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PREFACE

The Community Pharmacy Section of FIP took the initiative of inviting Prafull D. Sheth to serve as Observer from
Developing Countries on the Executive Committee of the Section. Mr. Sheth was in 2000 invited to serve with a
specific aim in mind, this being the involvement of pharmacists in the fight against AIDS.

It has been a great pleasure for the Community Pharmacy Section to follow the work undertaken in India to reach
the goals set up in 2000. We take pride now in seeing the first result of the work, the Guiding Principles for
Pharmacists in the fight against HIV/AIDS, which will form the basis of implementation of the project in daily
practice in India.

AIDS is a major threat to public health and it is therefore of great importance to also involve pharmacists in the fight
against AIDS. The Community Pharmacy Section of course recognises the importance of the joint FIP, WHO
declaration on the Role of the Pharmacist in the Fight against the HIV-AIDS Pandemic. The joint declaration has
formed the basis for the development of these Guiding Principles. They form the tool for the next step for you.

We hope that Guiding Principles for Pharmacists in the fight against HIV/AIDS will be of valuable support in the
implementation process in India and other developing countries.

Prof. Th. F. J. Tromp
President
Community Pharmacy Section of FIP
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FOREWORD

This is what | call a landmark initiative. It is a unique occasion when the entire pharmacy profession is getting
mobilized to join in the endeavor in halting a devastating disease which is going to decimate our public. The
involvement of pharmacists in the fight against AIDS is a conceptually imaginative, innovative and much needed
action. The pharmacists should have shown the way and hopefully other professional organisations would join in.

More than 500,000 pharmacists in India represent a tremendous force. They are the first contact with community,
in their sickness and in their quest for health. The people who come to the pharmacists know them and trust them.
Pharmacists are therefore in a better position to offer counseling about HIV/AIDS to the sufferers and information on
how to prevent this dreaded disease. Moreover, the pharmacist has the knowledge about most of the facts surrounding
the disease.

While it is going to be a challenge to the community pharmacists, it is a big boon to the country when the Guiding
Principles start getting implemented. These Guiding Principles will be introduced in the curriculum for fresh graduates.
There will also be a series of Continuing Education meetings for the pharmacists. In this manner of implementation,
the short route of Continuing Education is for immediate intervention by the pharmacist. The long, more difficult but
eventually more rewarding route in reinforcing these Guiding Principles at the undergraduate level in the impressionable
young minds will have more lasting effect. The task is not easy and will need dedication, faith, leadership and it
needs time. Today, in the urban areas, nobody and least of all professionals, doctors, have time to listen to
patients. One-third of all complaints from the public would not arise if doctors had time to listen or even talk a few
kind words to the patients. As a result, the patients end up in consumer courts making allegations against doctors
for abrogation for their duties. This is an amazing fact but in this effort, pharmacist too will need a little more time.
In fact, in the year 2002, it is also amazing that we are thinking of introducing in the medical curriculum modules on
how to talk to patients, how to listen, how to break the news of death of relatives!

There are a few international studies on the intervention of community pharmacist in the fight against AIDS. The

results are worth sharing since these results provide encouragement and show that community pharmacist can

make difference:

» Inapharmacist-led intervention in Canada, education, counseling and availability for follow up telephone support,
significantly increased adherence to HAART-antiretroviral therapy for HIV and led to great benefit to the patients.

» Astudy in USA on clinical guidelines and pharmacist intervention program for HIV patients carried out at a
university brought down hospital cost without increasing patient morbidity.

» Astudy from Toronto concluded that community pharmacists were most comfortable counseling, advising and
providing literature and generally willing to expand services in the fight against AIDS.

It is important however, to note that in India it may not be feasible to expect uniform program implementation
immediately. The organizational, educational and policy changes to facilitate program development may take some
time. Meanwhile, it is very important not to neglect continuing education and young pharmacist training.

Padmashri Professor Ranjit Roy Chaudhury
President, Delhi Society for Rational Use of Drugs
and Co-Ordinator India-WHO Programme on Essential Drugs
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EXECUTIVE SUMMARY
Introduction

The World Health Organization has a joint declaration with FIP on the role of pharmacist in the fight against HIV/
AIDS pandemic (Annex-1). In line with WHO-FIP declaration, it is felt that as resourceful health personnel, pharmacists
are in a position to contribute in the fight against HIV/AIDS. Pharmacists are in close contact with community, in
their sickness and in their quest for health. The people who come to the pharmacists know them and trust them.
Pharmacists are therefore in a strategic position to offer useful advice about HIVV/AIDS to the sufferers and information
on how to prevent this dreaded disease.

It is the wish of FIP and consequently also the Community Pharmacy Section (CPS) to strengthen the role of the
pharmacist in the fight against HIV/AIDS pandemic. The CPS wants to help India in effectuating the joint declaration
between WHO and FIP therefore appointed Mr. Prafull D. Sheth, President of the Indian Pharmaceutical Association
as an Observer for developing countries on their Executive Committee for the period September 2000 - March 2004.
The specific aim of the Observer is to prepare and implement Guiding Principles for pharmacists in fight HIV/AIDS
in India.

In the first phase i.e. September 2000 - March 2002, the Observer setup a national working group was set up to
develop Guiding Principles for Pharmacists and pharmaceutical scientists in the fight against HIV/AIDS in India for
which the terms of reference were framed (Annex-2). The Observer with the help of working group finalized a
document entitled ‘Guiding Principles for Pharmacists - HIV/AIDS'. The resources were provided by CPS and FIP
Foundation.

The Guiding Principles are developed so that pharmacists are able to share responsibility in the fight against HIV/
AIDS. To achieve the objectives, it is necessary to:

i) Upgrade the curriculum at Diploma/Degree levels

ii) Provide Continuing Education to practicing in-service pharmacists

1. The Process for curriculum upgradation for fresh diploma/degree students

In India, there are 351 institutions in the country which train 20,534 diploma qualified pharmacists and 155 Degree
institutions with student intake of 8,361 per annum.

The Pharmacy Council of India (PCI) prescribes qualification for registration and curriculum for diploma in pharmacy.
The All India Council for Technical Education (AICTE) regulates curriculum at all levels e.g., diploma, degree and
postgraduation in pharmacy.

For pharmacists to become familiar with prevention and creating awareness on HIV/AIDS, the existing curriculum
should be reviewed. It is therefore necessary to work with PCl and AICTE to ensure that the curriculum is upgraded.
Itis emphatically suggested both PCI and AICTE should take necessary steps to redesign curricula so that future
generation of pharmacists are effectively able to participate with other health professionals in prevention and control
of this dreaded disease.

2. TheProcess for Continuing Education of in-service pharmacists

In India, presently there are estimated 500,000 pharmacists. Educationwise, there are four categories of pharmacists
who are registered with the state pharmacy councils. (1) Those registered before full enforcement of Pharmacy Act
with only experience as the criterion for enrolment; (2) Those registered with 10+2 years diploma or Higher Secondary
with 1 or 2 years diploma qualification as provided for under the Education Regulations before 1991; (3) Those
registered with 10+2+2 year of diploma qualification after Education Regulations 1991 came into force; (4) Those
registered with 10+2+4 years degree. For all those who are currently practicing pharmacy, therefore, they are in a
position to understand the facts about the AIDS and they can educate the community. In order to involve pharmacists
in this process, a team of dedicated trainers must be generated who can impart training to this large pool of
Lpharmacists.
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Due to the vastness of geography and the huge number of pharmacists involved it is advisable to designate project
coordinators at sectoral/state wise level. Simultaneously seek resources for implementation and materials. In-addition,
web site and E-mail administration should be handled nationally. To begin with, a pool of 50 trainers should be created
by conducting a 2-3 day workshop with a view to develop a 4-hour training module for participants. These core trainers
can create further trainers for a multiplier effect. Thereafter the actual training can begin in batches of 25 participants.
This initial training will be reinforced after 4-6 weeks. At all times feedback collection, collation and modulation will
continue to update and improve the programme.

Designate project co-ordinators

Seek resources for information materials/IEC materials

Setting up web site and E-mail administration

Create a pool of 50 trainers with a view to develop 4 hours classroom training for the participants
Begin traininvg in-service pharmacists in batches of 25

Seek feedback from the trainers as well as participants

Collection and collation and processing feedback

4 Hours classroom follow-up training to reinforce the initial training after 4-6 weeks

3. Specific training module

It is to be clearly understood that there is no definite curative treatment for HIV/AIDS. The best way of preventing
the spread of this infection is through education of the public about its spread and impact of this dreadful
infection on the infected individuals and their family members. The pharmacist is a focal point in the community
accessible to many people, therefore can play crucial role in the fight against HIV/AIDS.

The training module includes the following lectures on AIDS to increase the pharmacists’ knowledge base.
Lecturel  AIDS —global scenario

Lecture Il  Pathophysiology of AIDS

Lecturelll  Therapeutics of AIDS

Lecture IV Counseling skills for pharmacists on AIDS

LectureV Role-play
4. Outcome expected from trained pharmacists

A well-trained pharmacist will be a knowledgeable resource in sharing responsibilities in fighting AIDS in India.
An informed pharmacist will be able to play an important role in prevention and information on HIV/AIDS e.g.,

* AIDS/other STDs, relative statistics

» Etiology, structure of HIV, life cycle and enzyme system of virus

* Modes of transmission with special reference in India

* Symptoms, most susceptible groups or high risk groups

» Approaches to control HIV transmission

» Diagnostic methods and schedule, pre-test and post-test counseling

» Drugs used/available for treatment for HIV infection and the secondary infections
*  Mother-to-child transmission and approaches to prevent it

X



Ways to improve public awareness

Safe sex practices and use of condoms

When, who and where to go for HIV test, types of HIV tests
How HIV can progress to AIDS?

Living positively with HIV and AIDS

HIV medicines

Blood transfusion/injectable drug users

Proper diet for HIV/AIDS infected patient

Care of HIV patients

Use of pharmacies/drug stores/retail outlets for message promotion centers for prevention, education and
awareness about HIV/AIDS

Implementation

The Guiding Principles take into consideration the present inadequate knowledge base of the pharmacist in India,
strategies for improvement and expected challenges, which are likely to be faced. These Guiding Principles should
be used to train fresh pharmacy graduates and at the same time to impart Continuing Education to in-service
pharmacists. The Guiding Principles should be implemented in India but with the intention that they can be used
in other developing countries of Asia or elsewhere. The time frame forimplementation is April 2002 to September
2004 in India. Looking at the large number of pharmacists in India, these Guiding Principles should have the widest
distribution. The support of Governmental agencies, national professional pharmaceutical bodies, trade organizations
and industry is vital and should be sought for pharmacists sharing responsibility at the national level.

For the mobilization of pharmacists in the fight against HIV/AIDS in India the following strategies should be
adopted:

The document Guiding Principles for pharmacists - HIV/AIDS should be approved as a WHO-SEARO reference
document within the frame work of SEARPharm Forum (a forum of FIP-WHO for national pharmaceutical associations
of South-East Asian Region)

Indian Pharmaceutical Association (IPA) should seek support of National AIDS Control Organization (NACO) so
that NACO recognizes the potential of the involvement of pharmacists in the overall national strategy
Community Pharmacy Division of IPA (CPD-IPA) should work with Pharmacy Council of India (PCI) and All India
Council for Technical Education (AICTE) for curriculum modification

CPD-IPA should seek support of All India Organization of Chemists and Druggists (AIOCD) for training community
pharmacists

CPD-IPA should seek support of Federation of Indian Pharmacists Association (FIPA) for training pharmacists in
government dispensaries

Education Division of IPA (ED-IPA) and Association of Pharmacy Teachers of India (APTI) should take responsibility
in creating trainers

Hospital Pharmacy Division of IPA (HPD-IPA) and Indian Hospital Pharmacists Association (IHPA) should take
responsibility for training pharmacists working in hospitals

Industrial Pharmacy Division of IPA (IPD-IPA) should seek support of Industry Associations for resources for
training and IEC materials

Indian Pharmaceutical Association (IPA) should seek support and colloberate with National and International
Organizations working towards common goal.

New Delhi, Prafull D. Sheth
April, 2002 Observer Developing Countries
Community Pharmacy Section, FIP
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1. GLOBAL AND INDIAN HIV/AIDS STATISTICS AND FEATURES (2000/01)

A pandemic of AIDS continues to spread relentlessly throughout the world. According to the UNAIDS and WHO
update, estimates released at the end of 2000, 36 million people are living with HIV/AIDS. In 2000, about 15,000
new HIV infections were reported in a day and more than 95% of cases remained in developing countries. Beyond
the death toll and human suffering, AIDS continues to roll back hard won developmental gains in many regions of
the world.

Human Immunodeficiency Virus (HIV) is a retrovirus classified as HIV1 and HIV2. Both the types of HIV infections
are prevalent in the world and deplete the helper T-lymphocytes (CD4 cells) resulting in a continued destruction of
immunesystem and leading to the occurrence of opportunistic infections and malignancies.

In India, the number of HIV positive cases up to 2000 was 3.86 million. In October 2001, the known AIDS cases
were 29,007. Another 4-5 million Indians are presumably infected or sick, barely second to South Africa. Between
3-5% adults are infected in at least 10 urban areas, including Mumbai, Kolhapur, Pune, Hyderabad, Churachandrapur
and Kohima. In Maharashtra and Andhra Pradesh over 2% of adults are infected, roughly on par with Thailand, one
of the three worst hit Asian countries. In Tamilnadu, Karnataka, Manipur and Nagaland well over 1% of adults are
infected. AIDS will soon beat TB as the leading cause of premature death in Indian adults. The unsafe sex practices
and the abysmal health services help to spread HIV through infected blood and contaminated injection syringes
and other medical equipment. Given all this it is no surprise that the number of Indian adults infected with HIV is
now doubling every 18-24 months. Put bluntly, on an average 3,500 Indians are contracting HIV everyday. A World
Bank report warns that without adequate prevention efforts- 5% of adults - could be infected by 2005, outstripping
the entire continent of Africa.

