment recommendations and review process.

RP I~ v B 77 ab ARG THMLERHY, v~ v BV THRHEDRER., UV A7l
HETERIH, L CLlEa—7 a0 RA%2FOIGGR L CWARNENDH Y £9°,

The RP involvement does not stop at the mapping process however.
72720, RP OB EIZ~ v s atvACEFICBED L EED LD TR,

The RP should also be able to demonstrate supervision and review of subsequent daily
minimum/maximum routine temperature monitoring and recording and should be consulted
in the event of any temperature excursions.

PIXFE/., TO%DOEH OEKAERLED B EHREREGEHFOER L L E 2 —2FHiETX
AVENGHY | IREOBBLAEA LIS IIIHiRE=Z T ANEND D,

ePRO — An Inspector’s Perspective

MHRA data integrity guidance: 18 months on

Sharing and comments

Share this page

o Twitter

o Facebook
e LinkedIn
« Email

32 comments
1. Comment by riaad posted on15 July 2016

thanks you for this information. i would like to know how long does one perform such a
mapping exercise... ie over 2 days/10days/ 30 days/ a year?

Link to this comment
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Replies to riaad>

Comment byBeverley Malin-Smith posted on15 July 2016

The company would need to decide and be able to justify the length of the mapping exercise
by way of a risk assessment of the storage area concerned. Seasonal variations must also be

taken into account.

“Once the initial mapping exercise is complete, the data should be recorded and risk assessed
to determine the most appropriate positions for the permanent monitoring probes and should
cover the areas that have the widest temperature fluctuations or indicate areas with any hot or
cold spots.

Repeat the exercise to cover seasonal variations or if the storage area is subsequently
reconfigured.

A risk assessment would also define and justify the regularity of any future mapping

exercises and must also be regularly reviewed, perhaps as part of the self-audit process”.

(RO~ Yy B TEENRTET Lieb, T2 &k LTV X7 2L, FREH 2 —T7 D
Ol EARE L, BEEBSA R B RENZY T E A= 50, Ky b ARy hEFa—
IR ARy bOHHZZY T HRTHERHY £7, FEEIOLBGICKIET B2, F I3RS mEk
DETENMbSZHAIIE, 2O~y ErZ7OMEEBVIKRLES, VA7 T7TEATY M,
ko~ vy B SREORAEEZER L, £ LTIENL (ustify) 7550 THEHY, BEHLH

CEAETrEAO—RE LT, EFIICLE2—T20ELHY £7, |

Link to this comment

Replies to riaad>

Comment by Dave Rushton @ Paradigm Shift Consulting posted on16 July 2016
First, great blog and really helpful for the smaller wholesalers. Thank you Mr Todd.
Secondly, Hi Riad, usually a week (7 full days) is a decent time.

Now is a good time as we are coming into peak temperature (hopefully!).

Mapping Jan/Feb and Jul/Aug, with remap if any structural changes, major maintenance/part
changes/relocations in fridges/walk-ins or stock rooms.

Thereafter every 2-3 years, or again if there are changes.

I am not fond of thermometers, and much prefer a permanent monitoring system that shows a
temperature trace and has alarms if temperatures deviate outside of the set ranges.
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This will show any excursions of temperature and give a genuine timeline of what happened
and when and for how long. Invaluable when assessing stock after a deviation. These
systems can be pricey but there are some reasonable solutions out there.

Don't forget to stress test by opening and closing doors, turning air-con on full heat or cold or
leaving heaters on overnight, ensuring times are documented and see what extremes are
reached. This is best with no goods or empty packs.

Turning fridges off to see how long before it goes above 8 is also potentially useful.

P FRES LW R THY  DMHBREIEEERICE > THEFICELLET, by RS, &
DL,

wIZ, UY RSA, BEIE 1 EM L7 H) 2A@Ev) 2 E T,

BERIRIZE SO TN D ANEWE TS (D0 .

