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DefinitionDefinition

„„PackagingPackaging designeddesigned and and 
constructedconstructed to be to be difficultdifficult forfor youngyoung
childrenchildren to to openopen withinwithin a a reasonablereasonable
time and time and thatthat isis notnot difficultdifficult forfor
adultsadults to to useuse properlyproperly“.“.

Source: Guidance on Compliance with the Medicines (Child
Safety), Regulation 2003, MHRA; John Trepper, VP Perrit
Labs „Blister Packaging and Harmonisation“ May 2000
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TheThe HistoryHistory

The Idea of Child Resistant Packaging started
in the USA:

⇒Code of Federal Regulations Part 1700 to 1750
Subchapter E  - POISON PREVENTION 

PACKAGING ACT
1970 Regulations

⇒Introduces the Concept of Child Panel Testing
Adult Test Panel

⇒Liability driven
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Countries Countries withwith Standards andStandards and
LegislationLegislation forfor PharmaceuticalPharmaceutical CR CR 

PackagingPackaging

United United StatesStates of America           of America           19701970
United Kingdom,  BS 7236 United Kingdom,  BS 7236 CoPCoP 19751975
CanadaCanada 19791979
Germany, DIN 55559Germany, DIN 55559 19791979
ItalyItaly (Regulation (Regulation onlyonly, no , no StdStd)) 19841984
AustraliaAustralia 19851985
NetherlandsNetherlands, , folowingfolowing DINDIN 19851985
UK, BS 8404UK, BS 8404 20032003
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ExperienceExperience withwith CR CR PackagingPackaging

Do you, yourself have trouble opening child-resistant packages?

Almost 70% have trouble opening child-resistant packages.
Source: „Packaging“ USA, June 1990

Yes
No
No Answer

69.7%

28.9%

1.4%
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ExperienceExperience withwith CR CR PackagingPackaging ((ContinuedContinued))

DifficultyDifficulty in in openingopening::
Young Young ParentParent 51.5%51.5%
MiddleMiddle agedaged parentparent 68.0%68.0%
WorkingWorking olderolder CoupleCouple 78.3%78.3%
RetiredRetired olderolder CoupleCouple 82.2%82.2%

ResultedResulted in in olderolder adultadult test test panelpanel (50 to (50 to 
70 70 yearsyears oldold) ) initiallyinitially 18 to 45 18 to 45 yearsyears oldold, , 
changedchanged in in thethe latelate 80ies80ies

SourceSource: „: „PackagingPackaging“ USA, “ USA, JuneJune 19901990
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SomeSome HASS HASS DataData 11
1995  total 1995  total suspectedsuspected accidentalaccidental poisoningspoisonings of of childrenchildren

lessless thanthan 5 5 yearsyears of age, in total 1776:of age, in total 1776:

PharmaceuticalsPharmaceuticals involvedinvolved 988988 55.6%55.6%

Original Original oror dispdisp. Pack inv.. Pack inv. 963963 54.2%54.2%

NumberNumber involvinginvolving solidssolids 534534 30.0%30.0%

NumberNumber involvinvolv. . liquidsliquids 429429 24.2%24.2%
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SomeSome HASS HASS DataData 22
SolidsSolids

RecloseablesRecloseables

CRCR 3333 1.9%1.9%

non CRnon CR 88 0.45%0.45%

CR ?CR ? 6565 3.7%3.7%

∑∑ 106106 6 %6 %

NonNon--RecloseableRecloseable

CRCR 0                 0                 

non CR        non CR        1    0.06%   1    0.06%    

CR ?           CR ?           7878 4.4%4.4%

∑∑ 79    4.4%79    4.4%

SolidsSolids withwith no pack no pack datadata 329329 18.5%18.5%
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HASS HASS DataData ((ContinuedContinued))

LiquidsLiquids in in ReclosablesReclosables CRCR 173173 9.7%9.7%
non CRnon CR 1212 0.7%0.7%

CR ?  CR ?  244  13.7%244  13.7%
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HASS HASS DataData ( ( continuedcontinued ))

PAGB (PAGB (PharmaceuticalPharmaceutical Association of Association of 
Great Great BritainBritain) has ) has monitoredmonitored HASS HASS datadata
forfor manymany yearsyears and and foundfound::
SuspectedSuspected childchild poisonigspoisonigs declineddeclined
consistentlyconsistently fromfrom 1982 1982 –– 19981998
ByBy 33% 33% forfor all all childrenchildren
ByBy > 50% for those under 5 years of age,> 50% for those under 5 years of age,
While over this period the percentage of While over this period the percentage of 
non non reclosablereclosable pharmaceutical packs pharmaceutical packs 
increased significantly.increased significantly.
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ReclosablesReclosables and and 
Non Non -- ReclosablesReclosables