Various types of HIV prevalent in the world

Subtype Place of Prevalence

HIV-1 M-group

A Central Africa, Western Africa

B Europe , North Amerif:a,
Japan, Australia, Thailand
South Africa, India
Central Africa, Western Africa

E Thailan_d , Central African
Republic

F Romania, Brazil

G Africa, Russia, Taiwan

H Africa, Russia, Taiwan

| Africa, Russia, Taiwan

J Africa, Russia, Taiwan

HIV-1 O-group Cameroon

HIV-2 xvn?:’;iﬁgrica, Caribbean, South




Surveillance of HIV/AIDS in India
The National AIDS Control Organization of India (NACO) is responsible for HIV/AIDS surveillance in India. As on 31

October 2001 updates on AIDS cases in India, information by sex, presumed mode of transmission, age and state
wise AIDS cases are shown.

AIDS cases in India by sex

Males 22023
Females 6984
Total 29007

Risk/transmission categories

Mode Of_ B No. of Cases Percentage
Transmission

Sexual 24367 84.00
Perinatal 609 2.10
transmission

Blood and blood oo6 3.43
products

Injectable Drug 1037 3.57
Users

Others (not 1998 6.89
specified)

Total: 29007 100.00

AIDS cases age group wise

Age group Male Female Total
0-14 yrs 673 412 1085
15 - 29 yrs. 7774 3389 11163
30 - 44 yrs. 11674 2680 14354
> 45 yrs. 1902 503 2405
Total 22023 6984 29007




AIDS cases state wise

S. No State/UT AIDS cases
1 Andhra Pradesh 1107
2 Assam 125
3 Arunachal Pradesh o
a Andaman & Nicobar 15
Islands
5 Bihar 82
6 Chandigarh 407
7 Delhi 624
8 Daman & Diu 1
o Dadra & Nagar Haveli (o]
10 Goa 56
11 Gujarat 1156
12 Haryana 189
13 Himachal Pradesh 91
14 Jammu & Kashmir 2
15 Karnataka 1174
16 Kerala 267
17 Lakshadweep o
18 Madhya Pradesh 749
19 Maharashtra 6768
20 Orissa 82
21 Nagaland 199
22 Manipur 1010
23 Mizoram 20
24 Meghalaya 8
25 Pondicherry 141
26 Punjab 135
27 Rajasthan 348
28 Sikkim a4
29 Tamilnadu 13553
30 Tripura ()
31 Uttar Pradesh 389
32 West Bengal 725
33 A. bad municipal 180
corporation.
Total: 29007




2. PHARMACIST'S AREAS OF WORK - SPREADING THE MESSAGE ON AWARENESS,
PREVENTION AND COUNSELING

A pharmacistis a crucial and a focal pointin the community. Practically everyone in the population comes in contact with him
at some point of time, i.e. whenever any medicine or baby product is required. The outreach of this person is tremendous. We
atthis point of time are still facing the problem of lack of knowledge/ information on this issue with the general population. This
is compounded by the fact that the information is laden with misconceptions on the subject. Pharmacists deal with people
from all sections of society and largely those who are ignorant on the issue of HIV/ADS and therefore they can be a powerful
medium for spreading the message on awareness, prevention and counseling.

2.1 The specific role of pharmacist

¢ Acenterfor exposing people to HIV/AIDS information through the display of Information Education and Communication
(IEC) material as well as by keeping leaflets on the counter for the people to pick up for themselves.

¢+ Whenasyringe is sold, information on the safe use of a new needle and disposable syringe could be disseminated to the
customer along with the information to destroy the same, to avoid recycling.

¢ With every sale of a condom, educate the person on its correct use, as people mostly feel that they know how to use it
but are not aware of the correct way along with the basics such as not reusing the condom, not to apply a lubricant,
checking the expiry date as well as disposal of the same after use. Condoms should not be hidden under the shelf; rather
they should be kept prominently for people to get used to seeing them in the open. When the media can openly display
advertisements of condoms, why can't a pharmacy display the same? May be this will help people break mindsets and
barriers for the same.

¢ Information could be given when a drug related to STD is sold. Here a message for the complete course of medication
along with treatment for spouse could be given. Further, the benefit of using a condom could be emphasised for the
prevention of STDs.

¢ Thepharmacist, besides giving information and clearing doubts of those people who seek clarification on the disseminated
information on a product related in some way to HIV/AIDS and its related issues, can also serve as a focal person for
providing information on care of those infected as well as on how to take care of the affected family.

¢ Living inthe community, the pharmacist could initiate a social support group for those infected, reducing stigma related to
the infection. Further, he/she could also be a trainer for people in the community for home-based care (hospice), which
reduces the financial burden on the family.

¢ Thepharmacistis in a position to emphasise the availability of balanced and cheap nutrition, as drugs by themselves can't
help a person regain strength. It has been observed that people are generally unaware of nutrition facts. A poster regarding
the same too could be displayed for people to read and understand.

¢ People have faith in the pharmacist as he/she dispenses drugs for various ailments. This way we are targeting not just
HIV/AIDS but all other infections, which often precipitate the onset of major illnesses. In such instances, documentation
of any STD or HIV case should also be done. People generally go to the pharmacists, describe the symptoms and ask
for the appropriate drug. Once noted the case could be forwarded to the appropriate agency for further follow up. It should
be so planned that the person comes back to the drug store every 3/5 days. This will help in seeing the progress of the
person and could also be an avenue for counseling regarding the infection. Education input at this point could help reduce
the number of recurring cases, new infection and increase of condom use, preventing spread as well as population control.

¢ All these will help in developing positive attitudes towards the people infected as well as affected. It should not be
misunderstood that the pharmacist has to do each and every activity stated above. In a day, may be just one of the many
may require his input. And some days may be all or a few. He/she should judge the situation and then provide the
necessary input.

To achieve the above objectives, itis necessary, rather essential, for all pharmacists to undergo a training programme, covering
the above issues. It could be divided into segment of HIV/AIDS transmission, prevention and care.
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3. AWARENESS AND PREVENTION IN COMMUNITY PHARMACY SETTINGS

Although in India, 500,000 pharmacists/chemists/druggists working in retail outlets are convinced that they have a
role of play, they lack support or knowledge in extending pharmaceutical care to become actively involved.
Furthermore, they remain to be seen as traders and less as care givers and are seldom involved in National
Programmes to share responsibilities with other health professionals.

Considering the scenario of HIV/AIDS in India, and the efforts put in by various organisations and professional
bodies in the area of HIV/AIDS, every additional effort will help. Community Pharmacy is a potential area that can
be deployed highly effectively as the community pharmacists are in close contact with the people.

3.1 How community pharmacists can be used?

e There are more than half million retail pharmacies in the countrywide spread across the vast and remote areas
of the country and are regularly accessed by the general public.

* These retail pharmacies are first-port-of-call for the community who often discuss their health problems. On an
average —the number of people visiting a pharmacy is much more than other health care units.

» Apharmacy is the most popular location for buying condoms.

* The education, knowledge and experience of a pharmacist can be used to disseminate useful information
about HIV/AIDS.

* Most pharmacists - seeking a relevant professional role in health care - would enthusiastically play a pro-active
role in prevention and awareness about AIDS and provide counseling if properly trained for the job

» Retail pharmacists could reinvent themselves as health care providers.

3.2 How pharmacy retail outlets can be used?
¢ Pharmacies can be used as focal centers for preventive education and awareness about HIV/AIDS:

» Todisplay posters and other educative material on HIV/AIDS both inside and outside their pharmacies. These
posters could also highlight that pharmacists are available during their duty hours to answer queries and offer
free counseling services on HIV/AIDS and related problems.

e Todistribute Information, Education and Communication (IEC) material on HIV/AIDS in the form of pamphlets,
pocket cards, etc.

» To promote the use of condoms, both by displaying them in a prominent place as well as by encouraging
people (by way of posters or information leaflets) to ask for demonstrations on the proper and safe use of
condoms and information on safe sex practices.

» Tocarry information on HIV/AIDS on their advertisement boards, packing envelopes, invoices, etc.

¢ Keeping alookout for symptoms of HIV

Pharmacists are in a strategic position to keep a close watch on patients coming repeatedly to them for advice or
medicines with various complaints. An alert pharmacist could suspect an HIV infection in patients with symptoms
like weight loss, repeated oral thrush, repeated STDs, long term diarrhoea, fever, etc. Further intelligent investigation
into any unsafe sex practices by a patient could enable the pharmacist to counsel the patient to visit his/her
physician and get a thorough investigation for HIV. Besides giving advice on safe sex practices, early detection of
HIV can help the patient take extra precautions to minimize further infection/illnesses because of his/her lowered
resistance/immunity, as well as to reduce spread of HIV to other individuals.

A similar role can be played by the pharmacist in HIV patients who have been prescribed drugs for opportunistic
infections. Besides prescription medicines, the pharmacist can also recommend OTC remedies or home remedies
for patients coming to the pharmacy for minor infections and illnesses, and also decide when to refer the patient
with opportunistic infections for expert medical attention. The pharmacist thus should be equipped and trained to
offer advice to the patient on different opportunistic infections, and how these can be prevented or minimized. If a
patient comes to the pharmacy regularly and takes the dose in front of the pharmacist which would result in better
compliance.



¢ Diet and nutrition

A proper diet plays a very important role in a HIV/AIDS patient. The pharmacist must be equipped with suitable
knowledge about different aspects of nutrition, with special reference to HIV/AIDS patients, so that he/she can
advise/counsel the patients when they come to the pharmacy for their medicines or to buy tonics or nutrition
products. A good, balanced diet for HIV patients can be worked out by the pharmacist by spending some time with
the patient, looking into his/her choice of food, his/her monetary capacity, etc.

¢ Pharmacies as collection centers for used syringes and needless

Since pharmacies are easily accessible to the public, the pharmacies can be utilized to keep sealed boxes which
could be used by intravenous drug users, patients on insulin, etc. to deposit their used syringes and needles.
These boxes can then be lifted by the Government agencies or voluntary organisations for safe disposal. Fresh
boxes may be placed at regular intervals. The pharmacist could be helpful in educating the public about safe use
and disposal of needles and syringes and other sharps. Pharmacists can also advise intravenous drug users about
dangers of needle sharing.

3.3 Further Enhancement of role of community pharmacist
¢ A community pharmacist can further enhance his/her role/image in the community in the field of HIV/AIDS by:

* Being in constant touch with members/representatives of State AIDS Control Societies and taking part in their
activities from time to time

* Beingintouch with NGOs working for HIV/AIDS, have dialogue and friendly relations with them, wherein they
could have increased confidence in referring their clients to the pharmacies for further advice on medicines and
their therapy, as well as for counseling.

» Take part in activities of National Pharmacy Association related to HIV/AIDS and use their pharmacies to
disseminate message during important days like the World AIDS Day/Week, and participate in any contests
or seminars organised by State AIDS Control Societies.

» Keeping himself/herself up-to-date on the latest happenings in the field of HIV/AIDS.

e Conduct some camps in schools/ colleges an activity which is simply missing in India.

3.4 Message promotion on HIV/AIDS at a pharmacy

* The pharmacist can wear a small badge or a wristband in support of the cause

* Hang dangles in place of posters with the HIV/AIDS message

» Onthe paper bag, post a message on HIV/AIDS for people to read

» Have a message on HIV/AIDS on every bill/cash memo

»  Sticker can be put on the fridge with a message on HIV/AIDS

» Display of message, where new arrivals are displayed

* Message can be printed into desk—top calendar type folder and put on top of the fridge, counter or any other
prominent place in the pharmacy

* Information can be displayed where personal items are kept. Anything new and brightly coloured will attract
attention

» Focussed campaigns, such as during National Pharmacy Week and World AIDS Day 1 December. For a
sample of this leaflet used during the -National Pharmacy week in November 2001, refer Annex 3.



4. AWARENESS AND PREVENTION IN HOSPITAL AND CLINICAL PHARMACY

The need for setting up of a modern hospital pharmacy service in large government hospitals under the charge of
qualified personnel has been highlighted in the recommendations of the National Human Rights Commission in
1999. About 30% of the hospital budget is being spent on drugs and medicinal items. However, due importance
and proper attention is not given to the setting up modern hospital pharmacies with trained hospital pharmacists.
The pharmacy services in most hospitals with the exception of a few here and there are still in a primitive stage.

4.1 Areas of additional training for hospital pharmacists

Besides the need for acquiring adequate knowledge pertaining to HIV/AIDS a hospital pharmacist should have
additional training to be able to take part in the various activities like:

» Be an important member of the team concerned with waste disposal and actively formulate policies. The
pharmacist should be an active member of the groups imparting training or conducting workshops for the
hospital staff. Policies should also be framed with regard to precautions and procedures to be followed for safe
disposal of waste, especially that from HIV patients admitted in the hospital. Special attention will have to be
given to syringes, needles, instruments used and wound dressing material. Training programmes should be
conducted from time to time.

* The patients and members of the public should also be made aware of the importance of safe disposal, through
posters, informative leaflets, etc. to be displayed at strategic points.

» The pharmacist, who is an important member of the Central Sterile Supply Department (CSSD), should formulate
proper guidelines, methods and documentation procedure for receiving non-sterile material, flow of material,
sterilisation procedure, etc. to avoid cross-contamination in the CSSD.

* Inthe hospital pharmacy, the pharmacist can double up as a pre and post-test counselor for HIV. He/she can
also be a counselor for out-patients and in-patients, as well as a source of information for visitors and relatives/
friends of HIV patients.

* The pharmacist can play an active role in parenteral nutrition for the HIV patient, in helping the physician
decide about the therapy, as well as in formulating the nutritional products in the hospital pharmacy. The
pharmacist can also be a member of the nutrition and dietary team responsible for making decisions regarding
nutrition for in-patients afflicted with HIV/AIDS.

* The pharmacist can play his/her clinical role by being an important member of the team of physicians and
consultants responsible for drug therapy, considering the knowledge of the pharmacist in monitoring drug
therapy, pharmacokinetics, drug interactions, etc.

e Strategic places of the premises of the hospital can be used to educate the public about HIV/AIDS, and also
announce that further information, answering of queries related to HIV/AIDS is available at the pharmacy,
where pharmacists are available round the clock.