LHRAETHIBA%Z~ vy B 7 L, fEER, KB A TR AR/ WRE,
F—I A VERIIEBEEOBEINL > aIdH~ vy B LET,

FDOH%IZ2~3FT L, FTITEFERHITHE,

FURREFEA L& TIE2e < RE ML —AZ2FoR L, IRENSRERMAN SR L7 581c 7 7 —

LG DA RS AT W lF £ T,

ZAUCE Y IBEOEENRERSIL, MR, EOL WO Z > 72D IEMR X A 25T

AUPESNET, @EREOIEEZ AT DBICIEFICKR LB E T, DOV AT AidEd

(72 B ATREPEDN B ) £ 9708, SHRIRIERN N O Y £,

K7 O, =7 a L OEESCHEE 7V AH ALY, b —2—% Btz L= FiIcL

TARMLVA TRARNEITH Z EEENTIC, BEMZFEHKL T, EO LI RBRICET 2052 ME L
TLIEE,  FEERRZED /Ny 7 N WG AT i il T,

WIREDBIRZY) -~ C, BEN 8 HABZ D5 E CORMZERT D Z & LB/IOREMENRH Y *
7,

Good luck!

Link to this comment

2. Comment byNaveen Salimidi posted on18 July 2016

@Riaad

The recording of temperatures during the thermal mapping of a warehouse or cold room should be
sufficient in time frame to capture workflow variation that may impact air flow and the resulting
temperature fluctuation (i.e., a period of one week is recommended for data collection and capture
workflow cycles).

i.e. during every seasonal variations we have to conduct the mapping for a period of week day's

|
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Link to this comment

e Replies to Naveen Salimidi>
Comment byShao posted on09 August 2016
Totally agreed

Link to this comment

3. Comment by Gergana Koutsarova posted on19 July 2016

Thanks for highlighting the practical aspects of a key GDP principle. Companies and company owner
storage premises are featured in the text. What is MHRA stance on investigator's site premises for
storage of study drugs ? It is not always possible to have the local pharmacy involved, as well as
these site located storage areas are, | believe, either similar or smaller than the described "small
storage areas, possibly a few shelves or small refrigerators, to which this blog is particularly aimed".
The most problematic part is that even if companies are willing and aiming at temperature mapping at
their own premises, this is beyond our control at the sites.

Thank you for considering the comment

F %7 GDP JFRAIOFERRAZRME AR L CWeEEHhb N L 5 T8 WET, BEBIOERENATEOR
ERRDBAL TR SN TOES, IRBEEORE D720 OIRBREEERM O Rz ORI 395 MHRA ©
AL 2T HOLOIEFZ G SEL T ENFICARETH L LTRSS, £z, 2 b 0By
ZH D2 RESHITE, SHEN TS VS RERESFT. 8L 5 WL OO E 7213/ S 22 mEH T H

D, ZO7u PR LTnLb0) ERUNEALLV/PISWERNET, |,

RHMEE 2D 0IE, RENBHOMBRNTIREY vy B 72179 Z LICERTHIELR > Tz L

ThH, THBESTERMETE RN & T,
DAY PERRLTOEEEHYBL D ZENETS

Link to this comment

e Replies to Gergana Koutsarova>

Comment byMark Birse posted on01 August 2016

|
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Shipment and storage of IMP is an essential part of any clinical trial, as it is imperative that
the product has been stored correctly at all times to maintain its integrity. It is recommended
that sponsors perform a risk assessment to determine the storage requirements (for example,
temperature, humidity and protection from light) and what type and level of monitoring is
required when shipping IMPs to investigator sites. There is no legal requirement for the
frequency and method of temperature monitoring; however, it is recommended that this is
determined and documented in the risk assessment. A robust system should be in place to
ensure appropriate storage of the product prior to dispensing to a subject, and that there is
evidence to support this. Further guidance on this subject is available in Chapters 6.14 and
Chapter 11 of MHRA’s Good Clinical Practice Guide.