Standard Standard forfor ReclosablesReclosables
BS EN 28317:1993BS EN 28317:1993
duedue forfor revisionrevision 20042004
Standard Standard forfor Non Non ReclosablesReclosables
BS 8404:2001BS 8404:2001
EN 14375:2003EN 14375:2003
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ReclosableReclosable and Non and Non ReclosableReclosable
Packs Packs forfor PharmaceuticalPharmaceutical ProductsProducts

In Europe In Europe moremore thanthan 80% of all 80% of all SolidsSolids areare packedpacked
in Non in Non ReclosableReclosable PackagesPackages ( ( BlistersBlisters))

Main Main ReasonsReasons::
High High levellevel of of protectionprotection of of eacheach individualindividual unitunit ––
longerlonger shelfshelf lifelife
Patient Patient ComplianceCompliance
HygieneHygiene

OnlyOnly oneone dose dose availableavailable at a timeat a time
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TheThe actualactual Situation in Situation in thethe UKUK

ComplianceCompliance withwith BS 8404 BS 8404 requiredrequired..
⇒⇒forfor all all medicinesmedicines containingcontaining AspirineAspirine, , 
ParacetamolParacetamol, , moremore thanthan 24 mg of 24 mg of elementalelemental IronIron
⇒⇒forfor existingexisting MA DIN MA DIN compliantcompliant materialsmaterials
acceptableacceptable, , AdultAdult Test Test requiredrequired
to be to be carriedcarried out out beforebefore April 2005 + Stab. + April 2005 + Stab. + 
LicenceLicence Variation.Variation.
⇒⇒forfor newnew MA DIN MA DIN compliantcompliant materialsmaterials
acceptableacceptable, , AdultAdult Test Test requiredrequired beforebefore applicationapplication
forfor MAMA

Non Reclosables
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TheThe ActualActual Situation in Situation in thethe UK UK 
((ContinuedContinued))

ReclosablesReclosables
BS 6652 obsoleteBS 6652 obsolete
ComplianceCompliance withwith BS EN 28317 BS EN 28317 
(2004) will be (2004) will be requiredrequired byby Oct.2005Oct.2005
In In thethe Interim  Interim  compliancecompliance withwith
ISO 8317 ISO 8317 requiredrequired
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TheThe Test Test MethodMethod

Full 10 Full 10 MinutesMinutesFirst 5 First 5 MinutesMinutesnumbernumber ofofPanelPanel

PackagePackage OpeningsOpeningsCumulativCumulativ
ee

TestTest

41+41+..........2626--404031+31+..........1919--30302002004...4...

35+35+2626--34341616--252526+26+1919--25251111--18181501503...3...

25+25+1616--242466--151519+19+1111--181844--10101001002...2...

15+15+66--141400--5511+11+44--101000--3350501...1...

FailFailContinueContinuePassPassFailFailContinueContinuePassPasschildrenchildren

• Sequential: 200 children max. age 42 to 50 month
50% male, 50% female
Groups of two children
5 minutes with instruction only
5 minutes with demonstration
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TheThe TestmethodTestmethod ( ( continuedcontinued ))

Packages used for test purposes have to be 
identical to those used for the real product.

Have to be chosen by random selection.

Must not contain real product.

Children who lose interest are instructed to 
continue.
If a child refuses to continue the result will be 
noted but not taken into account.

Child Testing
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TheThe Test Test MethodMethod ( ( continuedcontinued ))

100 persons max. 50 - 70 years of age.

Persons who have experience with CR packaging
are not admitted.

It has to be made sure that all participants can
read the opening instructions.

People with physical deficiencies (for example
Arthritis, Parkinsons D.) are not admitted.

Adult Testing
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TheThe Test Test MethodMethod ( ( continuedcontinued ))

Adult Testing

10010070703030TotalTotal

50503535151560 60 -- 7070

252518 18 oror 17177 7 oror 8855 55 -- 5959

252517 17 oror 18188 8 oror 7750 50 -- 5454

TotalTotal
(No. of (No. of 

participantsparticipants))

FemaleFemale
(No. of (No. of 

participantsparticipants))

MaleMale
(No. of (No. of 

participantsparticipants))

YearsYears of of 
AgeAge
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TheThe Test Test MethodMethod ( ( continuedcontinued ))

Each participant has to do the test individually (no
communication between participants) 

5 minutes to study the instructions and 
mechanism and to open the pack.