4.2 Creating asuccessful pharmacistin treating AIDS patients

» Whenever pharmacists are asked about their role in counseling patients for creating awareness and prevention
of AIDS, they feel they lack time. This is even the perception of the general public about the pharmacists. The
pharmacists owe it to the society to play their true professional role.

» Pharmacists lack knowledge, skills and attitude.

* The existing curriculum is inadequate. If proper training is given, pharmacists will become confident and will be
willing to invest their time.

* Pharmacists lack incentive for doing this extra bit of work. They cannot charge fees for providing this service. A
token two to five per cent incentive may motivate pharmacists and make them willing to undertake this work.

* The counseling service in general ultimately may result in increased sales. As per a study done in USA this
extra service resulted the sale increase of the pharmacy by almost 30%.

e Let the counseling be made mandatory and pharmacists earn CE credits when they are identified as AIDS
counselor.

e Create time bound targets for pharmacists to concentrate on this very important national cause.



4.3 Pharmacist’s AIDS training module

Realizing the fact that pharmacist can play a key role in spreading the message about AIDS, a training module
was developed at the JSS College of Pharmacy, Mysore, Karnataka, India for the working pharmacists on AIDS to
increase their knowledge base. For details, see Annex 4.

¢ Create proof of need

Once a major campaign like promoting the role of pharmacist in fighting AIDS (through pharma rallies type of event
during the National Pharmacy Week-2000) gets over, it is very important to sustain the efforts. In order to do so, it
is necessary design and implement pharmacist training module. The first step in the process is to test the level of
knowledge of the pharmacist and their commitment towards prevention and control of HIV/AIDS. A test was
administered by the JSS College of Pharmacy to determine the knowledge of pharmacists working in Govt./state
run hospitals, nursing homes, railway hospitals and community pharmacists. The questions in the test paper dealt
with the meaning of the abbreviation of HIV/AIDS, symptoms of disease, Pathophysiology of disease, therapy, and
the drugs which they were handling. At the first instance most of them failed the basic knowledge test. One of the
issues is social trauma that the AIDS patient undergoes once he/she comes to know that he/she suffering from
AIDS. Pharmacists did not know how to counsel, how to talk, what to talk, and what not to talk. An examination
administered after undergoing the training showed dramatic improvement in the knowledge level of the pharmacists
from 33% to 75%. After training they got motivated and felt responsible and got convinced that:

» They have arole to play in prevention and control of AIDS

» Safe handling of disposable needles

» Counsel kith and kin of the AIDS victim

» Provide moral support to AIDS patient in leading a more smart life

The training module included the following lectures on AIDS to increase the pharmacists’ knowledge base.
Lecture| AIDS - Indian scenario

Lecture ll Pathophysiology

Lecturelll Therapeutics of AIDS

Lecture IV Counseling skills for pharmacists on AIDS
Lecture V Role-play

4.4 Patient Information Leaflets (PILS)

People are scared about this dreaded disease. They do not know how to go about getting information in case of
doubt. They want to know the consequences of their sex practices. Questions like the nature of the virus causing
AIDS, how long does the virus remain active and how long does infection with the virus ultimately take to grow into
fully developed AIDS? They want to clarify these doubts themselves. So if pharmacists can undergo training as
counselors and identify themselves with a lapel pin, people may be comfortable to ask them questions. People
need general information like where to go for the diagnosis, the cost of therapy, etc. which pharmacists can provide.
Preparing and distributing Patient Information Leaflets (PILs) in vernacular language and freely distributing them in
hospitals will satisfy the needs of the general public. The PILs can contain pictograms, information on disease and
drugs. For details, see AIDS-Patient leaflets Annex 5.



5. COUNSELING FOR PSYCHOLOGICAL SUPPORT FOR PATIENT AND FAMILY

In dealing with HIV/AIDS patients or their families, pharmacists can adopt different strategies because they are
dealing with issues concerning human beings.

5.1 Social implications of HIV/AIDS

* Notice the reaction of the patient when he/she gets to know that he/she tests HIV positive

« Remember when it comes to taking drugs, simply taking ARVs may not be the answer for one who is HIV
positive

» When talking of support for a person who is living with this infection, know how to answer the question how did
it happen?

» Know how to educate people that HIV not only comes from sex workers or truck drivers but also from our own
life styles and can come to any one

* Know what should be done with a community where everybody says there is no incidence and people have
tested positive in this particular locality, how to go about convincing people to accept the reality

* Know why does a person cured of TB continue to fall sick

* Understand how to explain that the probable route of transmission of this infection is from urban to rural area?

These are the issues where pharmacists can share first hand experience with the community. In rural setting, the
pharmacist plays a very major role and he is really a God for them. People go to him/her when they do not know
what is wrong with them. The pharmacist dispenses medicine based on the description of the symptom provided
by the patient. In urban area, the pharmacist reacts differently when educated patient himself/herself goes to the
pharmacy or sends an emissary. The latter waits patiently till there is nobody and tries to extract the required
information from the pharmacist. At times the pharmacist may dispense medicines for two days only so it ensures
that the patient continues the treatment.

This situation equally applies to medicines for STD’s and all other infectious diseases including TB. So psycho-
social support is a part of the Information, Education and Communication programme. Nearly half the anxiety of
any person who is HIV positive goes away when there is a social support. In a day care center, which deals with
HIV patients, a social health worker reported her experience. One day she went to her sister's home while returning
from the center and when she mentioned where she was coming from, the first reaction of her sister was she
should have gone home, taken a shower and then come. Even educated people do not want health workers
involved with HIV patients to visit them. They feel that HIV virus which health workers carry on them may spread to
everybody around them. This is the mindset. Therefore first pharmacists must educate themselves. Itis like in the
industry where the management feels that it is the workers whereas the workers say that the management people
contract HIV with their luxurious lifestyles. The reality is HIV is prevalent across from top to bottom in the corporate
world. Itis just not limited to the workers. Since pharmacists deal with people with HIV/AIDS, the first thing to do
is to educate them for providing psychological and social support for patients and their families.

Counseling has two main functions: the provision of social and psychological support to those affected by HIV and
the prevention of HIV infection and its transmission to other people.

¢ Psychosocial support

People diagnosed as having HIV infection and HIV related illness, including AIDS and those close to them are
confronted by a host of problems that call for emotional and/or practical support. Anxiety about spreading infection,
physical isolation, hospitalisation, discrimination within the community or family, loss of housing, interruption of
education, financial problems, the physical effects of illness, disease progression, loss of relationships, bereavement,
anger, loneliness, and depression are all concerns that may have to be managed.

These problems may be periodic, both for the person with HIV/AIDS and for those providing care for them. The fact
that they are not always constant and not always predictable produces physical and emotional stress. Counseling
can be particularly helpful in identifying the circumstances under which these concerns are likely to be present and
in helping the person plan how to best deal with them in a proactive fashion. While this is not always possible,
counseling can help the person react to these problems as and when they arise.



It is important to remember that counseling incorporates a process of empowerment for the person with HIV.
Through counseling, the personal strength and resources to face and manage such concerns can be identified
and mobilised, so that living with HIV may include periods of constructive enrichment quite independent of the
crisis of infection or iliness. Counseling is required where people cannot see beyond their infection, it can assist
persons with HIV to normalise aspects of their lives that they may otherwise overlook.

Enabling people to remain active in their work, in their education, in their families, and among friends helps to
reduce dependence on health and social services and can also reduce the likelihood of psychological problems.

¢ Prevention

There are five main steps in situations where prevention of HIV infection is the primary goal of the counseling
interaction.

» Determining whether the behaviour of an individual or group of individuals involves a high risk of HIV infection;

*  Working with the people concerned so that they understand and acknowledge the risks associated with their
behaviour;

» Defining with them how their life, attitudes/values and self-image is linked to this behaviour;

» Helping individuals to define their potential for attitude shifts, behaviour modification and change; and

»  Working with individuals to introduce and sustain the modified behaviour.

Within any cultural or social group, high-risk behaviours are likely to be influenced by a variety of factors. Peer-
group pressure to perform in a particular way, financial pressures, cultural beliefs about what is acceptable and
expected, opportunity to innovate, and lack of knowledge about the risk involved may all play a role, depending on
the person and situation concerned.

Counseling requires a substantial input of health education, but health education messages need to be made
personally relevant and in the context of achievable goals. They also need to be presented in the context of
detailed and sympathetic discussion. Counseling seeks above all to encourage individuals and groups to make
choices about personal life-styles and responsibilities. In order to be effective, consistently accessible support for
the individual or group being counseled must be available. Where there is no feeling of dialogue or exchange
between the counselor and the client, and no feeling of genuine support, the essence of the preventive message
can often be lost.

= Primary prevention

Counseling for primary prevention is needed by people who are at risk of HIV infection but are not known to be
infected. Some of them may already recognize that they are at risk; others will be unaware of the risk involved in
their behaviour. Counseling in primary prevention thus focuses on highlighting and discussing behaviour that
presents a risk of HIV infection, and reviewing ways of managing individual change that will lead to their giving up
a high-risk behaviour as outlined above. In any society, a variety of individuals and groups may be at risk. Commercial
sex workers and their clients, other men and women with many sex partners, men who have homosexual
relationships, people with haemophilia, and people who inject drugs deserve special attention. In addition, however,
military personnel, truck drivers, and migrant workers who spend long periods of time away from home, and
adolescents may all be pressured by their everyday circumstances to engage in risky behaviour. Each of them
represents a different challenge with regard to how and where they can be reached. Bars, clubs, hospitals, drug
treatment centers, military bases, schools, youth clubs, and sports clubs can all provide opportunities for counseling
or at least for informing people about the availability of counseling.

= Secondary prevention
For persons known or considered likely to be HIV-infected, counseling shall emphasise the implications of HIV
infection and the way in which transmission can be avoided. This shall be done in the context of support and

understanding, focusing on the need for personal responsibility for the health and welfare of those with whom
individuals may have intimate sexual contact.
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In this context, referral by health centers, testing facilities, hospitals and other institutions or organisations becomes
especially important. The staff at these places therefore need to know, and inform people with HIV, where counseling
is available. They also need to be able to help the client find a counseling service that is physically and socially
accessible and most likely to be acceptable to the person concerned.

Outreach for counseling to prevent secondary transmission may need to be just as innovative as primary prevention
programmes. Some people diagnosed as HIV infected are likely to move from place to place in search of friends,
support, and care, and in an effort to deal emotionally with the fear of AIDS. They may be reluctant to participate in
counseling or any other follow-up activity unless steps are taken to reach them and help them appreciate the
benefits of counseling.

The question of sexual transmission of HIV needs to be addressed in counseling for secondary prevention. The
importance of adopting practices that eliminate or minimise the possibility of infecting sex partners must be
emphasised. Condom use, low-risk sexual practices, alternative ways of seeking gratification and abstinence will
need to be discussed. Similarly, the need to inform current or previous partners about the possibility that they have
been infected may need to be considered, and different ways of reaching these people reviewed.

In considering the prevention of transmission through blood or blood products, counseling needs to stress the
importance of not donating blood and of not sharing syringes, needles or other skin-piercing equipment. Drug
injectors often have or select friends who share the same behaviour. Pressure from friends to continue high-risk
practices is likely and has to be appropriately planned. Similarly, the difficulties in reaching and working with drug
injectors, who are afraid of prosecution or of rejection by family and acquaintances who do not know about their
drug behaviour, will have to be addressed.

Treatment regimes are now available with ARV drugs for pregnant patients to minimise maternal fetal transmission.

¢ Pre-test counseling

Pre-test counseling consists of making an individual, who has come for testing, understand a number of
different points:

» Simply stated facts about HIV/AIDS

» The need for the individual to get tested after discussion at length of the person’s background, profile, attitudes,
behaviour, and habits to assess his/her level of risk-related behaviour

* Some details about what the test involves

» Waiting period for the test result

» Exploring the possible result of the test with the individual, so as to make it relatively easier to cope with the
result, be it negative or positive

» Discussing things such as who to inform, to whom the person can turn to for support

» Discussing preventive strategies against infection to the individual and those he/she is in sexual contact with

¢ Post-test counseling

Post-test counseling may be dealt with in one of two ways, depending on the results of the test. If the result is

negative, the process is fairly simple, focussing on following main points:

» Revealing the results and emphasising the need, if necessary, for a retest after the window period.

* Reiterating and re-emphasising behaviour change in the individual and stressing the need for and methods of
infection prevention.

» Post-test counseling of a seropositive person has to be done with a high degree of compassion, understanding,
and skill.

* It may be noted that counseling, particularly post-test counseling is not a one time activity and has to be an
ongoing effort.
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HIV/AIDS Counseling shall therefore include discussion of the following:

* The primary need to prevent infection and transmission;

» Basicinformation about HIV infection and associated diseases, and means of transmission;

» Assessment of the level of risk of HIV infection; review of possible sources of a client’s infection;

» Specific information on risk reduction by changing risk behaviour, e.g., through protected or safer sex;

» Exploration of cultural and value obstacles to changing behaviour or adopting safer sexual practices;

* Information about what testing can and cannot do, and assessment of the consequences of having the HIV
antibody test;

» Follow-up guidance after testing has been done; how to tell others that one is HIV-infected; and

» Handling hostility, fear and feeling about having HIV infection or being diagnosed as having AIDS.

When a person is detected HIV positive, counseling must also include:

e supporting the process of anticipatory grief;

» planning for continued involvement of the client in self-care;

» establishing or re-establishing a support network to provide physical and emotional care during the course of
the disease;

» exploring ways of taking care of survivors; and

» Accepting fear of death and continuing to provide emotional support.

And finally, counseling of patient or family members on HIV/AIDS is an important challenge for the pharmacist,

which needs training, practice and wisdom and will evolve progressively with practice.