IMP (Investigational Medicinal Product) o tifif & RE 1L, B OTERMEZ MR 2 72 OIZEIZTE
LLBREINTWAZERAARTHLI2D, H6PHHEAKRMIIBNTRAIRZHSTT, I8
BRI 1T, U AZFHMIA S LT, REEME GREL, REE, ookl ) L. IMP &k

s (SRS DB ERET =2 ) T ORIHE LV EREST D 2 MRS E S, IR
BERROBL & FIEIZOWTRENEER S D F¥ A, EL, Zhz ) A7FHETIRE L., FE

b2tz LET, HBREICRET NN ZHEUNIRE T DO OBER T AT A
NEMINTODILERH D | ZTHEEMT LA H DML ERH Y £, ZOMFICEHT 5L
WA X A1L, MHRA @ Good Clinical Practice Guide ®%f 6.14 &= L4 11 A2 L TL7E

S,

Link to this comment

4. Comment byK R PRASAD posted on16 August 2016

Longest storage of material would be ideal time to consider for mapping. Seasonal mapping may not
be required because the intent of the mapping is to find out the distribution of temperature across the
storage warehouse and to establish the "COLDEST" spot and the "HOTTEST" spot.

W OREBR A R b EWIEAIEL, RE~ v U 72 RET 5 OICHAK AR E 20 £, oS
O BWNIRERESROBEESAEZTN, RbHE ] 2Ry e TRbEWV) ARy haird52 L

ThdHID, vy B T30 E 2 WGEAERH D £,

Link to this comment

e Repliesto K R PRASAD>

Comment byMark Birse posted on17 August 2016

Seasonal mapping allows establishment of the hottest and coldest points throughout the year
as these may change - for example use of heaters in the winter, skylights and sun position
etc. Seasonal mapping will provide you with a full understanding of the thermal footprint of
your facility whatever the time of year.
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T, EMOKIZm L CORE~ v 27 (seasonal mapping) Z 45 &, Mgk DE T v
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Link to this comment

5. Comment byMelbin posted on09 November 2016

Appreciate your recommendations on temperature mapping studies of clean rooms (processing areas
such as sifting, granulation, blending, compression, coating, packing etc.) as part of facility and
HVAC qualification.

BB LN HVAC BED—BE LT, 7V —r J—24 (B, &k, BE. . a—T 7, #la
R EOWIRT Y T ORE~ v VL ISR T A HERE R IE IR L E T,

thankyou »Hv 3L 9

Link to this comment

e Replies to Melbin>

Comment byMark Birse posted on17 November 2016

Routinely the normal expectation would be for temperature monitoring only within
production areas.

However, temperature mapping may be required if the product is temperature sensitive and
additional control measures are used in production. This would need be done on a risk based
approach giving additional consideration to the exposure time within each processing step.

This risk assessment may lead to a requirement for "work in progress" storage areas,
associated with the intermediate processing steps, such as blend or tablet core storage to
require temperature mapping to show that the routine temperature monitoring positions are
representative of worst case. This is because intermediates stored in these areas can be held
for extended periods

WE L, REEGITAEEZY THNORTITh A Z E i EnET,

et L, WEMREICHEE T Y AESEMOEEFENMEH SN TW A5, RE~ >
CUINBBIR5Ean D) £, Zhid. BLEAT v TNOREREEZ S BICEE LY
A R—=ADT T a—F T{THILERHY £7,

DY A7 FHENE, EHR R EERESREOL 2R T I L eI O DREY vy BT

BN LT LT Ly REZITSEA 27 ORER S, FRAERT v 7B 5 THETH ("work
in progress") @] REFIKOELIC SN L AR SV £9, b0 U TIREINT

WD PRI R GRS S5 ARt 6 5720 T,

u
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Link to this comment

6. Comment byBina Patel posted on22 January 2017

Thank you and good information. I have question on humidity. Mapping should cover humidity
contol?
HOBRES X ET, TLTEWERS, BEICSOWTERMTY, ~ v 73R ER#EEZ 73—

LB DY ET N

Link to this comment

e Replies to Bina Patel>
Comment byMark Birse posted on25 January 2017

There are no stated humidity limits on UK packs and therefore no requirement within EU
GDP for humidity to be included in mapping and monitoring exercises. However, using a
quality risk management approach if your storage area presents a challenging environment
you may wish to add humidity monitoring within your programme.
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Link to this comment

e Replies to Mark Birse>

Comment by Zul Mamon @ Pharma Experts Ltd posted on14
February 2017

Fortunately we have a temperate climate in the UK and Europe and humidity is not
an issue.

