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BoARD NoOTICE

BOARD NOTICE 83 OF 2008

THE SOUTH AFRICAN PHARMACY COUNCIL

RULES RELATING TO GOOD PHARMACY PRACTICE

The South African Pharmacy Council hereby publishes amendments and additions
to Annexure A of the Rules relatlng to good pharmacy practlce which was published

SCHEDULE
Rules relating to what consti
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Amendment of Section 1.2.13.1
The following sub-sections is substituted as follows —
Three types of areas for the furnishing of information and advice should be

considered for the pharmacy, depending on the services offered by the pharmacy
and the degree of privacy required. These models are:

(a) semi-private area at each point where d|sgensmg of medicine to the patient or
the patient’s aqent/careqwer Qccurs;

(b) aprivate area;

(c) aconsultation area for the provisic creenln' and monitoring services

Every pharmacy must have at |

occurs, there must in- addltlonbf
where commumcat\on can, ake |

Standards for the dlfferent typ_. of areas mcludln B
provided below. o

Amendment of Section 1,.2.13.2

The following sub-sections is suhasti’tutéﬂfas fol

Semi-private area(s)

This area(s) is for the rowsmn of information and or a
area visible to other patlents

that may occur in an

(@ _ The area(s) could be of a modular “bank f
utilised, offering the patient or his/her ag :
access to the pharmacist. Another option is riure, which is surrounded
by a “telephone booth” type structure to pre er persons from crowding
around the patient or his/her agent/carediver who is communicating with the
pharmacist. Figure 1 is a_schematic representation of an example of a semi-

private area.

type, where a counter is
iver reasonably private

(b) In such an area(s), patient counselling may take place in a professional
manner regarding medicine use and other relevant information, but does not
provide the privacy required to advise patients on sensitive issues.
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Amendment of Section 1.2.13.3(a)
The following sub-sections is substituted as follows —

The area should be professionally planned, furnished and eguipped, so as to allow
the pharmacist to consult and counsel patients who may have sensitive emotional or
health care problems and advise a patient and/or histher agent/caregiver on
medicines, and other related issues

Amendment of Section 1.2.13.3(c) .

The following sub-sections is subsmutedas foliows -

The size of the area should be a
and shelves for_reference books

Amendment of Section ; '

The following sub-secti

Any person registered with
or more of the functi
he/she is registered m
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The following minimum standards and criteria as published herewith shall
constitute additional standards to be added to Annexure A of the Rules

relating to Good Pharmacy Practice published in_accordance with Section
35A(b)(ii) of the Ac

MINIMUM STANDARDS REGARDING MAINTENANCE AND DISPOSAL OF
CONFIDENTIAL INFORMATION RELATING TO PATIENTS

INTRODUCTION

In terms of the National Health Act 61 of 2003 all information concerning patients,
including information relating to hls/her health status, treatment or stay in a health
establishment is confidential. ..

“and ethical obligations of

d as |nformat|on r ma
ally identifiable tion that could be used

‘not limited to:

(a) i )hone ‘number, |dent|ty number and/or any

(b)  the name, address and
(¢) medicines (i.e. pre
devices, prescribec
information such ¢ ic
pharmaceutical servrce rendered medical informati

cines) or medical
patient including
disease state,
i drug interactions.

2. Confidential documents relatlng to patient mformatlon refers to personally
identifiable data about an individual patient-and such data is not generally
considered to be pubhc knowledge. Confidential documents relatlng to patient
information includes but is not llmlted to the foliowmg doc

(a) Labels

(b) Prescriptions

(¢) Prescription records and registers

(c) Patient medication records

(d) Patient medical records

() Records relating to screening tests performed

PURPOSE

3. The purpose of this standard is to ensure patient's records are maintained and
disposed of in confidential manner.
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GENERAL CONSIDERATIONS

4. In order to protect personal information from improper disclosure and potential
misuse, the responsible pharmacist of the pharmacy must take the necessary
action to prevent the acquisition and misuse of personal information relating to
patients.

5. The responsible pharmacist must ensure that there are policies and procedures
in place in the pharmacy to protect documents relating to patient information from
any unauthorized disclosure and use, whether it-results from disposal. At a
minimum, this means restricting. - to. documents relating to patient
information to staff whose r require them to have this
information i.e. persons who al i

date.

records and: pféscr ionis i dici /stem o er-utilized must
' rds to prevent and
detect unauthorized atient records and

prescriptions.
Computer records

n used must be
cation Number

8. All computer.reco

capable of restrictin
(PIN) or other restric

9. PIN numbers or pas ould be changed at re
a member of staff te
that various membe
be appropriate to their

only for ordering stock wi

h evel of access
t's records should
T who-is responsible

10.Computers must be sﬂuate : . ‘
accident, by those who are not authorised to ‘have‘-access to it.

