
A GUIDELINE on

“SEPARATION OF PRESCRIBING FROM DISPENSING OF MEDICINES”

--------------------------------------------------------------------------------------------

THIS Guideline reflects the current Legislative Requirements in the Prescribing and Dispensing of Medicines in Malaysia and related matters. It is prepared for the consideration of Medical Practitioners and Pharmacists.

Legislation: 

>POISONS ACT 1952, Poisons Regulations 1953, Poisons (Psychotropic

 Substances) Regulations 1989, 

>DANGEROUS DRUGS ACT 1952, Dangerous Drugs Regulations 1952, 

>SALE OF DRUGS ACT 1952, and Control of Drugs and Cosmetics Regulations

 1984, 

regulate the “Prescribing and Dispensing of Medicines”

Malaysian National Medicines Policy that was approved by Malaysian Cabinet will also regulate the matter.

MEDICAL ACT 1971 and its Regulations 1974, and the REGISTRATION OF  PHARMACISTS ACT 1951 and Its Regulations 1953 define the professionals who can carry out prescribing and dispensing activities.

A Prescription means any written or oral instruction given by a prescriber (medical doctor) to a pharmacist to supply any medicine containing a scheduled poison for the purpose of medical treatment. 

    [Section 24(2) of PA1952].

If any prescription is given orally, such prescription shall be confirmed by a written prescription within one day. 

    [Section 24(3) of PA1952; Regulation 11(6) of P(PS)R1989]

Prescribing of Group B Poisons by a registered medical practitioner is stipulated in Sections (19) and (21) of Poisons Act 1952.

Prescription Form: Every prescription for any Group B Poisons prescribed by a registered medical doctor shall: 

be in writing, signed and dated by the prescriber thereof. Usual signature of the

   prescriber shall be used. A pharmacist shall be acquainted with the signature of

   the prescriber and has taken reasonably sufficient steps to satisfy himself that it

   is genuine;

(b) state the full name, address and telephone number of the prescriber; 

(c) state the name and address of the patient; 

(d) the age of the patient shall be stated for any psychotropic substance medicine; 

(e) indicate the total amount of medicine to be supplied and the dose; 

(f) specify the number of times (not exceeding three) the medicine may be dispensed

   and, if dispensed more than once, at what intervals. 

[Section (21)(2) of PA1952; Regulation 11 of P(PS)R1989; Regulations 11 and 12 of

 DDR1952].

Prescription Format: A Prescription Format is attached under item (10)--the Good Dispensing Practice Guideline below.

Prescription writing: No prescription for any Group B Poison shall be wholly or partly in code or in such manner that is not readily decipherable and capable of being dispensed by any pharmacist. 

    [Section 21(5) of PA1952].

Dispensing of Medicines: All the community pharmacists shall follow the ‘Good Dispensing Practice Guideline 2014’ when dispensing any medicine. (Refer to attachment).

    [Section 21 of PA1952; Regulation 12 of DDR1952]

Endorsement on the prescription: A pharmacist shall, at the time of dispensing a prescription, endorse upon the face of the prescription, above the signature of the prescriber, his name and address and date on which such medicine was supplied. [Section 21(4) of PA1952; Regulation 11(4) of P(PS)R1989; Regulation 12 of DDR1952]
Labelling of medicines: The container of all the dispensed medicines shall be labelled, in a conspicuous and distinct manner, with: 

(a) the full name and address of pharmacy; 

(b) the full name of patient; 

(c) name and strength of the medicines;

(d) the serial number of the prescription; 

(e) adequate directions for the use of such medicine; 

(f) date of delivery of such medicine; 

(g) the words ‘Controlled Medicine’ or ‘Ubat Terkawal’; and 

(h) the words ‘For External Use Only’ or ‘Not to be Taken’ for any medicine for

   external use.

 [Regulation 12 of PR1952; Regulation 28 of P(PS)R1989].

Prescription Book: On the day on which a prescription is dispensed, a pharmacist shall enter or cause to be entered into the Prescription Book: 

(a) date and serial number of the entry into a Prescription Book; 

(b) the name and quantity of medicines; 

(c) the name of patient;

[Section 24 of PA1952].

Prescription Register For Psychotropic Substance: On the date on which the psychotropic substance is supplied, a pharmacist shall enter or cause to be entered in the ‘Prescription Register For Psychotropic Substance’ true particulars with respect to: 

(a) the prescription serial number and date on which the medicine is supplied; 

(b) the name and strength and quantity of the medicine supplied; 

(c) the name and address of the patient. 

