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Kampus Bukit Jimbaran — Bali — Indonesia,

Email: mgelgel|@yahoo.de

6/18/2011

gth CONFEF

ASTAN AT~
Introduction

Institut | esiist
® Pharmaceutical practice oriented
OPatient safety
OPharmaceutical care
OSafety pharmaceutical products

2011
{ACY

Indonesian Pharmaceutical Practice :”;Qj};?i

Based on PP 51 (2009) Act

@ Definition of pharmaceutical practice on
O pharmacetical manufacture including pharmaceutical
quality control and pharmaceutical safety,
O pharmaceutical distribution (buying, supplying, storage,
wholesale and retail of medicines and medicinable
compounds, phamceutical management),

Opharmaceutical services (dispensing, compounding,
drugs information sevice), and

Odrugs development.

Indonesian Pharmaceutical Practice r—«%
Based on PP 51 (2009) Act

® Register Pharmacist (Surat Tanda Register
Apoteker “STRA") (Section 39 (2))

® License pharmaceutical Practice (section 52 (2))
OSIK (Surat ijin Kerja) is license for apothecaries,
who do their pharmaceutical practice in production
and distribution unit
OSIPA (Surat ijin Praktek Apoteker) is license for
apothecaries, who do their pharmaceutical practice
in Pharmaceutical service:
@ Community pharmacist
@ Clinical pharmacist

]

Indonesian Pharmaceutical Practice r-«ij
Based on PP 51 (2009) Act

® Field of practice (section 2(1), 5)
O Supplying of pharmaceutical unit
O Manufacture/Production of pharmaceutical unit
O Distribution of pharmaceutical unit
O Pharmaceutical services unit

Indonesian Pharmaceutical Practice
Based on PP 51 (2009) Act

@ Apothecaries as professional and’legal
responsibilities on
OPharmaceutical manufacture
OPharmaceutical distribution
OPharmaceutical services

® Pharmaceutical practices based on
National Act or Role
ONegligence of role/Act — Forensic Pharmacy




Forensic Pharmacy

® Forensic sciences is the application of science to
legal issues.

® Pharmacy is the health profession that links the
health sciences with chemistry with an ultimate
goal of ensuring the safe and effective use of
medications.

® Forensic pharmacists engage in professional
work relating to litigation, the regulatory process,
or the criminal justice system

@ Many pharmacists do forensic related work but
not many actually have the job title "Forensic
Pharmacist"

Forensic Pharmacy Issue based on PP 51 (2008) Act
Supplying of pharmaceutical unit

® Supplying of pharmaceutical unit “section 6 (2)"
O do a supply of pharmaceutical Goods for his/her unit
O To maintain availability, apportionment, achievable of pharmaceutical
goods, specially essenlials medicines (UU 36 (2009) Kesehatan)
® Requirement
O Management planning of demand, supplying
O QC pharmaceutical Goods receiption
O Good Handling of pharmaceutical Goods
O Regulation for government seclor
® Forensic Issued
O Control of entering under standard Pharmaceutical Goods
O Control of entering illicit Pharmaceutical Goods
O Corruption (Government sector)
O Leak of good pharmaceutical handling caused suffering of patient safety

Forensic Pharmacy Issue based on PP 51 (2009) Act %g;
Distribution of pharmaceutical unit

® Sale of medicinal Products or Medicinal Compound do
by “Pedangan Besar Farmasi (PBF)
© Wholesale
O Retail to Pharmacy (Apotek), Drugstore, Hospital
® Apothecary as professional and legal responsibilities
(section 14 (2))
O Good Distribution Practice "GDP" (Section 15)
® SK KaBPOM Mo : HK 00.05.3.2522 Th 2003
@ Ect.
® Forensic issue
O lllegitimacy of distribution
O Entering illicit medicinal into licit distribution
O Drug dispensing by not professional pharmacist
O Legal responsibilities of pharmacist

6/18/2011

Type of forensic works, whether it is
realized or not by Pharmacies

® Community pharmacies scrutinize prescriptions for
possible forgery

® Hospital pharmacies develop systems to detect and
prevent drug diversion

® A clinical pharmacist or pharmacy technician may
monitor patients for signs of substance abuse or watch
for signs of child abuse.

® With the use of drug utilization review programs,
pharmacies have the capability to watch for fraud.

@ Pharmacists or pharmacy technicians may visit schools,
to give presentations on drugs that are abused, with the
intent of discouraging illegal use.