5.2 Information for training and counseling by pharmacists

The knowledge base of pharmacists in India is generally inadequate specially concerning HIV/AIDS. It is, therefore,
imperative that courses at the diploma and degree levels in educational institutions shall provide adequate emphasis
to this subject. Those already in practice shall be provided with opportunities to acquire the required knowledge
through Continuing Education programmes. The following represent some thoughts on the type of information that
can be incorporated in the pharmacist’s training module. It is by no means comprehensive but it is enough for
designing start-up material.

w AIDS

AIDS stands for Acquired (not inborn) Immune (relating to the body’s immune system, which protects us form
infections) Deficiency (decrease in the response of the immune system to germs) Syndrome (a set of symptoms
indicating a particular disease). AIDS is a disease that limits the body’s ability to fight infection. A person with
AIDS has a very weak immune system, turning normally mild or rare diseases into potentially fatal conditions.
AIDS is caused by the Human Immunodeficiency Virus (HIV), which attacks and destroys the immune cells. There
are two types of HIV (HIV-1 and HIV-2) and both are infectious and causative agents of AIDS. Development of
disease results from a lack of control of HIV replication by the host immune system. A person acquires AIDS after
the HIV infection has damaged the immune system to a point (less than 200 CD4+ lymphocytes per microliter of
blood) that the body can no longer protect itself from other infections and cancers. It is a secondary disease that
leads to death from AIDS. Infections that develop after HIV has weakened the immune system are called “opportunistic
infections”. Some of these diseases are respiratory infections (such as tuberculosis and pneumocystis carnii
pneumonia), toxoplasmosis (caused by parasite), Kaposi sarcoma (a form of cancer that often causes red skin
lesions) and others.

A person can transmit the viruses even when he/she seems apparently healthy and shows no symptoms. Many
infected persons many not show symptoms for years. But over a period of the time the immune system weakens.
The T-cell count falls, and a person is said to have AIDS when the count is below 200 cells per cubic millimeter of
blood. This makes it easier for infection to set in. AIDS is the final stage of the HIV infection. In some persons it can
take up to 10 years after the initial infection for the disease to set in.
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O HIV

HIV is the virus that causes AIDS. HIV is the biggest current threat to economy of the world and affects people in
the most productive years of life.

& What you need to know about HIV/AIDS

People infected with HIV can look and feel healthy and may not know for years that they are infected. However
they can infect other people no matter how healthy they appear. HIV infection very gradually wipes out the
immune system; then the person falls sick with many diseases attacking simultaneously which the body may
find difficult to fight off. HIV exists in the fluid system of a person; blood; semen; sexual fluids; saliva; breast
milk, etc.

& Itspreads by

= Having unprotected sex, anal, vaginal or oral sex

= Sharing needles or syringes

= From mother to child during childbirth, before birth or through breast-feeding

= Infected blood or blood products

= Organl/tissue transplant

= Health care workers can get infected if stuck with a needle containing infected blood, splashed blood on open
cuts or sores

= Sharing razors or used blades

© Protectyourself

= Wear gloves when explaining or training a patient and wash your hands thoroughly later

= Do not use disposable gloves more than once

= Wash your hands after use of the toilet

= Wash your hands before handling food

= Incase of cut, sore, rash or break in the skin, cover with glove or bandage

= Ifusing reusable gloves, clean them with hot soapy water and a mixture of bleach and water

= When taking off gloves, take them off downward, turning them inside out

= In case of spill, clean the area with water and bleach

= In case of a splash, wash part thoroughly and immediately consult a doctor

= Use asyringe only once and after use put it in a puncture proof container to avoid direct contact with hands. Do
not cover needles or break them as you can hurt yourself and if a needle falls pick it up with tweezers

= Flush all liquids down the toilet.

= Non-disposable items should be put in a plastic bag and sealed

= Use condoms for safe sex and prevent the transmission of any infection

& Food and Nutrition

= AnHIV+ person can eat everything. What is important is that the diet should be balanced and nutritious with
plenty of fibers and liquids

= Don’tuse raw food items and unpasteurized milk

= Wash fruits thoroughly and preferably peel them as there may be germs on them

= No need to separate utensils and dishes, just need to wash them with hot soapy water

= Physical exercise is a must as it prevents stiff joints and helps keep the blood moving

= Avoid drugs, alcohol and tobacco

= Keep sick people away

= CheckforTB

= Don't share any skin piercing instrument or object

& Support

= Help the patients to help themselves, let them do what they can themselves
= Have friends come over and spend some time
= Going out could be refreshing

13



Condoms - safe sex

Making a change in the sexual activity is a way of minimising the risk of getting HIV or transmitting it. Using
condoms from start to finish of sexual activity protects you from STD and HIV. However what is important here
is that knowing is not enough. Rather it is the skill in using the same, which is important. Knowing and talking
about condoms does not say anything bad about you rather just that you care about your health and want to
protect yourself and others.

You must know

All condoms are not made of latex

All condoms are not lubricated

Do not use oil for lubricating the same
How to open a condom packet

How to unroll a condom

Removal and disposal of a condom

Preventive behaviour — learning to say no

To handle peer pressure, it is difficult to say no but not impossible. You can refuse politely
Give reasons that you do not like it

Just move away from there

Ignore or cold shoulder

Give alternative

Avoid the situation

Reverse the situation

Move or stay with people who think or behave like you

Do what you feel is right

Preventive behaviour

Refuse drinks

Refuse drugs

Refuse to engage in paid sex or group sexual activity

Be assertive and use one or a combination of strategies to say no as there is no correct way to do it

Pharmacist as trainer

You can facilitate dissemination of information, as people will listen to you because of your status and the focal
position you occupy in the community. And are willing to accept what you say. Further, being in the field of
dispensing drugs you are thought of being knowledgeable on the issue. You then play a crucial role in facilitating
the prevention of the spread of the infection. The training programme on the subject equips you with all the
basic information.
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6. MANUFACTURE, STORAGE, SHELF-LIFE AND PROPER USE OF CONDOMS

Undoubtedly, today AIDS has been considered a threat to the survival of mankind all over the world. It has been
reported that about 40 million people are affected with AIDS and HIV infections in Asia Pacific and this figure is
growing at the rate of 10 per cent annually. By the year 2010, the number of persons in India who will be affected
with HIV infections is projected to double from its current level. International organisations such as WHO, World
Bank, etc., National Government and Non-Government organisations realise this serious threat and considerable
time and energy are being invested in developing technology for manufacture, distribution of condoms as well as
propagation of message of safe sex.

In international conferences, it has been discussed that no effective and affordable cure for AIDS is yet available.
Therefore prevention of AIDS becomes the most important consideration. Because of this, in mid 80’s the condoms
have been redefined from being a contraceptive and prophylactic against STDs to include protection against HIV
infections also. The quality parameters for condoms have been continuously upgraded to fulfil the objective of
condoms performing as effective prophylactic medical device. Pharmacists, as a part of health care professional
team have considerable role to play in preventing AIDS by their involvement in manufacture, distribution and regulation
of condoms through out the world.

The role of pharmacist has to be envisaged with the current scenario of globalisation in mind. This involves the
development and dissemination of knowledge across the borders with the most modern means of communication
and on condom development to fulfil the needs of population of the world without any restrictions to specific
markets.

6.1 Role of pharmacists in manufacture of condoms

Based on the need for the condoms to be an effective prophylactic against HIV infection, the pharmacists have a
significant role and responsibility in manufacturing condoms, which fulfil the specified objectives.

» Design

The design of condoms has paramount importance that should be looked into by pharmaceutical scientists. The
design parameters of the condoms consist of performance characteristics such as freedom from holes, burst
properties, tensile properties, package integrity, dimensions, lubricant, etc. The design of condoms should be
appropriate to the specific usage. It has been demonstrated that there are significant anthropometric variations
amongst different races and geographical locations of people around the world.

Therefore the dimensions of the condoms in terms of length and width have to be appropriately designed to match
the requirements of the users.

The performance characteristics of the condoms warrant that the condoms do not break during use and the
condoms have the required barrier properties against transmission of HIV and other similar viruses. The requirements
are addressed in design of the condom such that the occurrence of pores/holes in condoms does not occur. This
is achieved by monitoring the parameter for freedom from holes, which are controlled by acceptable quality levels
set out in regulatory standards. The condoms should be elastic to offer comfort while in use and at the same time
they should be tough enough so that they do not break while in use. The conflicting requirements of softness and
toughness are balanced while designing condoms by careful formulation considerations and vulcanisation process.
These properties are achieved and monitored by parameters such as Burst Volume, Burst Pressure and Force at
Break and Elongation.

In order to minimize instances of breakage of condoms during usage, it is necessary that the condoms are
lubricated. The design of the condom includes type of lubricant (Example pharmaceutical grade silicon oil of
viscosity 350 centistokes) and the quantity of lubricant that is applied.

Condoms are designed in such a way that they are packed in hermetically sealed containers such that they are
protected from oxidative degradation and light during storage, handling and distribution. This has been achieved by
using multiple laminates containing aluminium as the light barrier and suitable sealant layers for achieving air
packs and shipper containers which give protection during handling, storage and distribution.
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Itis not only important that the various performance requirements of the condoms are addressed by design considerations,
butitis also very important that the safety aspects are also seriously addressed. The safety aspects include control of
bio-burden, control of residual accelerators, usage of safe and certified components in the formulation and package so
that the condoms do not have undue toxic manifestations such as tissue irritation and other cytotoxic adverse effects.

¢ Technology of manufacture

Well-designed condoms have to be manufactured with world class Quality Management Systems making use of state-
of-art technology to achieve the best results. Manufacture of condoms involves highly sophisticated equipment and
process technology, which needs to be continuously upgraded and validated to meet the increasing demands on
quality parameters of condoms. The manufactured condoms should conform to the requirements of manufacturing
principles such as current Good Manufacturing Practices and Quality System Regulations. The pharmacists have a
key role to play in ensuring that the condoms, are manufactured in accordance with the above manufacturing regulations.

6.2 Shelf life and storage of condoms

Itis important that the condoms are designed and developed in such a manner that all the above parameters are met
throughout the specified shelf life of condoms. It is necessary that the formulation of condoms contains the right type
and amount of antioxidants because the latex matrix has been proved to undergo oxidative degradation, which results
in deterioration of the physical parameters of condoms. The design of appropriate packaging system in consonance
with the formulation ensures that all the required physical parameters are established and monitored throughout the
shelf life of the condoms. The condoms have to be formulated and manufactured considering the varied climatic
conditions in which they will be stored and handled in different parts of the world.

6.3 Role of pharmacists in distribution of condoms

The role of pharmacists in distribution of condoms is very crucial. The condoms are distributed through the following
channels:

1. Retail market outlets such as drug stores, general merchants, etc.

2. Public distribution outlets such as health clinics and community centers

The pharmacists have to ensure that the condoms delivered to distribution warehouses are stored correctly, well-
protected from light and mechanical damage. While distribution to various centers for further distribution, First-In-First-
Out (FIFO) principle should be followed and stocks should be monitored regularly. In order that adequate stocks of
condoms are available and efficiently distributed, the logistics of procurement and distribution should take into consideration
the requirements of the distribution programme, procurement in terms of quantity and geographical location and specific
storage requirements. Proper stock movement will ensure that the condoms distributed to the public have sufficient
shelf life. Pharmacists should ensure that expiration of condoms is avoided by not allowing the condom stock to
stagnate in the distribution centers. The condom warehouses have to be subjected to good warehouse principles,
hygienically monitored and protected from excessive heat and light. The labeling instructions should be followed.

* Retail Distribution

The pharmacists at the retail outlets should ensure that the condoms are displayed prominently in the outlets. Itis a
fact that in several social and cultural environments, as in India, there are inhibitions in asking for condoms in retail
outlets. The pharmacists have a multiple role in -

»  Promoting the awareness and the need for safe sex

» Propagating the availability of quality condoms

e Counseling the customers on AIDS-related issues.

In this context, the community pharmacists have to be trained in social marketing of condoms by imparting training on
aspects such as need for safe sex, properties of condom, correct and consistent usage of condom. These can be
achieved by giving continuing education and training programmes and also by the efficient use of visual signs and
posters promaoting the concept of safe sex and correct and consistent use of condoms in combating the threat of AIDS.

For more information on the correct and consistent use of condoms, refer Annex 6.

Awareness programme should also include correct method for disposal of condoms in controlling the spread of AIDS.
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6.4 Role of pharmacists in regulation

Since the condoms are the only prophylactic medical devices against AIDS, the quality parameters of condoms
have be continuously reviewed and upgraded. Pharmacists in regulatory role should ensure that the future requirements
are also taken into consideration while drafting the regulatory standards. While formulating the standards, it is
necessary to consider that AIDS is a global issue and is not a country dependent problem and therefore the
condoms have to be meeting the highest common requirements all round the world - geographical, climatic,
genetic, cultural and social milieu. The regulatory framework should include the correct design, consistent
manufacture, efficient distribution, storage and handling of condoms in all spheres of health care related activities.

Quite appropriately, the control of AIDS should form one of the primary concerns of pharmacists in health care
pursuits. Today condoms are the only medical devices which offer reliable and safe prevention of AIDS, without side
effects. Pharmacists, in their commitment to health care have significant role in developing, manufacturing, distributing
and in regulating affairs related to condoms and thereby contribute their vital might in control of AIDS.
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7. CONTAINMENT OF SPREAD OF HIV/AIDS AMONG INJECTABLE DRUG USERS

Many medicines require to be administered by injection. An injectable preparation including the syringe and needle
must be sterile and free from any contaminant. Reuse of the syringe without proper sterilization and improper
disposal of used syringes are matters of serious concern. Reusable syringes can be effectively sterilized by steam,
hence glass syringes are still existing in some countries.