However, as mentioned above a risk based approach should be used when assessing
the storage area.

For example, if the storage area was located in a basement. Humidity in such
enclosed areas is commonly caused by moisture migrating through a concrete
foundation and condensing on the cold concrete walls and floors.

In other regions around the world e.g. Iran and Egypt where the climate is hot and
humid or Brazil and Singapore where it is hot and very humid with a relative
humidity of 75% this can be issue.

Temperature loggers which also measure RH are easily available if required.
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Link to this comment

e Replies to Zul Mamon @ Pharma Experts Ltd>
Comment byMark Birse posted on21 February 2017

An interesting example..... Whilst the basement storage situation
does provide an example of using a quality risk management
(QRM) approach, it should not be used to justify bad practice.

It could usefully be implemented to highlight any potential
changes in the building fabric and give an early warning of a
coming issue in a basement with suitable construction and damp
proofing (supplementing routine checks of the building fabric
during self inspection). However, if a basement area did have
moisture migrating through concrete foundations and condensing
on the cold concrete walls and floors then this is an unacceptable
storage area, full stop, and no QRM approach will change that!
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Link to this comment

e Replies to Zul Mamon @ Pharma Experts Ltd>
Comment byparth CHAUDHARY posted on01 August 2017

we are in climatic zone IV. There is temperature mapping study of
storage area is gong on. Relative humidity (for low RH area)
measurement is impactful on study or not?
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Link to this comment

e Replies to parth CHAUDHARY>
Comment bySara Berry posted on06 November 2017

Please refer to EU GMP Chapter 3, 3.19 Where special
storage conditions are required (e.g. temperature and
humidity) these should be provided checked and
monitored.

In order to carry out an effective monitoring a mapping
study should be carried out to define placement of
monitoring probes and to assess whether the storage area is

appropriate for the storage of the product.
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Link to this comment

7. Comment by Nick posted on22 February 2017

I think this blog is very good in providing more clarification and elaborating on the
content of the green guide with regards to temperature control. Are there any plans for a
blog on qualification of equipment for storing TTSPP's in a warehouse facility?
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Link to this comment

e Replies to Nick>
Comment byMark Birse posted on03 March 2017

Thanks Nick - A good suggestion and one we have now added to our list for the
future.
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Link to this comment

8. Comment byRichard Coe posted on28 February 2017

Humidity control can become very useful and in some cases necessary when product is
routinely shipped by seafreight container. The cardboard packaging and timber pallets
absorb large amounts of moisture under "normal” humidities. This moisture can lead to
mould growth and/or condensation rain as the container traverses the globe through
changing climates. Mouldy packaging usually means total loss of product!
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The shipping lane risk assessments, ideally carried out by your logistics partner, should
show appropriate controls - either type / amount of desiccant or the need for fully
humidity controlled container. Both these have a cost impact, so significant savings
combined with a reduction of quality risk are possible through storage area humidity
control and starting off with a "dry" cargo.

Humidity mapping is desirable, therefore, to support the outcomes / decisions of the

shipping lane risk assessment.
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Link to this comment

9. Comment byMarie Dhondt posted on07 March 2017

I understand 7 days for a temparature mapping...

How many data loggers ?