[Regulation 19 of P(PS)R1989]

Dangerous Drug Registers: Every person authorized to supply Dangerous Drugs, excluding the DCA registered Dangerous Drug-products which are classified as Psychotropic Substances, shall comply with the following provisions: 

(a) he shall keep, in National Language or English, a Register in the form set out in

 the Second Schedule to Dangerous Drugs Regulations 1952 and enter therein in

 chronological order true particulars with respect to every quantity of any

 Dangerous Drug obtained and supplied by him, whether to persons within or to

 persons outside Malaysia; 

(b) he shall keep a separate Register or a separate part of the Register with respect to

 each of the drugs named in Parts III, IV and V of the First Schedule of the

 Dangerous Drugs Act 1952; 

(c) he shall make the entry on the day on which the drug is received or supplied by

 him, or if that is not reasonably practicable, on the day next following the said day;

 (d) he shall not cancel, obliterate or alter an entry in the Register and any correction

 of an entry must be made by way of a marginal note or a footnote which specify the

 date on which the correction is made. Every entry must be made in ink so as to be

 indelible; 

(e) the above stipulations, (a) to (d), shall not apply to a medical doctor who enters

 the record in a Day-Book particulars of every Dangerous Drug obtained and

 supplied by him to any person, together with the name and address of that person

 and date of supply; 

(f) the above stipulations, (a) to (d), shall not apply to a licensed pharmacist who

 enters in the ‘medicine containing Dangerous Drug’ into the Psychotropic

 Substance Registers. 

    [Regulation 15 of DDR1952; Third Schedule of Psychotropic Substances].]

Prescription and Record Keeping: 

(a) Every prescription for the supply of psychotropic substance shall be kept for a

 period of at least two years from the date of supply. 

(b) All the Dangerous Drugs Registers, records, books, prescriptions, signed orders

 and other documents shall be preserved for a period of two years from the date on

 which the last entry is made therein, and for any document for a period of two

 years from the date of issue. [Regulation 11(7) of P(PS)R1989; regulation 16 of 

DDR1952].

Delivery of Scheduled Poisons: Nobody under eighteen years of age may be supplied any scheduled poison otherwise than for the purposes of the medical treatment of such a person. [Section 18 of PA1952]. 

Urgent Supply and Prescription Delivery: If it shall appear to the pharmacist that any medicine is required urgently and it is impossible without unreasonable delay to obtain a prescription complying with all the requirements of Poisons Act 1952, it shall be lawful for a pharmacist to supply the medicine, upon the verbal or telephone instructions of a medical practitioner, personally known to him, and after making an entry to that effect in his Prescription Book. In such a case, the pharmacist shall take all the necessary steps to obtain, and the prescriber shall deliver, a prescription within one day of such a supply. This shall apply to all Group B and C poisons only. [Section 21(6) of PA1952].

Quantity Permitted under Urgent Supply: 

(a) It is not stated in the current pharmacy legislation on the permitted quantity of

 schedule poisons, excluding Dangerous Drugs and Psychotropic Substances, that

 may be given under Urgent Supply. 

(b) Not more than one day’s supply of any psychotropic substance may be given

 under Urgent Supply.. 

(c) No person is permitted to supply any Dangerous Drug under Urgent Supply.

 [Section 21(6) and 22(3) and 22(4) of PA1952; Regulation 11(6) of P(PS)R1989]

Prescription Keeping: Every prescription for the supply of psychotropic substance shall be kept for a period of at least two years from the date of supply. 

    [Regulation 11(7) of P(PS)R1989]

Storage of Scheduled Poisons: 

(a) Any scheduled poison shall be stored in a container impervious to the poison and

 sufficiently stout to prevent leakage from the container arising from the ordinary

 risks of handling. 

(b) Any poison shall be stored in a room, cabinet or safe, locked and key, and set

 apart for the scheduled poisons.

[Regulation 5 of PR1952].

Storage of Psychotropic Substances: 

(a) Any psychotropic substance shall be stored in a room, cabinet or safe which

 remain locked except in so far as may be necessary to have such room, cabinet or

 safe opened in order to carry out the purposes of dispensing, supply, or conduct

 stock check. 