7.1 Non-reusable syringe

In India, there are three types of syringes available for the use in health care. The production of glass syringes
started in 1959. The customers wanted to have proper safety and so disposable syringes were launched in 1986.
Disposable syringes, needles and perfusion sets were declared as drugs by the Ministry of Health under the Drugs
and Cosmetics Act. Presently, 1.0 billion syringes and 22.0 billion disposable needles are consumed in India.
Though these syringes were meant for the single time use only, many people knowingly or unknowingly started
reusing them. Hospital waste management became a major issue as the disposal of syringes and needles was not
done properly as described by the Pollution Control Board. With the growing need of the market, non-reusable
disposable syringes were launched against any possible risk of reuse. According to studies, out of all the injections
used less than 10% were for immunizations. In 1999, WHO formulated guidelines calling for universal use of auto-
disposable syringes by immunization services. In India, a non-reusable syringe (Auto Disposable type) is being
launched by the Hindustan Syringes under the name of KOJAK SELINGE. The range varies from 0.5 ml for
immunization to 2 ml, 5 ml and 10 ml for therapeutic use. The best feature of this syringe is that it will get locked
after its single use and in case someone tries to reuse, its plunger will automatically break. As the product requires
consumer education, proper usage of the product is of prime importance. The role of pharmacist is of vital importance
as he not only sells it on his counter but also educates the person buying the syringe by letting him know its feature
of non-reusage.

The pharmacist can also tell people how to dispose off these medical devices so that people who handle used
pieces, like the ragpickers or the staff who handle hospital waste, do not get hurt and get infected by the dreadful
infections.

7.2 Patient education

Insulin is one of the drugs that has to be used through the parenteral route because the preparation is destroyed in
the unfavorable gastro-intestinal environment. It is normally injected with the help of syringes specially graduated to
deliver the required number of units of insulin. Two types of markings are commonly available - 40unit and 100unit
syringes. The pharmacist must ensure that the correct type is given to the patient. The patient has also to be
educated as to how to differentiate one from the other.

The pharmacist plays a crucial role in the rural sector. He can pass correct information about how to use a syringe
and needle. He can also inform the people of the disastrous consequences of getting infected with deadly diseases
like HIV/AIDS with reuse of disposable syringes. Pharmacist is a good salesman. He knows people with all types
of ailments, who come to buy medicines from him. He can be a well wisher for the family of the patient by giving the
right guidance and advice about administering medicine regularly by injectable route.

7.3 Needle exchange programme

Pharmacy can be a point for free exchange of needles and collection for disposal of used syringes. The needle
exchange programme is successful in certain countries where used needles are collected from drug addicts and
fresh needles are given to them to avoid reusage of such used needles which spread infectious diseases like AIDS.
Here also pharmacist is important, as he/she should take utmost care to assure that the used needles and
syringes, which he/she may be collecting from the drug addicts under the needle exchange programme, are
properly disinfected and destroyed to prevent their reuse.

7.4 Safety measures

Unsafe use of disposable syringes and needles can result in the transmission of blood borne pathogens from
patient to patient, from patient to health worker and more rarely from health worker to patient, which result in
deadly diseases like Hepatitis B, Hepatitis C and HIV. Still better way to avoid transmission of such deadly
diseases is to use Auto-Disable Syringes as these syringes cannot be reused. For details of Safety measures -
for Injectable use, refer Annex 7.
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8. APPROPRIATE CLINICAL USE AND LEGISLATION OF BLOOD AND BLOOD
PRODUCTS

Blood transfusion is one of the important ways in which the HID/AIDS can be transmitted. However, if a proper care is
taken during blood transfusion, HIV is not transmitted through blood. That is the reason why blood transfusion is
thought of when we discuss the prevention of HIV/AIDS.

Blood transfusion is an essential part of modern health care. While deciding to transfuse blood one must weigh the
benefits vs. the risks that could lead to severe morbidity and mortality. It is said that the best blood is the one that you
have not used. It thus becomes necessary to also consider effects of non-transfusion in a given patient.

8.1 Adequacy, Safety, efficacy and effectivity of blood and blood products

The adequacy, safety, efficiency and effectivity of blood supply can only be achieved if we pay due attention to relevance
of clinical use of blood and blood products.

Whole blood

The blood products include the cellular components, i.e. red cells, white cells and platelets as well as plasma components
such as fresh frozen plasma (FFP) and cryoprecipitate which are made in blood banks, and the plasma derivatives, e.g.
coagulation factors, albumin and immune globulins which are manufactured by fractionation centers.

In the post-AIDS era there has been an increased concern regarding transfusion transmissible infections, which led to
increased measures for improving blood safety. According to WHO data, 80% of the population has acess only to 20%
of global blood supply. thus it is now necessary to review relevance of clinical use of blood. In developing countries like
India, people have been wrongly informed the even by blood donation they get HIV infection. Pharmacist must be able
to familiarize the community about the safe blood practices. The shortage of blood supply also requires that we
conserve blood. Hence it has become necessary for us to consider alternatives to traditional hemotherapy. This
includes autologous transfusion, use of blood components instead of whole blood, adjusting transfusion triggers,
minimizing blood loss during surgery, avoiding unnecessary transfusions and using pharmacological options or
recombinant products in place of blood.

Let us consider incentives for alternative strategies. Autologous transfusion eliminates transfusion transmissible infections
and hence the patient is satisfied. Use of autologous blood and blood components is convenient to physicians, as the
shortage is less relevant, allogenic exposure is reduced or eliminated leading to better patient care, reduced chances
of reactions and reduced medical cost.

Thus itis now necessary to review relevance of clinical use of blood. Relevance means satisfying the need and the need
means product and service required for effective care of patients. The demands received by the blood banks include the
need plus inappropriate requests, which are not relevant. Inappropriate use increases the gap between the demand and
supply. Use of whole blood, insistence on use of fresh blood, use of blood when not necessary including 30- 60% of
single unit transfusions is considered inappropriate.

Product effectiveness is an important clinical requirement. Red cells maintain oxygen supply while platelets and FFP
maintain hemostasis. Clinical efficacy of a product is to achieve the intended outcome, which saves, prolongs or
improves life. The side effects of the products adversely affect this outcome. But these could be reduced or eliminated
by use of modified products.

Red Cells

The whole blood collected in a bag is centrifuged which helps separation of red cells and plasma. The red cells are
stored at 4° C in a blood bank refrigerator or in a cold room. The shelf life of these cells is 35 days if collected in CPD-
Al and 42 days if additive solutions, e.g. SAGM (containing saline, adenine, glucose and mannitol) are in use.

The red cells are required for oxygen transport. All patients with anemia especially those undergoing surgery require red
cell transfusion. The transfusion trigger for preoperative red cells transfusion that was earlier set at 10g/dl is now
reduced to 7g/dl. Patients with aplastic anemia and thalassemia require regular transfusions. This leads to febrile
reactions caused by leucocytes. For prevention of febrile reactions, leucodepleted red cells (with use of leucocyte
filters) are indicated. These filters are very expensive and hence as an alternative (leuco-poor) washed red cells are
used. The washing of red cells needs to be carried out in a sterile condition to avoid contamination.
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Platelets

The platelets are used as concentrates prepared from whole blood collected from random donors (RDP). The whole
blood collected in a triple bag is centrifuged when red cells are separated from plasma containing platelets. This platelet
rich plasma is once again centrifuged when the platelet concentrate remains at the bottom and the platelet poor plasma
can be separated out in the third satellite bag. For reducing the antigenic load, single donor platelets (SDP) prepared by
using a cell separator machine are used. This procedure is called apheresis where the machine removes platelets for
use and retransfuses the rest of the blood components.

The platelet concentrates are stored in an incubator at 20 - 22° C. The platelet bags are kept on an agitator in the
incubator, which constantly shake the platelet bags to prevent aggregation of the platelets. The shelf life of platelets
is 3 days when stored in regular bags but is increased to 5 days if stored in specialized plastic bags.

The risk of alloimmunisation is also reduced by use of leucocytedepleted platelets. Use of leucocyte filters are
lifesaving in patients undergoing chemotherapy who require regular platelet transfusions leading to refractoriness
with a danger of bleeding diathesis.

Inimmunosupressed patients there is a danger of graft vs. host disease (GVHD) following bone marrow transplant
as well as blood transfusion. GVHD is also recorded in immunocompetent patients following blood transfusion. In
order to avoid this occurrence the blood components are irradiated in a blood cell irradiator with 25-30 Gy. The
irradiated blood is used for transfusion in all malignant cancer patients undergoing treatment for hematological
malignancies, immune deficiencies, exchange transfusion, intrauterine transfusion, and in cases where blood from
a blood relative is being used for transfusion.

Fresh Frozen Plasma (FFP)

The plasma separated from whole blood within 6 hours of collection and frozen immediately contains all coagulation
factors. This FFP is stored at —30° C or colder. The shelf life of FFP is one year.

Fresh Frozen Plasma is often used for volume replacement in surgery, which is considered a wrong practice due to
the danger of transmitting infections. Itis preferable to use albumin or plasma substitutes in the form of crystalloids
or colloids. Due to the high cost of albumin, use of liquid and frozen plasma continues to be used in our country.
FFP is useful for replacing coagulation factors in case of deficiencies and for preventing bleeding.

Cryoprecipitate

When FFP is thawed at 4 - 10° C, a cryoglobulin remains behind as a precipitate. It contains a fairly good amount
of factor VIl and fibrinogen. For patients with von Willibrand disease (VWD) and fibrinogen deficiency, cryoprecipitate
is the component of choice. For treatment of hemophilia A, factor VIII concentrate manufactured by a plasma
fractionation center is preferable.

Currently virus inactivation procedures are applied in manufacture of plasma fractions for achieving greater levels of
safety. A similar procedure for virus inactivation of FFP is also being considered but yet clinical trials are going on.

The developed countries have already marched towards third generation components, when we in developing
countries are hardly using normal blood components except in a few major centers. For example, there is a
technique now developed to collect stem cells from the peripheral blood to supplement bone marrow transplants. It
is also possible to use lymphocyte subsets forimmunological benefits.

With the ongoing research in the direction of blood substitutes, recombinant factor VIII products are now available
and itis likely that other genetically engineered plasma products will be made available. Recombinant erythropoetin
now available reduces the need for red cells for treatment of anemia. Research is also continuing to achieve other
red cell substitutes.

To summarize, use of right blood component, in the right dose, for the right patient, at the right time, is recommended
which ensures rational use of this precious lifesaving commodity.
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8.2 Legislation and Good Manufacturing Practices of blood and blood products

The whole human blood falls under the definition of blood. In India requirements for blood banks were enacted for the
first time in 1967. The standards for whole human blood are prescribed in the Indian Pharmacopoeia.

The HIV-1 and HIV-2 tests for blood and blood products were made mandatory in 1990. The National Institute of
Communicable Diseases (NICD), Christian Medical College, Vellore and National Institute of Vaccination, Pune
were declared as official laboratories for HIV testing. Simultaneously 130 zonal blood-testing centers were notified
for HIV testing in 1991.

The amendments in Drugs and Cosmetics Rules pertaining to blood banks were brought out in 1993. The salient
features of the changes are:

Dual licensing system (central/state)

Accommodation and other requirements for a blood bank specified

Laboratory equipments, blood containers and refreshment services defined more precisely
Qualification of personnel given

Records and labels specified

Requirement for preparation of blood components/plasmapheresis included

Separate forms for application and licenses included

License conditions prescribed in rule 122P

Central License Approving Authority (CLAA) empowered to suspend /cancel licenses

L 2 R R R B I B B 4

In 1996, the Supreme Court of India issued directions for blood banks:

Eliminate collection of blood from professional paid donors

License all blood banks

Enact separate legislation for collection, storage, testing and transportation of blood and its components
Strengthening of state/central Drugs Control

* & o o

Further amendments to Drugs and Cosmetics Rules were made in 1999 which deal with:

Definition of blood bank and blood donors introduced
Blood donation by paid donors prohibited

Qualification of medical officer revised

Procedure for disposal of infected blood prescribed
Application/License forms prescribed for blood products

> & & o o

Part XIIB of the Amendment deals with requirements of the blood banks including Good Manufacturing Practices:

Air-conditioning facilities in blood collection room, testing laboratories and refreshment room prescribed
Area requirements prescribed

Relaxation of area for hospital blood banks

Qualification of medical officer, lab technician and technical supervisor prescribed
Maintenance, validation of equipments and Quality Control of supplies and reagents
Criteria of blood donation/deferment of blood donation

Only blood bags to be used for collection of blood

Method of storage of untested/tested blood

Labels: results of HBsAg, syphilis, HIV and malarial parasites and classification of donors
Regulation of blood donation camps

Blood components - conditions, Quality Control, etc

L R R R R L 2R JNR 2R R 4

The amended part XIIC covers preparation of blood components and requirements like premises, personnel,
manufacturing operation, GMP, Quality Control procedure, etc. for manufacture of blood products.

Pharmacists working in regulatory agencies are expected to inspect the blood banks. Unfortunately the present
pharmacy curriculum is silent about the aspects covering blood and blood banks, manufacturing, testing, storage,
etc. of blood and blood products. Therefore, there is an urgent need to upgrade pharmacy curriculum by introducing
essential information about the blood and blood products.
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9. DIAGNOSTIC TESTS FOR HIV/AIDS

People who have had unprotected sex, people having multiple sex partners, people who have STD’s, Tuberculosis
patients, women who have become pregnant or planing to become pregnant are generally recommended for testing
of HIV.

Itis difficult to diagnose HIV infection based only on symptoms because most of these symptoms are common to
other health problems as well. So it is better to take a blood test to confirm HIV. Blood of an HIV-infected person
has antibodies, which are produced as a reaction to the HIV infection. The presence of the antibodies in the blood
indicates infection. The two major tests for diagnosing HIV infection Enzyme Linked ImmunoSorbent Assay (ELISA)
and the Western Blot Analysis, which work by looking for antibodies rather than for the virus.

9.1 Screening tests

These are used in the initial phases of screening. These have to be followed by supplemental tests to confirm the
state of the patient.

¢ ELISA

There are direct, indirect, competitive and Sandwich types of ELISA tests. First the serum is added to HIV antigen.
After allowing sufficient time for the serum to react with the antigen, it is washed. An enzyme that attaches to the
anti-HIV antibodies is then added followed by a chemical that reacts with the enzyme to give a colour. The serum
sample is then washed. If it takes a colour, it means the serum is HIV positive. The colour indicates that the
enzyme has attached to the antibodies present in the serum. A negative sample shows no colour. The enzyme in
this case, in the absence of antibodies to attach to, gets washed away. ELISA can show a false positive result in
people with low immunity levels because of other diseases like blood cancer and autoimmune diseases. Similarly,
it can show a false negative result if the samples were taken in the first three months when exposure when there
wouldn’t be enough antibodies in the blood.