11. Access to the database must be restricted at all tlmes. In particular, it is important
to ensure proper control over computer media such as flash sticks, compact
disks, backup copies that may contain copies of medication records that are also
maintained in paper files.

12.The responsible pharmacist must ensure that third parties such as software
vendors, manufacturers, medical schemes and managed healthcare companies
do not have access to the database without their authorisation. Disclosure of any
patient’s information must be within the legal and ethical obligations of
confidentiality.

Creamer Media Pty Ltd +27 11 622 3744 polity @creamermedia.co.za www.polity.org.za P Oli M_za

T T



Polity,..

8 No. 31378 GOVERNMENT GAZETTE, 28 AUGUST 2008

13.The responsible pharmacist must ensure that information given to software
vendors and manufacturers concerning medicine usage does not contain
personally identifiable data about an individual patient. Information given to
software vendors and manufacturers must be anonymised i.e. the identity of the
individual who is the subject of that information cannot be traced back to him/her
or ascertained from the information.

Disposal of the patient’s records

medication records, patlent mer
tests performed.

15. Destructlon of patlent recor

n, or alternatively
ay of a permanent

(d  Take action to ensure fhat no unauthonzed persa'n wm have access to the
personal information contained in the record from the time it is disposed of
until the time it is utimately destroyed. .
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INFORMATION RELATING TO COMPLIANCE WITH GOOD PHARMACY
PRACTICE TO BE SUBMITTED IN SUPPORT OF AN APPLICATION FOR A
LICENCE FOR A PHARMACY PREMISES TO BE ISSUED IN TERMS OF THE
REGULATIONS RELATING TO THE OWNERSHIP AND LICENSING OF
PHARMACIES PUBLISHED IN TERMS OF THE PHARMACY ACT 53 OF 1974 AS
AMENDED

The following information must be submitted to Council as proof of compliance with
Good Pharmacy Practice for purposes of recommendations made by Council to the
National Department of Health for the issuing of a licence by the Director-General for
a premises wherein or from which’ the busmess ’f,a pharmacy shall be carried out in

" Yes No

CRITERIA _
1. Aletter of appointmen
NB: No pharmacns

' ;appd’fntmé'nt

5 A lotter of &2
3. indicating the

‘to adjommg or:s
4,

measurements;

5. Signed affidavit regardlng'
with standards (mu
of the partnership,
shareholders-of a
Company;

6. Incase of a Close Cor

7. In case of a company
(Change of name if appl

8. If applicable, schedules
of the directors and

9. A bank guaranteed chex :
application fee made paya e ot

FLOOR PLAN

The following information must be clearly indicated in ‘the submitted copy of the
professionally drawn floor plan indicating the actual layout of the pharmacy premises drawn
to scale with exact measurements:

CRITERIA Yes No
The size of the premises;

The size of the dispensary

All entrances and exits of the pharmacy;

All entrances to the enclosed areas in the pharmacy e.g.
admin office, manager’s office, dispensary, kitchen, private
area and consultation area

Rl o A el
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A separate facility for washing hands;

A separate facility for compounding of extemporaneous

preparations and cleaning of equipment;

Sufficient and adequate lighting;

A suitable waiting area;

A fridge for heat sensitive pharmaceuticals and vaccines;

0. A suitable separate private room for private consultation of

patients;

11. A suitable consultation area for the provision of screening
and monitoring tests, where applicable; '

12. All Scheduled medlcmes to be stored/dlsplayed inaccessible |
to the public; i

13. A dispensing counter for prescriptlens and

initiated prescriptions (OTC), wx ) ~ i

area for each point where [

patient or the patient’s ¢

dimensions of the dispensi

oTOT

P d b

() Height of partltlonlng of the s¢

1800mm

NB: If a counter for pharmaci
separate from the prescripti
apply to both counters. . - .

Trading Title

ns for the use of a
e “name”) used
aprivateora

of 1974. Council

The following criteria wil
title, trading title, name;

No

.e’;'

3. A name that is calculated to suggest that the pharmagy in
question is superior to another pharmacy or pharmacies;

4. A name which creates the impression that medicines are
being sold at discounted prices;

5. A name which may be misleading to the public;

6. A name that is not associated with or does not belong to the
pharmacy concerned,;
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A name that is calculated to suggest that the professional
skills or ability or facilities for the rendering and supply of
services which form part of the scope of practice of a
pharmacist are superior or better than those of other
pharmacies or pharmacists;

A name that is calculated to suggest that a pharmacy is
associated with, belongs to or is in any way connected with
a body corporate, firm or business, when not owned or part
owned by that body corporate, firm or business;

Any name which is in contravention to the Pharmacy Act53
of 1974. R Lok

The application must be-signed

ommissioner of Oaths.
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