I've been told every 5 to 10 meters? what about the racks?
RE~ >y B 71 7 BRI D Z LI L TOhET ..
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Link to this comment

e Replies to Marie Dhondt>

Comment byMark Birse posted on08 March 2017
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Firstly, look at the area to be used for storage, identify the highest point of
storage - not necessarily the highest shelf or pallet location.
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Identify any potential problem areas such as heaters, lighting, windows and
doors, loading bays or high storage areas such as mezzanine floors. These areas
should be covered in the exercise.
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Don’t forget to include areas such as CD rooms, packing areas, Returns and

quarantine.
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When deciding on a storage area, remember, it can be difficult to cool storage
areas down as well as heat them up.

REBIT 2RO 5 L Ed, WESTEZED L2 TR, T2 e b LWVWES
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Use calibrated monitoring probes in sufficient numbers dependant on the size of

the storage area.
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Risk asses the data.
VA IIT— X %25 L ET,

Once the initial mapping exercise is complete, the data should be recorded and
risk assessed to determine the most appropriate positions for the permanent
monitoring probes and should cover the areas that have the widest temperature
fluctuations or indicate areas with any hot or cold spots.
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Repeat the exercise to cover seasonal variations or if the storage area is
subsequently reconfigured.
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A risk assessment would also define and justify the regularity of any future
mapping exercises and must also be regularly reviewed, perhaps as part of the
self-audit process.
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Link to this comment

10. Comment byPaul Houghton posted on28 March 2017

Is there any guidance regarding when a vehicle (truck) should be temperature mapped
based on time of a journey. For example if a collection/delivery of a pharma product is
done, in a temperature control vehicle, and that journey is expected to always be 1 hr,
would there be an expectation on the haulage provider to temperature map the vehicle?
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Link to this comment

e Replies to Paul Houghton>
Comment byMark Birse posted on30 March 2017

If distribution is contracted by a wholesaler (contact giver), to a third party
(contract acceptor), the contract giver is responsible for assessing the competence
of the contract acceptor to carry out the work required.
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An audit should be performed before engaging the contract acceptor who should
have adequate premises and equipment, knowledge and experience and
competent personnel to carry out the required tasks.
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The products being transported remain the responsibility of the contract giver and
a risk assessment should be conducted to ensure that deliveries are not exposed to
conditions that could affect product quality and are in accordance with the label
requirements. Time will clearly feature as one aspect of that risk assessment.
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Therefore, it is not a straightforward yes or no answer and depends on the
individual situation - hence the risk based approach.

L7eo T, 2R EMe N3v) F7203 Tnnz ) o0&z cidel, xRk
WK ET D720, VA RN—20T7 Fu—F L0 £,

Additional information is covered in GDP Guidelines Chapter 7 on Outsourced
Activities and Chapter 9 on Transportation.

BEIMEBIX. GDP A KT A O EFLIEINCET 55 7 F L OME IR 5
5 9 BICEHEHINTWA,

Some wider information is also in our other blog posts:
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https://mhrainspectorate.blog.gov.uk/2016/01/26/refrigerated-medicinal-

products-part-1-receipt-and-storage-some-things-to-consider

https://mhrainspectorate.blog.gov.uk/2016/05/05/refrigerated-medicinal-

products-part-2-transportation-packing-temperature-management-the-use-of-

third-party-couriers-and-returns-some-things-to-consider/
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11. Comment byXavier posted on09 August 2017

Hi... Late reading of this interesting thread.
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I had a question regarding loaded mapping (when you talk about "dummy products”. If a
freezer unit is routinely used to store products in cardboxes. Do we agree that loaded
mapping should involve dummy cardboxes filled with any sense enough content, or
mappng with empty cardboxes are acceptable? I guess it's a question between the effect
of air cirulation and the effect of heat capacity of the freezer's content?
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Link to this comment

e Replies to Xavier>
Comment bySara Berry posted on17 August 2017

The objective of the loaded temperature mapping test for a freezer is to
demonstrate that it is capable of controlling and maintaining a uniform
temperature when in use. To ensure the test replicates the intended use, a
simulated load should be representative of what is intended to be stored. So,
empty boxes are not appropriate for small volume refrigerators and freezers.
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12. Comment bySachin posted on23 August 2017
Hiii,
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Is there any guidance or requirements for temperature mapping of processing areas in

pharmaceuticals, other than monitoring from fixed routine monitoring sensors. The way

we do for warehouses and storage areas.