® Pharmacists educate about the potential risks of
acquaintance rape or drug abuse among teenager

@ Pharmacists works at NADC (BPOM)

Forensic Pharmacy Issue based on PP 51 (2009) Act _
Manufacture/Production of

pharmaceutical unit

@® Manufacture/Production of pharmaceutical unit:
O Manufacture of medicinal product
O Manufacture of herbal remedies / traditional medicine
O Manufacture of cosmetic product
® Apothecary as professional and legal responsibilities
(section 9, PP 51 (2009))
@ Forensic issue
O Under Standard Medicinal Products
O Fraud and White Collar Crime
® Adding medicine compound into traditional medicine
@ Adding non-allowed chemical substance into cosmetic product
® Pricing of medicinal Goods (fee marketing for physician)
O Legal responsibilities of pharmacist

Forensic Pharmacy Issue based on PP 51 (2009) Act
Distribution system of medicinal Products
Based on PP 51 (2009)

Manufacture Unit / Distributor

Distribution
Unit
(PBF)

Pharmacy Drugstore

Hospital | Clinic
(APOTEK) {doby spothecary)

CATATAN :
=1 Flcs:nEion Medicing
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Forensic Pharmacy Issue based on PP 51 (2009) Act 5..._:1{ &)
Distribution system of medicinal Products VaeT)
before PP 51 (2009) o

Manufacture Unit

Apothecery not
as legal
responsibili

Distribution
Unit
(PBF)

Pharmacy Hospital | Clinic Drugstore
(APOTEK) {doby apothecary)

CATATAN :
= iptio Hospital / Chnic
| [Proscripon Medicione el
———s | OTC Medicine

—
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Forensic Pharmacy Issue based on PP 51 (2009) Act

The Fact of distribution system and their lllegitimacy

\|1 fac ture unit
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Forensic Pharmacy Issue based on PP 51 (2009) Act

1) Pharmacy Malpractice
O Pharmacists can be sued for dispensing the wrong
medication/medication error, compoundm? errors, fanﬁure fo
detect interactions, and failure to warn pati
2) Malpractice of Other Health Professionals
O In refated to medication forensic pharmacy expert can be of
assistance, in malpractice cases of other health professionals.
3) Effects of Drugs on Defendants
O Drug induced aggression has been used as a criminal defense
4) Effects of Drugs on Victims
O Use rape drug,
O Medications are often used as agents for suicides and suicide
O Perpetrators use the drug to impair victims
@ depressant drug,
L] :\:atllliaiginalinns or dreams that cannot be easily distinguished from

Forensic Issue related to Pharmaceutical sevices =5

ients about side effects

Forensic Pharmacy Issue based on PP 51 (2009) Act {.S:;;,....g
x

Pharmaceutical services unit

@ Pharmaceutical services unit (Section 19)
OPharmacy (apotek)
OHospital pharmacy
O Puskesmas (government Clinic)
O Private clinic
ODrugstore
® Apothecary
O Pharmaceutical care (section 21, 22, 24)
QO Clinical Pharmacy & Pharmacy Community
O Drug dispensing (Section 21 (1), 24 (c))
O Auditing of Rational use of drug and Pharmacoeconomy
(section 24, 31)

Forensic Pharmacy Issue based on PP 51 (2008) Act
Forensic Issue related to Pharmaceutical sevices®

4) Fraud and White Collar Crime
O Quackery:
@ The promotion of remedies that lack scientific support to consumers or
health professionals
O Healthcare Fraud.
® Submitting inlentionaily false data ta insurance companies
O Record Tampering:
® /mproper changes, in the entries in medical records, after a lawsuit has been
initiated or fear of a lawsuit after an unexpected occurance
5) Unlabeled uses of medications
O In USA: These unlabeled uses may raise "red flags” with the insurance
provider. Forensic Pharmacy invoives a review ol such claims and an
expert opinion whether the Use is reasonable and common practice.
6) Death Investigation
O An assessment of the person's medication history is important during a
death investigation




Other Forensic Sciences related to
Forensic Pharmacy

® Forensic Toxicology
O is the use of toxicology and other disciplines such as analytical chem\sa,
pharmacology and clinical chemistry to aid medicolegal investigation of death,
poisoning, and drug use.
& Drug abuse screening
® Drug infiuence under driving
® Dead investigation
® Paisoning and drug toxicity
® Forensic Medicine
QO Toxicology and pharmacology
® Forensic Pharmacology
© Pharmacy as a member of pharmacology
@ Forensic Serclogy
O Some pharmacy expert in human DNA
@ Forensic Chemistry
O Analysis Pharmacy
O Drug analysis
® Forensic Environmental
O Occupational toxicology
O Tracing hazard compound in environmental

