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Overview
1. Classification of medicines in UK

2. Reclassification (“switch”)

3. Issues considered in switch of simvastatin
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Classification of Medicines in UK: Classification of Medicines in UK: 
PrescriptionPrescription

Prescription Only Medicines (POM)

• Safety concerns

– Requires doctor’s supervision

– Contains substance(s) requiring investigation

– Requires injection

• All new medicines
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Classification of Medicines in UK: Classification of Medicines in UK: 
NonprescriptionNonprescription

Pharmacy (P)
• Pharmacies (only)
• Under pharmacist/staff supervision
• US:  “Behind-the-counter”
• Simvastatin

General Sales List (GSL)
• Pharmacy shelves, supermarkets
• Analgesics, cough-cold medications
• US:  “Over-the-counter”



5Joint NDAC/EMDAC Meeting  Joint NDAC/EMDAC Meeting  
January 13, 2005January 13, 2005

Overview
1. Classification of medicines in UK

2. Reclassification (“switch”)

3. Issues considered in switch of simvastatin



6Joint NDAC/EMDAC Meeting  Joint NDAC/EMDAC Meeting  
January 13, 2005January 13, 2005

Application to Reclassify Application to Reclassify 
Medicines: POM to PMedicines: POM to P

• Safety profile
– Reports of adverse reactions
– Post-marketing surveillance studies
– Published literature
– Safety reviews

• Patient information (proposed labeling)

• Training and education of pharmacists & staff

• Evaluation by clinical expert (sponsor)
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Reclassification ProcessReclassification Process

1. Submission of application to Medicines & Healthcare 
Products Regulatory Agency (MHRA)

2. Application Review
– May include Committee on Safety of Medicines (CSM)

3. Consultation letter

4. Review of responses

5. MHRA action
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Zocor HeartZocor Heart--ProPro®®

• Nonprescription (Pharmacy) classification: July 2004

Merck background package, p. 343
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QuestionnaireQuestionnaire

Merck background
package, p. 348



10Joint NDAC/EMDAC Meeting  Joint NDAC/EMDAC Meeting  
January 13, 2005January 13, 2005

Patient Information LeafletPatient Information Leaflet

pp. 344,
345
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Public Consultation Letter: Public Consultation Letter: 
Issues Considered by MHRAIssues Considered by MHRA

• Potential for myopathy/rhabdomyolysis

• Potential for liver toxicity

• Possible use by pregnant women 

• Consumers’ ability to self-diagnose

• Consumer knowledge of LDL-C levels

• Adequacy of pharmacy staff training
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MHRA: Potential for MHRA: Potential for 
Myopathy/RhabdomyolysisMyopathy/Rhabdomyolysis

• Sufficiently rare
• Adequate warnings
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MHRA: Potential for Liver ToxicityMHRA: Potential for Liver Toxicity
• Extemely rare

– routine testing not required

• Adequate warnings
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MHRA: MHRA: 
Possible Use by Pregnant WomenPossible Use by Pregnant Women

• Not a concern
• Labeled for use by women 55 and over
• Adequate warnings
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MHRA: Consumers’ Ability toMHRA: Consumers’ Ability to
SelfSelf--DiagnoseDiagnose

• Pharmacist-assisted identification of (moderate) risk
– Age
– Risk factors

• Questionnaire

• Patient Information Leaflet (PIL)
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QuestionnaireQuestionnaire

AGE

RISK FACTORS
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Patient Information LeafletPatient Information Leaflet

AGE

RISKS
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MHRA: Consumer Knowledge MHRA: Consumer Knowledge 
of LDLof LDL--C LevelsC Levels

• Reducing LDL-C reduces risk of CHD

• No specific requirement to know initial LDL-C or 
monitor after starting
– Identification of consumers at higher risk 

(Questionnaire – Medical History)
– Opportunities to determine LDL-C levels
– Referral to doctor
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MHRA: MHRA: 
Pharmacy Staff Training PackagePharmacy Staff Training Package

• Prepared in consultation with National 
Pharmacy bodies

• Distributed to pharmacists and medicine 
counter assistants

• Education:
– Pathophysiology of CHD and major risk factors
– Contraindications, precautions, possible adverse 

effects
– Other interventions (e.g., lifestyle changes)
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Responses to Consultation LetterResponses to Consultation Letter
• Circulated within health services (> 250)
• 100 responses:

– NHS Trusts (21)
– Pharmacy bodies (14)
– Healthcare professionals (12)
– Royal medical colleges (9)
– Patients (6)
– Industry (5)
– Other (33):  medical bodies, academia, replies with no comment
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Responses to Consultation Responses to Consultation 
Letter:  POM to P Switch?Letter:  POM to P Switch?

Yes

No Yes w/ issues

IssuesNo comment

11%

35%

21%

24%

9%



23Joint NDAC/EMDAC Meeting  Joint NDAC/EMDAC Meeting  
January 13, 2005January 13, 2005

Concerns Raised in Response Concerns Raised in Response 
to Consultation Letterto Consultation Letter

• Dose (10 mg) too low / no clinical trials (≥ 40%)

• Need for cholesterol testing (≥ 27%)

• Need for liver function testing (≥ 21%)

• Potential to ignore lifestyle changes (≥ 21%)

• Cost of OTC statins (≥ 21%)
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Concerns Raised in Response Concerns Raised in Response 
to Consultation Letterto Consultation Letter

• Pharmacist burden/training (≥ 16%)

• Record keeping/patient management (≥ 16%)

• Interactions with other medications (≥ 10%)

• Side effects (≥ 10%)
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SummarySummary

No direct or indirect danger to
consumer health without medical supervision

BUT. . . 
“with the advice of a pharmacist and supported by a 

comprehensive pharmacy training package.”
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