Thanks and regards

Link to this comment

Replies to Sachin>
Comment bySara Berry posted on06 November 2017

Dear Sachin,

EU GMP Chapter 3, 3.1 states that: Production area should be effectively
ventilated with air control facilities (including temperature and where necessary
humidity and filtration) appropriate to both the products handled, to the
operations taking place within them and to the external environment.

Annex 15 Principle states that: As part of the quality risk management system
decisions on the scope and extent of the qualification and validation should be
based on a justification and documented risk assessment of the facilities,
equipment, utilities and processes.

You should therefore apply risk management principles in this determination.
Kind Regards Sara

EUGMP % 3 %, 3.1 [ZITRO X S ICF#EE N TWET « i U 7%, 225
HEE (RE, LEIJECCRE, Az 5T) THRNIBKEINLIRETH
Do TAUTHO o WE 2 TITONO1EE, KT GRIE : TOE¥EEZIT> TV
DI 2) ABEBEEEOW G T HHDE RS> TNAERETHD G - OB
BWRAH) .

fHiEE 15 JFH] (Annex 15 Principle) DIATIL, RO X D ITHES N TWD, [
BIYAZEMI AT LAO—BE LT, BEMEE N 7 —3 9 O & FREIC
B 2EIR, sk, s, = —7 4 U7 1. BEXOTrEROEYSE CFELS
NIz 27T ESNWTITON LI RETH D, | LIed->T, ZOWREIZITY A
7 BRI Z BT 2 HERH Y £7,

EALLHT

Link to this comment

PP BT L > THEZ THITF SV, FROUIL S O-ER, R, TLTHA TIANFEL TVET,


https://mhrainspectorate.blog.gov.uk/author/stephentodd/
https://mhrainspectorate.blog.gov.uk/2016/07/14/temperature-mapping-an-introduction/#comment-2033
https://mhrainspectorate.blog.gov.uk/author/saraberry/
https://mhrainspectorate.blog.gov.uk/2016/07/14/temperature-mapping-an-introduction/#comment-2146

Temperature mapping — an introduction. : i /%~ -~ &> 7 — A Posted by:Steve Todd, Posted on:14 July 2016 ;
https://mhrainspectorate.blog.gov.uk/author/stephentodd/

Page 22 of 23

13. Comment byRajeev Paliwal posted on12 September 2017

How many temperature / Humidity sensor are required for daily monitoring / recording

in stability walk in chambers ?

Link to this comment

e Replies to Rajeev Paliwal>
Comment bySara Berry posted on06 November 2017

Dear Rajeev,

There is no specific guidance on this, however it should be defined based on
mapping studies, equipment capabilities and the capacity of the chamber. All
decisions should be scientifically and technically justified. Placement of probes
should be in areas of widest fluctuation, hot and cold spots. Risk assessment
should be used in determining decision.

Kind Regards Sara
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14. Comment byVedran Lulic posted on20 February 2018

Greetings,

First, I would like to thank You for a very interesting and useful blog and use this
opportunity to have Your opinion on mapping frequency. Our routine mapping
frequency for laboratory freezers, refridgerators, stability chambers, etc. is once
annually. We are currently trying to implement mapping frequency of 2-3 years for
every NEW piece of CTUs we obtain and perform complete 1Q, OQ, PQ procedure.
However, during time interval of 2-3 years between each remapping, we plan to check
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and document accuracy of control thermometer against calibrated referenced
thermometer every year.

I would like to hear Your thoughts on this idea.

Kind regards,

Vedran
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e Replies to Vedran Lulic>
Comment bySara Berry posted on26 February 2018

Dear Vedran, As detailed in the blog, the expectation is that a risk assessment is
in place to support your determined frequency of temperature mapping. The
general expectation is that equipment should be calibrated annually as you are
intending to do.

Kind Regards

Sara
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