¢ Rapidtests

Rapid tests provide results in 30 minutes. A rapid test can be used to determine whether a sample is positive or
negative in a very short time. The test result is shown in the form of lines or dots. There are generally two lines, a
control and a test line. They are very convenient and easy to use. They do not require any technical expertise or
interpretation. They do not require any special storage conditions. These are useful in rural areas where labs and
other testing facilities may not be available. The results of the rapid tests should be later confirmed through lab
tests. All HIV tests should be accompanied by pre-test and post-test counseling. However, counseling following a
positive result would need educating the person how to cope with the infection and how not to spread it.

9.2 Confirmatory/Further tests

These are meant to confirm the result obtained from screening test. A patient can be confirmed as positive or
negative depending on the result obtained. In case of indeterminate result, the test should be repeated after a
certain period of time.

¢ Western Blot

This test uses electrophoresis, a technique where molecules are separated based on their rates of migration in an
applied electrical field. For the test, the HIV proteins are purified and separated in a semisolid medium. The proteins
appear as bands depending on the rate of migration of the molecules. These are then transferred on to a filter paper.
Now the patient’s serum is placed on the paper strip and allowed to react with the HIV proteins. The bands that have
antigens binding to antibodies show colour. No colour appears where there are no antibodies. A false negative
result appears usually during the first six months of the infection or the final stages of AIDS when the immune
system no longer produces enough antibodies.

9.3 Confirmatory tests

* Virusisolation
e P-24 antigen test
» PCR Absolute CD4 lymphocyte count.

e Abnormal T Lymphocytes -



¢ Procedure for testing HIV infection

The serum sample is first tested with one ELISA or simple / Rapid assay. Reactive sample is retested using a
different assay and then tested a third time. Serum found reactive in all the three tests is considered HIV positive.
If the serum is found reactive in first two tests but non-reactive on the third, it is better to take another test after a
minimum of two weeks. For confirmation, the serum may be sent for a Western Blot analysis. The result should be
interpreted as HIV reactive only and should be sent for further confirmation by supplemental test.

9.4 Cost of Diagnostic Tests

= For the past 2 years, National AIDS Control Organisation (NACO), in collaboration with World Bank and
National Thermal Power Corporation (NTPC) has been issuing a tender for procurement of HIV test kits.

= Thetender is floated for 3.5 million tests of rapid and Elisa based tests (used for screening of HIV cases)

= Thetestkits are distributed by NACO to various blood banks as well as government hospitals throughout the
country. It has also been seen that in certain areas the kits are distributed to private blood banks as well.

= In most government blood banks, the screening testing is done free of cost or marginally low cost. For patients
of low economic strata, the tests are done free of cost at these places. For information on cost of diagnostic
tests, see the following table:

Cost of Diagnostic Tests for Detection of HIV in India

Type of test ;C):;t?énpter test to
Screening tests:

Rapid test USD 8 - 10
Elisa USD 8 - 10
Supplemental tests:

Western blot USD 40 - 50
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10. ANTI-RETROVIRAL THERAPY

Evolution from chimpanzee to man has taken almost 30 million years, but it has taken merely 20-30 years
for the mankind to inherit AIDS from the chimpanzee. Thanks to the invention of antiretrovirals (ARVS), the
human can continue to live like a human being. In recent times, HIV and AIDS have become main problems
for the medical fraternity. In India, there is sudden and steep rise in number of patients. As we know that it is
a disease because of social behavioral problem. It involves not only medical management but social
management as well. We also know that it is not a curable disease and no remedy is available as on today.
The disease is associated with depletion of the immune system. The patients are susceptible to various viral,
fungal and opportunistic infections. This process cannot be stopped, but certainly one can put brake to
improve quality of life.

Main aspects of management includes Therapeutic (treatment of opportunistic infections, antiretroviral therapy
and chemoprophylaxis), Preventive and Supportive management. It is a multifaceted treatment involving
physician, psychiatrist, counselor, nursing staff, pharmacist, family members, and society as a whole. Recently
home-based care and hospice care principles have been included.

Considering the cost of ARVs therapy and probable quantum of the disease and restricted resources of the
Government, it may not be feasible for any organization to provide treatment, even though in India free
treatment is the duty of the Government. Recently an advertisement on the TV, where it has been shown that
medicine is available for AIDS and patient is able to live normal life has put health personnel in an embarrassing
situation. It is nothing but ARVs. Half information is worse than no information. When we talk to patients
about the cost of ARV treatment, patient and his/her relatives go in a shock; they subsequently tell us that
it was not mentioned in the Advertisement on TV. Even though one may modify such Advertisements and
then it can become strong medium for IEC. The national government or for that matter any agency involved in
the treatment must give weightage to syndromic management. The Government should restrict the use of
ARVs only for Post Exposure Prophylaxis (PEP) and Positive Pregnant Mother. While in rest of the patients,
counseling is to be done and patient and relatives need to be explained about pros and cons of the ARVs and
cost, duration and ultimate outcome for the patient if therapy is stopped. One may not start treatment with
ARVs hastily. One can even wait for 15-20 days. During that period the patient should discuss the matter with
other family members. In the acute phase, patents and relatives are overenthusiastic and are ready to do any
thing for the patients without understanding the consequences of such costly therapy. Here again it should
be an optional therapy.

In India, which probably has the largest number of patients, cannot match the treatment protocols as used in
the USA or other developed country. We should develop our own norms for therapy. Cornerstone of medical
management of HIV infection is antiretroviral therapy. Suppression of HIV replication is an important component
in prolonging life as well as in improving the quality of life of patients with HIV infection.

Many questions currently lack definitive answers. These include when to start therapy, the best possible
regimen, its therapeutic efficacy, when to change therapy and the best possible alternative drugs and last but
not the least cost of therapy, etc. Ideal antiretroviral drug should reduce viral load as predicted, be easily
available, should cross blood brain barrier, be less toxic, be such that resistance develops late. However no
drug is fulfilling the above criteria.

Since the introduction in 1987, of Zidovudine as the first drug in the treatment of HIV, many other antiretroviral
agents are now available. This fact together with rapid evolution of new information on the behavior of the
virus, has introduced extraordinary complexity in the treatment of an HIV infected person.

There are so many unanswered questions related to HIV therapy. These are as follows.

10.1  Whatis HAART?
*  HAART Highly Active ARV Therapy

»  Salvage therapy Rescue therapy (Patient who has failed two treatment regimens)
» MegaHAART Salvage or rescue regimen containing more than 6 ARV agents
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10.2  What are the goals of ART?

Goals of therapy

* Maximal and durable suppression of viral load

* Restoration and/or preservation ofimmunologic function
* Improvement of quality of life

* Reduction of HIV related morbidity and mortality

Tools to achieve them

Maximize adherence to the antiretroviral regimen

Inform patient, anticipate and treat side effects

Simplify food requirements

Avoid drug interactions

If possible reduce dose frequency and number of pills

Negotiate a treatment plan that the patient understands

Take time to explain and educate goals of therapy and need for adherence

Establish readiness to take medication before the first prescription is written

Recruit family and friends to support the treatment plan

Develop concrete plan for specific regimen, relation to meals, daily schedule and side effects

Provide written schedule and picture of medicine, daily or weekly pillboxes, alarm clocks / pagers to aid
adherence

Develop linkages with local community-based organizations around adherence with educational sessions
and practical strategies.

Rational sequencing of drugs

Preservation of future treatment options

Use of resistance testing in selected clinical setting

10.3 What are the details of ART?

Mechanism of action of antiretroviral agents

The lifecycle and possible sites of action of anti-HIV drugs is briefly explained as follows:

At present we are better placed to understand the lifecycle of the HIV virus. After entry into the body the virus attaches
itself to CD4 molecule on T4 lymphocyte, and enters into the cytoplasm. Here, the outer coatings disappear and RNA
of the virus is now free in cytoplasm of T4 lymphocyte of host. Reverse Transcriptase becomes active and converts the
viral RNA to DNA (Provirus DNA) and then it integrates with the host nucleus with the help of enzyme integrase. This
nucleus goes on multiplying and producing messenger RNA and is always immunologically active. New viral particles
are produced (from direction of m-RNA) by another enzyme — protease. Along with the cytoplasm it buds out and

infects new cells.
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B)

A)

B)

0

Classification of antiretroviral drugs

Inhibition of binding and fusion

* Recombinant soluble CD4

* Fusion inhibitors

* gp4lbinders

»  Chemokine receptor antagonist

Reverse Transcriptase inhibitors

Nucleoside analogues (NRTIs)
Zidovudine (AZT)

Lemivudine (3TC)

Stavudine (d4T)

Didanosine (ddl)

Zalcitabine (ddC)

Abacavir

Non-Nucleoside analogues (NNRTIs)
Nevirapine

Delaviradine

Efavirenz (Sustiva)

Nucleotide analogs
Tenofovir (PMPA prodrug)

Integrase inhibitors
Zintevir

Protease inhibitors (PIs)
Saquinavir

Indinavir

Ritonavir

Nalfinavir

Amprenavir

Lopinavir

Block virus assembly and budding
Interferons

Others
Hydroxyurea
PMEA - Adefavir
Interferon

26



Available drugs in Indian market at the time of writing this article

Cost of Antiretroviral Drugs in India

. . Price in
Drug Strength Dose Food interactions USD/Tab
- Adult - 150 bid
Lamivudine 150 mg. Low wt. - 2 mg/kg | With or without food 0.24
Lamivudine 50 mg./5 ml Bottle Children - 4 mg/kg 4.00
Oral Solution of 100 ml '
Zidowudine 300 mg 0.38
. . 300 mg bid ) ,
Zidovudine 100 mg. max 1000 mg/day With or without food | 0.14
Zidowudine 50 mg./5 ml Bottle of 240
Oral Solution 100 ml '
Nevirapine 200 mg 200 mg od With or without food | 0.40
Without food (take
1 hr before or 2 hrs
Indinavir 400 mg 800 mg 8 hrly after meal: may take | 0.80
with skim milk or low
fat meal)
Lamivudine (150 mg) In combination 1 tab bid ith or without food 0.56

Zidovudine (300 mg)

Triple drug combination therapy

Drugs in

Combinations

Price in USD/Tab

Lamivudine+Zudov-

(Strength 40)

Nevirapine 40

Lami+Zido+Nevi udine+Nevirapine 0.80
. i Stavudine—+
(Sst?r\;l—?r:nslg')\'ev' Lamivudine+ 0.60
g Nevirapine 30
. | Stavudine—+
Stav+Lami+Newv Lamivudine+ 0.62
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D)

Common adverse effects

NRTIs MYELOSUPRESSION, NEUROPATHY
Zidovudine Myelosupression, reversible myopathy (6 months), nausea
Zalcitabine Peripheral neuropathy, oral ulcers

Didanosine

Pancreatitis (fatal), diarrhoea, peripheral neuropathy, (no

myelosuppression)

Lamivudine

Gl disturbances, hair loss, pancreatitis (Ped.) myelosupression,

exacerbation of peripheral neuropathy

syndrome

Stavudine Dose related peripheral neuropathy
NNRTIs Rash
. . Rash (10%, F, self-limited, antihistaminic), IGT, hepatitis, SJ
Nevirapine

Delavirdine

Rash, liver dysfunction

Efavirenz Increased cholesterol, dizziness, rash

Pls Loose stools
Saquinavir Loose stools, nausea + / -

. . Diarrhoea, vomiting, altered LFTs, perioral parasthesia, Increased
Ritonavir - -
triglyceride

Indinavir Hyperbilirubinimia, nephrolithiasis, nausea
Nelfinavir Loose stools, fatigue, nausea, headache

Amprenavir

Diarrhoea, headache, nausea, rash

Ideal antiretroviral treatment

Able to reduce viral production

Can be administered orally

Should cross blood brain barrier

As specific as possible

Should not develop resistance soon

Should not be toxic

When to start?

Symptomatic patients
Asymptomatic patients (see the table)

PEP

HIV positive mother to prevent / reduce chance of vertical transmission
Acute HIV infection / < 6 months after seroconversion

Pregnancy & children

Simple guidelines to start the ART

Clinical category

CD4 count & viral load

Recommendation

Symptomatic
(AIDS, Thrush,
Unexplained fever)

Any Value

Treat

Asymptomatic

CcD4 = 350
CcD4 < 200
CDh4 = 200 & < 350

No treatment/wait
Treat
Treat (Controversy)

Asymptomatic

CcD4 > 350
HIV RNA

> 30,000 (b-DNA) or
> 55,000 (RT PCR)

< 30,000 (b-DNA) or
< 55,000 (RT PCR)

No treatment/wait
Treat if patient
agrees(Controversy)

Wait & watch
Treatment + / -
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Risks & benefits of delayed & early therapy in asymptomatic patients
Benefits of delayed therapy

» Avoid negative effects on quality of life

» Avoid drug related adverse events

e Delay in drug resistance development

»  Preserve maximum number of available and future drug options when HIV disease risk is highest

Risks of delayed therapy

» Possiblerisk of irreversible immune system depletion
» Possible greater difficulty in suppressing viral replication
» Possible increased risk of HIV transmission

Benefits of early therapy

» Control of viral replication easier to achieve and maintain
» Delay or prevention of immune system compromise

» Lower risk of resistance with complete viral suppression
» Possible decreased risk of HIV transmission

Risks of early therapy

e Drug related reduction in quality of life

»  Greater cumulative drug related adverse effects

» Earlier development of drug resistance if viral suppression is sub optimal
» Limitation of future antiretroviral treatment options

10.5 What to start?

A) Pl based regimen

Column A Column B

(P (NRTISs)

Efavirenz Didanosine + Lamivudine
Indinavir Stavudine + Didanosine
Nelfinavir Stavudine + Lamivudine
Ritonavir + Indinavir Zidovudine + Didanosine
Ritonavir + Lopinavir Zidovudine + Lamivudine
Ritonavir + Saquinavir (SGC/HGC) Zidovudine + Lamivudine
(Soft gel / Hard gel capsule)

Alternative

Any PI Zidovudine + Zalcitabine

B) NNRTIbased regimen (Pl sparing)

Column A Column B

(NNRTIs) (NRTIs)

Nevirapine Stavudine + Lamivudine
Nevirapine Didanosine + Stavudine

C) Notrecommended

Column A Column B
(&) (NRTIs)
Saquinavir-HGC Stavudine + Zidovudine

Zalcitabine + Didanosine
Zalcitabine + Lamivudine
Zalcitabine + Stavudine

(Zalcitabine can’t be combined with any NRTI except Zidovudine)
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D) Advantages & disadvantages of Pl based & Pl sparing regimens

10.6

Regimen Advantages Disadvantages
Efficacy well documented Difficult to use to & adhere to
Continued benefits despite viral breakthrough | Long term side effects -

Pl based . : . . - .
Resistance - multiple mutations lipodystrophy, hyperlipidemia,
Targets at two steps insulin resistance

Pl sparin Sparing side effects of Pl Clinical end points - unknown

P 9 Easier to use & adhere to Single mutation

10.8

How to follow?