(b) Only person who is authorized to possess such psychotropic substance may lock

 and unlock the store and keep the keys. 

(c) Any room, cabinet or safe shall be so constructed with reasonably sufficient 

security measures to prevent theft or diversion of psychotropic substance stored

 therein. 

[Regulation 24 of P(PS)R1989]

Storage of Dangerous Drugs: (Applicable to registered products only)

Any the registered medicine that contains a ‘Dangerous Drug’ is classified under

 Third Schedule of Poisons (Psychotropic Substances) Regulations 1989, and

 therefore it shall comply with P(PS)R1989.

(b) Storage for these registered products is stipulated under item (22) above. 

[Third Schedule of P(PS)R1989]

Control on Disposal of Medicines: Nobody shall dispose of a psychotropic substance in his possession except in the presence and in accordance with the instructions of a Drug Enforcement Officer. True particulars of the date and quantity of medicine which is disposed shall be entered in the Register to be acknowledged/signed by the Drug Enforcement Officer. The Drug Enforcement Officer may take or demand a sample for the purpose of analysis. “Dispose of” and its grammatical variation means to bury, burn or otherwise render in a manner with no or negligible risk of recovery.

[Regulation 25 of P(PS)R1989].

Referral System: General Practitioners shall be the gatekeepers in the Primary health-care. Pharmacists shall be responsible for managing, dispensing and compounding of medicines and giving medication counseling Pharmacists shall refer patients, using a standard Referral Letter, to medical doctors. The same patients shall be channeled back to the pharmacists for medication follow-up in due course.

Contact Doctors: A pharmacist shall telephone to a doctor (prescriber) when a prescription: 

(a) is incomplete (such as age of patient not stated for a psychotropic substance), 

(b) has incorrect dose (outside the normal range), 

(c) carries abnormal signature (pharmacist needs to ascertain it is not forgery), 

(d) contains drugs that interact with one another, or 

(e) cannot be deciphered.

[Section 21(2) and 21(5) of PA1952; Regulation 11 of P(PS)R1989; Regulations (11

& (12) of DDR1952].

National Medicine Formulary: All the prescribers shall use MOH Drug Formulary that consists of 1642 registered medicines. This Formulary shall be up-dated at regular intervals by the Pharmaco-economic Committee.

Generic Substitution: 

(a) As all the registered medicines have been approved by Drug Control Authority

 for their efficacy and safety, National Medicine Policy that stipulates Generic

 Substitution shall be followed. 

(b) All the medicines with narrow therapeutic index shall not be substituted other

 than the stated brand. 

(c) However, a medical doctor (prescriber) may indicate in the Prescription Form if

 he does not want generic substitution for a particular patient.

 [National Medicines Policy, 2006 & 2012].

Pharmaco-economic Committee: 

(a) Its main responsibility is to ensure regular addition of better therapeutic-agents,

 and substitution/deletion of inferior drugs based on both drug’s therapeutic

 usefulness and value-for-money (using cost-benefit analysis etc). 

(b) This committee shall consists of consultant physician, consultant surgeon,

 pharmaceutical scientist, pharmaco-economist, and MOH Officials.

Medication Payment: 

Government should establish a new National Health Financing Authority 

   (NHFA)--under a new Act of Parliament-- to handle all the payments, including

   the reimbursement of medicines and health-care providers’ fees, and contribution

   by all workers.

(b) Prior to the set-up of a NHFA, it is still possible to implement ‘Separation of

 Prescribing from Dispensing of Medicines’ through the ‘out-of-pocket’ payment by

 Patients---as it is currently financed.

(c) Payment through Medical Insurance and Managed-Care Organizations will

  require negotiation and reaching a collective agreement with them.

Local Area Committees: Every State shall establish one Local Area Committee to deal with local issues as well as to foster local program and functions. It shall consists of adequate representatives from medical and pharmacy groups.

Operation Hours: 

(a) It is essential to synchronize the operation hours for the medical clinics and

  community pharmacies within a district locality. Normal opening hours for 

  community pharmacy are from 8:00am to 8:00pm.

(b) The closing hours for the community pharmacies shall be at least one hour after

   that of the medical clinics.

(c) In the urban cities or large towns where some clinics open 24 hours a day, some

   pharmacies will also open 24 hours a day. The names and addresses of these 24

   hours clinics and community pharmacies shall be published in newspaper and

   social media.