6/18/2011

Forensic Pharmacy Job Description Joml

and Careers

@ Experts in this area, known as Forensic Pharmacists,
O consulted about a number of issues involving drugs and medications
+ medication errors.
+ prascription forgary
+ palicies and procedures for the dispensation of drugs
+ viciations of FDA regulations
+ product tampring
- drug patents
+ insurance fraud
« workars compensation claims
+ use of drugs or alcohol in car accidonts or violent actions
+legaland il vk i
+ use of abused drugs in the workpiace
- professional malpractice
~ quackery and health cate fraud
@ Forensic Pharmacists perform
© such general litigation support tasks as analyzing,
O evaluating cases to helping lawyers to determine the facts of a case, gathering
evidance intsrviewing witnesses, formulating fists of questions that lawyers would ask
vatnesses, and so on

ssscescssssses

may assist and educate attorneys by addressing forensic topics.

o]
© may assist with written reports, depositions, and documant raviews

ang

&

Forensic Pharmacy Course
in Indonesian School of Pharmacy

Recent Course
@ Course not held among School Pharmacy

@ Contents of course
OVariated between School of Pharmacy

OSome contents course:

@Introduce, toxicology of substance, forensic serology,
forensic DNA, Drugs abuse, forensic toxicology,
Alcohol in forensic field, forensic environmental,

Conclusion i

® Forensic Pharmacy course is needed by
pharmacy students to give a point of view
forensic aspects on pharmaceutical
pratices

® Give a new job opportunities on forensic
pharmacy

Forensic Pharmacy Course
based on PP-51 (2009)

® Prerequisite
O Students need to study about the rules and regulations of Indonesian Pharmaceutical
legisiations
O Medium knowledge of pharmaceutical clinic
O Medium knawledge of pharmaceutical manufacture
® Objective
O To know about subject and job description of forensic pharmacy
® Course Contents
Intraduction To Pharmaceutical Legislations-A Brief Review

Introduction of forensic sciences especially a point a view of jod description of forensic
Pharmac;

Intreduction To Drugs And Pharmaceutical Industry-A Brief Review

An Elsborate (Practical Oriented) Study Of The Pharmaceutical Ethics.

\Viewing job description of NADC (BPOM)

An{Elabnra!.! (Practical forensic pharmaceutical Oriented) an Supplying of pharmaceutical
uni

AnfElabofate (Practical foransic pharmaceutical Oriented) on manufacture of pharmaceutical
uni

An Elaborate (Practical forensic pharmaceutical Oriented) Distribution of pharmaceutical unit
An Elaborate (Practical forensic pharmaceutical Oriented) pharmaceutical services unit
Overlapping job ob forensic Pharmacy to other forensic sciences (practical cases discussion)

000 O 00CC 00O
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5" Conference of AASP, School of Pharmacy ITB, 16-19 June 2011
ORAL PRESENTATION

Revolutionary Indonesian Pharmaceutical Practice Act “PP 51 (2009)”, a warrant to give a
Forensic Pharmacy-Lecture for Pharmacy Students.

Dr.rer.nat. | Made Agus Gelgel Wirasuta. M.S1., Apt.
Department of Pharmacy — Basic Sciences Faculty — UdayanaUniversity, Denpasar Indonesian.
Kampus Bukit Jimbaran — Bali — Indonesia, Email: mgelgel l @vahoo.de

Recently pharmacists should have more attention to the assurance of safety aspect of patient
medication in their pharmaceutical care practices. PP 51 (2009) is an act intended to assure than
Indonesian pharmacists conducted their best practices. The issuing of the act was revolutionary
in that it allows pharmacists to be involved in forensic fields. Forensic is the application of
science to legal issues. Pharmacy is the health profession that links the health sciences with
chemistry with an ultimate goal of ensuring the safe and effective use of medications. Forensic
pharmacists engage in professional work relating to litigation, the regulatory process, or the
criminal justice system.The profession obtains its strength from the legal provisions such as
acts, rules, bills, orders, and statutes covered in forensic pharmacy. This field is also known as
pharmaceutical jurisprudence.

Course in forensic pharmacy is needed by phamacy students to give an overview on
pharmaceutical jurisprudence and its practice in foresic fields. Forensic pharmacists may testify
in court, engage in regulatory activities, provide consultation for lawvers or law enforcement
officials, or perform other medico-legal related works. Forensic pharmacists can be involved
with administrative hearings and civil and criminal trials.
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