At baseline quantification should be obtained in duplicate

Use same tests for viral load measurements at all time (RT- PCR / b-DNA)
Repeat test after four to six weeks of treatment (No breakpoint)

Serial measurement at every 3 months

Once goal is achieved; viral monitoring at every 3 - 4 months & CD4 at 6 months

When to change?

Failure to achieve undetactability of virus < 20 copies / ml (Practically < 50 copies / ml) with in six
months of treatment

Less than 0.5 - 0.75 log, , reduction in plasma HIV RNA by 4 weeks of initiation of therapy or less than
llog,, reduction by 8 weeks

Reappearance of virus after period of undetactability

Any reproducible significant increase, defined as 3 fold or greater, from the nadir of plasma HIV RNA not
attributable to intercurrent infection.vaccination, or test methodology except as noted above

At optimal therapy; if virus load is more than (a) 500 copies / ml at 12 weeks & (b) < 50 copies / ml at
16 -24 weeks

Significant toxicity of the drug

Clinical deterioration

Persistently declining CD4 count as measured on at least two separate occasions

How to change?

Three approaches are applicable

Empirical selection of new drugs
Selection of drugs based on resistance to drug study
Intensification of existing regimen

General guidelines for empirical selection of new drug

Prior regimen New regimen

2 NRTI + PI

2 New NRTI + NNRTI or Dual Pl

2 NRTI + NNRTI

2 New NRTI + PI

ABC + AZT + 3TC

2 new NRTI (ddl + d4T) + either Pl or NNRTI

2 NRTI

2 New NRTI + Pl or NNRTI
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ii. General guidelines for empirical selection of new drug

Prior regimen New regimen

2NRTI+PI 2 New NRTI + NNRTI or Dual PI

2NRTI + NNRTI 2 New NRTI + Pl

ABC + AZT + 3TC 2 new NRTI (ddI + d4T) + either Pl or NNRTI
2NRTI 2 New NRTI + Pl or NNRTI

iii. Selection of drug according to drug resistance study is still not much practicable

iv. Intensification

wnNE e

10.9

Intensification means addition of 1 or more agents to coexisting regimen which is indicated in failure to
reach threshold / rebound in viral load.

Three common approaches are as follows

Addition of HYU to ddI containing regimen

Addition of 2nd Pl in PI containing regimen

Addition of 3rd NRTI such as ABC or 3TC

How long treatment to be confirmed? Treatment for how long?

Still this question has no definite answer. Probably duration of treatment is life long. There are certain options to
discontinue treatment with benefits & risks, which are as follows.

Considerations of discontinuation of therapy are as follows
Patients who have begun HAART at CD4 count >350/mm? may wish to discontinue treatment.

Benefits

Reduction of toxicities

Drug drug interactions
Selection of resistant variants
Improvement of quality of life

Rebound in viral replication
Renewed deterioration in immune system

So understanding pathophysiology, virology, pharmacology, one can safely say that in HIV prevention is the
best way to fight the disease and as it is a social disease, multidisciplinary approaches are required. Pharmacists
can play a major role in the fight against HIV/AIDS.
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11. GOOD COMPLIANCE AND ADHERENCE TO ANTIRETROVIRALS

As per Current Medical, Diagnosis and treatment (CMDT 2001), the treatment for HIV infection can be divided into
four categories; therapy for opportunistic infections and malignancies, anti-retroviral treatment, administration of
hematopoietic stimulating factors and prophylaxis for opportunistic infections. Antiretroviral therapy has proven to
be effective in: (i) Decreasing viral load; (ii) Increasing CD4 counts; (iii) Preserving immune functions; (iv) prolonging
survival; (v) Decreasing the incidence of opportunistic infections; (vi) Preventing disease progression; (vii) Prolonging
survival; (viii) Enabling the patient to lead a productive life, e.g. resuming job; (ix) Improving quality of life.

There are many difficulties associated with the use of antiretroviral therapy, such as:

Adherence: Patients often find it difficult to adhere to antiretroviral treatment. Certain antiretrovirals, such as
the protease inhibitors, have complex restrictions regarding food intake. There are many pills to be swallowed
per dose, and dosing is often on a thrice-daily basis.

Drug interactions: The protease inhibitors most frequently exhibit drug interactions with each other, and also
with other drugs, e.g. anti-TB drugs, antifungals. This poses a problem for treating the HIV-positive patient,
because there are common opportunistic infections, especially in our country. The NNRTI class of drugs also
exhibits some drug interactions. The NRTI class is not associated with clinically significant drug interactions.

Long-term side effects: The protease inhibitors are associated with some of the most severe long-term side
effects. These include:

(i) Lipodystrophy (the arms, legs and face appear to lose weight, whereas the central portion of the body
accumulates fat and become obese); (ii) Diabetes; (iii) Increased cholesterol and triglyceride levels; (iv)
Hypertension; (v) Osteoporosis; (vi) Gynaecomastia; (vii) Kidney stones and loss of renal function; (viii) Myocardial
infarction

The non-nucleoside reverse transcriptase inhibitor (NNRTI) class of drugs is not associated with significant
long-term toxicities, but certain patients may develop a rash or elevated liver enzymes during the first few
weeks of therapy. The nucleoside reverse transcriptase class of drugs may be infrequently associated with
lactic acidosis or peripheral neuropathy.

Access: The patient should be able to afford antiretroviral therapy for an indefinite period of time.

Non-adherence: It affects specially children, working adults and patients in acute and chronic stages of the
disease. This is a global problem which may exceed 50%, leading to even life-threatening situations, some of
causes are: (i) Inappropriate attitude and poor communication skills of the providers; (ii) Patient’s fear of asking
guestions; (iii) Inadequate consulting time; (iv) Inadequate dispensing time; (v) Lack of access of printed
information in simple language (e.g. patient leaflets or adequate labels); (vi) Inability to pay for prescribed
drugs; (vii) Complexity and duration of treatment, particularly in chronic disease. Common types of non-compliance
are (i) failure to take prescribed medication; (ii) not having prescription filled (or re-filled); (iii) self-discontinuation
of medications; (iv) taking incorrect doses (over or under); (v) taking medicine at wrong time (vi) skipping doses.
Incorrect medication leads to prolongation of illness, avoidable side-effects, drug interactions, increased
hospitalization, work absences, over use of health care facilities and even death.

@ Patient information, education and communication

Patient information, education and communication including counseling (IEC) leads to not only increased knowledge
and better compliance by the patients but also makes an improvement in the quality of care. It has been established
by various studies that in informed group of patients including knowledge of potential side effects, there was better
compliance and safety.
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111 Importance of IEC

Before initiating antiretroviral therapy, it is essential to discuss and clarify the following points with the patient:

e AIDS is not an immediate death warrant. Induce and encourage hope.

* Therapy available today is suppressive, and not curative. But treatment helps the patient to lead a more
productive life. The treatment would not only add years to the life but also a quality of life to the years. The
patient may continue to acquire other illnesses associated with AIDS, including opportunistic infections. Therefore,
patients should always remain under physician’s care during the therapy. Periodic lab test monitoring from a
reliable lab is also necessary.

e The duration of therapy is lifelong. HIV may be regarded as a chronic iliness, just like diabetes or hypertension.

» Although treatment is expensive, the prices of antiretrovirals have now been reduced.

» Long term adverse events may occur, but there are drugs to manage these side effects.

» Thereis a potential for drug interactions with other concomitant medications.

e There may be a number of pills to be swallowed per day, depending on the antiretroviral regimen chosen.
However, some of the new regimens entail taking a total of only 4-6 tablets per day.

» Adherence is critical, else the virus quickly develops resistance. This is especially important with respect to
antiretroviral drugs.

e Itisimportant to inform the patients that even if they are receiving therapy they should not donate blood and
should practice protected sex, since the patient is still capable of infecting others.

* Maintenance of a regular life, exercise, personal hygiene and avoidance of infections is very important. The
patient must have nutritious food, regular exercise, proper rest and sleep and avoid smoking, tension, alcohol
and intoxicating drugs and contact with pets. If possible woman patients may avoid pregnancy.

Counseling facilitates rational and compliant behaviour by the patient. The basic and most common cause of the
non-compliance is that the patient does not fully understand what is expected. Helping the patient to understand
what is expected is the prime motive of counseling. Facilitating characteristics for effective communication are
empathy, respect and warmth. Exploration improves both insight and understanding of problems and helps in
building a professional relationship between the pharmacist and the patient. Unfortunately in India, these aspects
are yet to be seen in the community pharmacist. Factors that may contribute to the pharmacist’s ineffectiveness in
helping the patient to take medicine appropriately are: (i) They do not know what to tell about their medicine.
Communication, if at all it takes place, is often one-way communication and there is hardly any element of feed
back. (ii) Attitude towards medication to them (patient), central and most important activity is dispensing prescription
or OTC drugs, and (iii) Lack of communication skills. Often there are false assumptions about compliance such as
physician must have already discussed with the patient the medicines prescribed (study shows physicians frequently
omit to pass on critical information); the patient understands all the given information; the patient understands what
is required (Non medical advice, diet, exercise, etc.); non-compliance is because the patient “doesn’t care” or is not
motivated or lacks intelligence or can’t remember (esp. elderly); patients would ask if they have any problem.

Technigues which assist in compliance are: (i) Maintain a friendly, caring (rather than a brisque or impersonal)
relationship with the patient, for which prerequisites are rapport building, assured confidentiality, privacy, easy
accessibility and empathy; (ii) emphasize the key points; (iii) give reasons for key advice; (iv) give definite, concrete
and explicit instructions; (v) supplement and reinforce the spoken words with written information; (vi) ensure feed
back.

11.2 Drug related patient information

e General (for all antiretroviral drugs)

Inform the patients that the given medication is not a cure for HIV infection, that they may continue to acquire
illnesses associated with AIDS, including opportunistic infections. Medicines may not reduce the incidence of
frequency of such ilinesses.

Tell the patients that the long-term effects of these drugs are unknown at this time. Advise them that the therapy
has not been shown to reduce the risk of transmission of HIV to others through sexual contact (safe sex) or
blood contamination.
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e Drug-specific patient information

Antiretroviral drugs may be grouped as under

¢ NUCLEOSIDE REVERSE TRANSCRIPTASE INHIBITOR ANALOGUES (NRTIs)
ZIDOVUDINE (Azidothymidine, AZT, Compound S)

The major toxicity of Zidovudine is granulocytopenia or anemia that may require transfusion or dose modification
including possible discontinuation. Frequency and severity of the toxicity are greater in patients with more advanced
disease and in those who initiate therapy later in the course of their infection. It is extremely important to have blood
counts followed closely while on therapy, especially patients with advanced symptomatic HIV disease.

Warn the patients about the use of other medications (eg, ganciclovir, interferon) that may exacerbate the toxicity of
zidovudine.

Advise the patients to contact their physician if they experience shortness of breath, muscle weakness, symptoms of
hepatitis or pancreatitis, or any other unexpected adverse reaction. Inform patients that nausea and vomiting may also
occur. Advise pregnant women considering use of the drug to prevent maternal-fetal transmission of HIV and that
transmission may still occur in some cases despite therapy. Long term consequences of in utero and infant exposure
are unknown. HIV-infected women should not breastfeed.

Take the dose exactly as prescribed. Do not share the medication and do not exceed the recommended dose.
LAMIVUDINE (3TC)
Advise patients of the importance of taking Lamivudine exactly as it is prescribed. Advise parents to monitor pediatric

patients for symptoms of pancreatitis.

STAVUDINE (d4T)

Inform patients that the most common toxicity of Stavudine is peripheral neuropathy. Symptoms include tingling,
burning, pain or numbness in the hands or feet. Counsel patients that this toxicity occurs with greater frequency in
patients with a history of peripheral neuropathy. Advise them to report these symptoms to their physician and that dose
changes may be necessary. They should also be cautioned about the use of other medications that may exacerbate
peripheral neuropathy.

It should not be combined with Zidovudine.
ZALCITABINE (Dideoxycytidine; ddC)

Since itis frequently difficult to determine whether symptoms are due to the drug or the underlying disease, encourage
patients to report all changes in their condition to their physician. Use of Zalcitabine or other antiretroviral drug does not
preclude the ongoing need to maintain practices designed to prevent transmission of HIV.

Instruct patients that the major toxicity of Zalcitabine is peripheral neuropathy. Pancreatitis and hepatic toxicity are
other serious and potentially life-threatening toxicities. Advise patients of the early symptoms of these conditions and
instruct them to promptly report these symptoms to their physician. Since development of peripheral neuropathy
appears dose-related, advise patients to follow the prescribed dose. Women of childbearing age should use effective
contraception while on Zalcitabine.

The drug should not be used concomitantly with Didanosine or Stavudine. Do not take simultaneously with Aluminum/
Magnesium containing antacids.

DIDANOSINE (ddl)

To be taken on an empty stomach, at least an hour prior to or 2 hours after a meal. Avoid alcohol as it may exacerbate
toxicity.