Those participants who have succeeded to open the
pack within the first 5 minute period have to open
another identical pack within one minute.

Adult Testing
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TheThe Test Test MethodMethod ( ( continuedcontinued ))

Participants who don‘t succeed to open the CR packs
within the 5‘ period are subject to a test with
conventional non CR screw top closures (2)

Only if successful, the result of the CR test will be 
taken into account.

Adult Testing
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Test Assessment

A pack is to be considered as child resistant if:

minimum 85% of all children who took part were
unable to gain access to more than 8 units of the
product within 5 minutes and without demonstration.

minimum 80% of all children who took part were
unable to gain access to more than 8 units
within 10 minutes and with demonstration.

the pack fails if >10% of the adults do not succeed
to open it within the 5 minutes respectively 1 
minute period.
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Type Type TestingTesting

German RegulationsGerman Regulations approveapprove typetype testedtested
materialsmaterials ((packspacks) ) withwith thethe aimaim to to reducereduce thethe
numbernumber of of childrenchildren involvedinvolved in in panelpanel teststests..

(Fortschreibeliste)(Fortschreibeliste)
BS 8404 resp. MLX 291 BS 8404 resp. MLX 291 acceptsaccepts DIN DIN approvedapproved
materialsmaterials ((packspacks))

Materials ( Packs ) once approved can be referred to 
for new MAs without further testing.
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MechanicalMechanical TestingTesting

ObjectiveObjective::
AvoidAvoid involvementinvolvement of of childrenchildren in and in and teachingteaching
themthem howhow to to openopen childchild resistantresistant packspacks..
EstablishEstablish an an objectiveobjective and and repeatablerepeatable validatedvalidated
test test methodmethod..

„Project „Project BlistaBlista““
SponsoredSponsored byby pharmaceuticalpharmaceutical manufacturersmanufacturers and and 

EU EU fundedfunded..
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ConclusionConclusion 11

CONSUMER PROTECTION  AND CONSUMER PROTECTION  AND 
COMPLIANCE COMPLIANCE –– CONFLICTING CONFLICTING 

REQUIREMENTSREQUIREMENTS

Heuer, Heuer, Heuer, Heuer, LenneckeLennecke -- ComplianceCompliance in der in der 
Arzneimitteltherapie, Wissenschaftliche Arzneimitteltherapie, Wissenschaftliche 
Verlagsgesellschaft mbH Stuttgart 1999: Verlagsgesellschaft mbH Stuttgart 1999: 
Recommendations for the handling of Recommendations for the handling of 
pharmaceutical pharmaceutical packagingpackaging: : Amongst other Amongst other 
problems difficulties with the packaging may problems difficulties with the packaging may 
hinder the adherence to the medicinal therapy....hinder the adherence to the medicinal therapy....
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ConclusionConclusion 1 (1 (continuedcontinued))

CONSUMER PROTECTION  AND CONSUMER PROTECTION  AND 
COMPLIANCECOMPLIANCE

...if the patient fails to open it (the bottle)...if the patient fails to open it (the bottle)

a relative will in most cases assist and will leave a relative will in most cases assist and will leave 
it open for the duration of the medicinal it open for the duration of the medicinal 
therapy... therapy... 
...child resistant closures for tablets: it should ...child resistant closures for tablets: it should 
be proceeded as above. It may help to take the be proceeded as above. It may help to take the 
tablets out of the container and to store them in tablets out of the container and to store them in 
another receptacle another receptacle thatthat isis easyeasy to to openopen..
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ConclusionConclusion 22

TheThe moremore difficultdifficult itit isis to to openopen a packa pack

thethe higherhigher thethe likelihoodlikelihood thatthat itit will be  will be  

leftleft openopen..
TheThe useuse of of ChildChild resistantresistant packagespackages isis thethe last in last in thethe

lineline of of protectiveprotective measuresmeasures and and cannotcannot releaserelease thethe

caregivercaregiver fromfrom his his responsibilityresponsibility to to storestore thesethese

productsproducts in such way in such way thatthat theythey cannotcannot be be reachedreached byby

childrenchildren..
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THE CHILD RESISTANT PACK IS 

ALWAYS A COMPROMISE BETWEEN 

CONFLICTING REQUIREMENTS

ConclusionConclusion 33

„Child resistant ≠ Child safe“
Jill Cawthorne, Burford Research Consultants
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ThankThank youyou forfor your your attentionattention

tassilo@korab.at
Member of the Board of

HCPC - Europe