¢ NON-NUCLEOSIDE REVERSE TRANSCRIPTASE INHIBITORS (NNRTI)
EFAVIRENZ

To improve tolerability of nervous system side effects, bedtime dosing is recommended during the first 2-3 weeks of
therapy and in those patients that continue to experience these symptoms. High fat meals should be avoided.
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DELAVIRDINEMESYLATE

Instruct patients that the major toxicity of delavirdine is rash, and advise them to promptly notify their physician should a rash
occur. Any patients experiencing severe rash or rash accompanied by symptoms such as fever, blistering, oral lesions,
conjunctivitis, swelling or muscle or joint aches should discontinue medication and consult a physician.

Inform patients to take delavirdine every day as prescribed. Patients should not alter the dose of delavirdine without consulting
their physician. If a dose is missed, patients should take the next dose as soon as possible. However, if a dose is skipped, the
patients should not double the next dose.

Patients with achlorhydria should take delavirdine with an acidic beverage (e.g. orange or cranberry juice). However, the effect
of an acidic beverage on the absorption of delavirdine in patients with achlorhydria has not been investigated. Advise patients
taking delavirdine and antacids to take them at least 1 hour apart. Because delavirdine may interact with certain drugs, advise
patients to report to their physician or pharmacist the use of any prescription or over-the-counter medications.

¢ PROTEASEINHIBITORS (PIs)
INDINAVIR SULFATE

Advise patients to remain under the care of a physician when using Indinavir and not to modify or discontinue treatment without
first consulting the physician. Therefore, if a dose is missed, patients should take the next dose at the regularly scheduled time
and should not double this dose.

For optimal absorption, administer Indinavir with water 1 hour before or 2 hours after a meal. Alternatively, administer with other
liquids such as skimmed milk, juice, coffee or tea, or with a light meal (eg, dry toast with jelly, juice and coffee with skimmed
milk and sugar, or corn flakes, skim milk and sugar). Ingestion of Indinavir with a meal high in calories, fat and protein reduces
the absorption of Indinavir.

Indinavir capsules are sensitive to moisture. Instruct patients to store Indinavir in the original container with the desiccantinthe
bottle.

Drink at lest 1.5 liters of water everyday. If Didanosine (ddl) is also co-administered, it should be taken at least 1 hour after the
administration of Didanosine on an empty stomach.

SAQUINAVIR

Saquinavir should be taken within 2 hours after a full meal. When Saquinavir is taken without food, concentrations of Saquinavir
inthe blood are substantially reduced and may result in no antiviral activity. Advise patients of proper storage of the capsules.

NELFINAVIR MESYLATE

For optimal absorption, advise patients to take Nelfinavir with food or a light snack. The most frequent adverse event associated
with Nelfinavir is diarrhoea, which can usually be controlled with drug such as Loperamide.

Instruct patients taking oral contraceptives to use alternate or additional contraceptive measures.

Advise patients to take Nelfinavir every day as prescribed. Patients should not alter the dose or discontinue therapy without
consulting their doctor. If a dose is missed, patients should take the dose as soon as possible and then return to their normal
schedule. However, if a dose is skipped, the patient should not double the next dose.

RITONAVIR

Take with meals if possible. Should be stored in the refrigerator as directed.
AMPRENAVIR

Take with a meal or light snack.

HYDROXYUREA

Notify physician if fever, chills, sore throat, nausea, vomiting, loss of appetite, diarrhoea, sores in the mouth and on the lips,
unusual bleeding or bruising occur.

Medication may cause drowsiness, constipation, redness of the face, skin, rash, itching and loss of hair; notify physician if
these become pronounced. Extra fluid intake is recommended. Contraceptive measures are recommended during therapy.
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12. TRADITIONAL SYSTEMS OF MEDICINE

In today’s health scenario, complementary medicines offer a great promise for various disorders including those
which have been posing challenge for various societies. There are a number of complementary medicine systems,
which are in vogue in various parts of the world today. With the increasing trend torwards natural remedies, there is
an upsurge in the consumer acceptance for these systems. Apart from being recognized as scientifically validated,
some of these systems hold great promise in building and maintaining the immunity of the body.

Unfortunately, however, today’s pharmacists are not adequately equipped with the knowledge of these complementary
medicines to offer a counseling hand which they ought to do. To fill this gap, there is a need to train the pharmacists
and elevate their knowledge so that they can address the need of the hour effectively. There are a number of books
in understandable language.

Among complementary systems prevalent in Asia, Ayurveda, Unani and Chinese systems of medicine are the
important ones. Ayurveda, which literally means science of life (Ayu = Life, Veda = Knowledge), is ancient traditional
system of India which is mainly applied for two basic functions preservation of health in healthy individuals and to
alleviate disease in those who are not in good health. This objective of the system is distinctly mentioned in Charak
Samhita, the first treatise of Ayurveda written in Sanskrit.

In order to achieve its objective of maintaining health in healthy ones and correcting the ailments, Ayurveda prescribes
various modalities. Rasayana therapy is one such modality. The rasayana concept in Ayurveda, however, is not
confined to medicines only. It encompasses Ahara Rasayana (dietary modalities), Achar Rasayana (behavioral
modalities) and Dravya Rasayana (drug modalities). All these concepts need to be understood by today’s pharmacist
in order to provide counseling to the growing population of alternate health care seekers.

Ayurveda looks at human life as the finest expression of nature, a marvellous composition of body, intellect and
spirit. As per Ayurveda, every human being is having a unique psychosomatic constitution, a unique combination of
three doshas namely vata, pitta and kapha. This doshic or tridosha theory is very basic to Ayurveda and all
preventive as well as curative therapies in Ayurveda revolve around this very basic concept. Hence today’s pharmacist
needs to be educated in this concept so that he can give adequate counseling in this regard and can guide the
consumer about the product that is taking or needs to take along with the main line therapies for various diseases.

The concept of immunity was well known in Ayurveda. Ayurvedic granthas describe a concept “Oja”, as the subtle
essence of immunity. Oja translated means the aura of the energy emanating at and around our face and body.
When Oja is low the immune system is weak. Low Oja easily allows chronic and degenerative disease to develop
in the body. On the other hand, we produce strong immune system by increasing Oja. It is a well known fact today
that AIDS is not a disease per se, but a symptom, characterized by low immunity.

There are a number of herbs, minerals and other preparations in Ayurveda, which are bestowed with rasayana
effects. The prominent among them are Chyawanprash, Ashwagandha, Shilajit and Gudichi. All of them are validated
scientifically for the claims these traditional systems make for these herbs and recipes. These herbs/recipes are
widely used for building the immunity in the body. Chyawanprash is a jam like preparation prepared using more than
40 ingredients of natural origin, mainly herbs. The main ingredient of the recipe is fruit pulp of Emblica officinalis,
better know as Indian Gooseberry. Itis cooked in the extracts of other herbs, which are known to produce synergistic
effect. Chyawanprash is known worldwide for its immunomodulatory and tonic properties. Shilajit is another rasayana
commonly recommended by Ayurveda. It is a complex mass of organic and inorganic components obtained from
rock crevices in Himalayas. A number of studies have been conducted to ascertain Shilajit's role as an
immunomodulator and adaptogen. Ashwagandha, which is also known as Indian Ginseng to denote its Ginseng-
like action, is widely recommended for its antistress and adaptogenic properties. Gudichi is another herb in Ayurveda,
which is extensively used as a nutritive and immunomodulatory herb.

Besides Ayurveda, Unani system, which is another well-accepted traditional system in Asia, also offers some
herbs or recipes, which are known to build the immunity of the body. The famous amongst them are Tirayaq,
Jawahar Mohar, Khamir Gaozapan Sada which are prepared using a blend of herbs and minerals. Homeopathy also
prescribes tinctures prepared with Panax ginseng and Ginkgo biloba, which are popular for building the immunity
in the body.
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Some of these products hold great promise when taken as adjuvants with conventional therapies for several degenerative
diseases. These traditional systems precisely recognize food-drug interactions and one needs to take care of the food the
patient should take with these medicines. Pharmacists need to know these concepts so that they can play a crucial role in
counseling the consumers. Further, the benefits of these medicines also depend on the “Anupan”or the vehicle they are taken
with. Accordingly, while some of the medicines are to be taken with warm, cold or lukewarm water, the others may need to be
taken with honey or cow’s milk.

Coming to the economic front, complementary medicines are generally better affordable by the masses than their modern
counterparts. Their manufacture involves relatively simple and less expensive processing methods.

In several countries, especially African, traditional herbal medicines have been found useful in the management of AIDS-related
conditions. A joint collaborative effort between the traditional doctors and modern medical doctors has been found very useful
inthe treatment of the AIDS patients. In most of the AIDS patients, chronic diarrhoea and swelling due to herpes infection are
very painful, in order to reduce the suffering of these patients, the role of some herbal medicines has been well recognized and
documented.

A joint clinical research center in Uganda during the last 10 years has been rendering a good service to the AIDS patients.
Realizing that there is no cure as such for AIDS, efforts are made on a preventive programme aimed at behavioral changes.
Another joint collaborative effort in being made under THETA PROJECT in Uganda wherein a team of modern doctors and
traditional healers work together to fight the secondary infections in AIDS patients and to rehabilitate them through proper
treatments. A well designed clinical programme for treatment has been drawn. Criteria for selection of patients with known
secondary infections and monitoring their progress through treatment with herbal medicines in addition to some selected
modern medicines is well documented. Such studies have encouraged the medical doctors to use the knowledge of traditional
healers in an effort to find a simple and systematic alternative treatment for AIDS symptoms and associated diseases.
Through these efforts, building of an atmosphere of trust, co-operation and compassion is promoted.

12.1 Traditional medicines and pharmacist

¢ ltisgenerally recognised that certain traditional medicines, which have anti-oxidant and immunomodulatory activities, are
beneficial to patients of HIV/AIDS for improving quality of life, reducing adverse effects or side effects of conventional
medicines administered to such patients. Pharmacists and physicians are encouraged to use such products as adjuvants
for benefiting the patients. They would be required to use the normal observation process and monitoring process during
such adjuvant usage. One way of doing so would be to get information on such products from traditional medicine
physicians/doctors. The other method would be to involve a traditional medicine vaidya or a doctor for the treatment of HIV/
AIDS patients concurrently.

¢ Pharmacists need to consult a traditional medicine doctor. Such consultation could be by physically involving him/her, in
across-the-table meetings with the patients and jointly deciding the course of treatment. Where such a thing is not
possible due to logistic reasons, other forms of communications like use of telephone, fax or e-mails would also prove
beneficial. Several Ayurvedic doctors are contactable through e-mail nowadays who can actually recommend/prescribe
specific traditional medicines along with information about their dosages, mode of administration, duration of administration,
etc.

¢ Pharmacists while dispensing traditional medicines should get information from suitable sources about these
products. If these products are made purely from herbs, they generally fall into Generally Recognized As Safe
(GRAS) category. Such products can be used as long as they are manufactured by reliable companies or by
traditional doctors in their pharmacies. If products are herbo-mineral based, pharmacists should take adequate
precautions to know about the minerals present in the product. If Ayurvedic herbo-mineral products are to be used,
they fall under ‘potent medicines category’ in Ayurveda. Such products are generally having a name which reads as
(i) Bhasmas (calcined metals/minerals), (ii) Rasas and Raspipri (calcined minerals/metal preparations which may
contain mercury), (iii) Sindhur and/or Ras-sindhoor (Minerals/metal preparations calcined with sulphur). These
preparations, when taken in very small quantities under the guidance of an Ayurvedic vaidya provide their good
therapeutic actions. As long as pharmacists involve a traditional vaidya one may not encounter problems. Also
preparations of these categories should be obtained from a standard company who have capability to follow the
process of manufacture strictly in accordance with the codified books of Ayurveda. Their doses are generally in the
range of 125 mg in divided doses and administered 3-4 times a day. They are also to be administered with proper
“Anupan” - like cold water, hot water, cold milk, warm milk, honey or ghee. The Anupan is very important and need
to be conveyed to patients for proper compliance.
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Since controlled studies data about the effect of such traditional medicines products administrated on the bio-
availability of conventional medicines are not available, it is best to give a gap of 30 to 60 minutes between the
time of taking the two medicines.

In case where such adjuvant products are used in the treatment of HIV/AIDS patients, it is recommended to
ask patients to discontinue using of such products whenever any serious adverse events occur.
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13. QUALITY CONTROL PROGRAM FOR PROCUREMENT OF HIV/AIDS MEDICINES

AIDS and HIV infection have acquired a position of considerable concern the world over, particularly for poorer
countries. India is one of the countries where the disease is progressing at an alarming rate. A number of HIV/AIDS
medicines, also known as anti-retroviral (ARV) drugs, are presently available. They have different sites of action in
the virus structure. None of the known ARV drugs is curative. The drugs do, however, put a brake on the depletion
of the immune system and thereby reduce the patient’s susceptibility to various opportunistic infections, notably
tuberculosis, thereby prolonging and improving the quality of life of patients with HIV infection.

As ARVs are expensive and toxic drugs, they must be stored and handled carefully. Specific storage conditions
printed on the label or insert of these medications must be rigorously followed. For example, AZT requires storage
below 25°in light resistant containers, protected from moisture. Indinavir should be stored with silica gel desiccant.
Separate containers should be used for storing individual ARVs.

Being drugs, quality issues relating to ARVs require to be tackled in accordance with the provisions of the Drugs &
Cosmetics Rules. Because of their highly toxic properties and high cost there is no scope for laxity in Quality
Assurance. Quality Assurance is a wide ranging term covering all activities and functions that are individually or
collectively concerned with attainment of quality. The basic philosophy includes:

Establishment of criteria before production

Control of factors during production

Evaluation of results after production

A drug is of Quality if it meets the requirements. The essential requirements are:
Manufactured in a facility complying with Good Manufacturing Practice (GMP) requirements
Meets the pharmacopoeial or approved specifications
Stable during the assigned shelf life.

Itis, therefore, necessary for the manufacturer to take adequate steps to provide the required assurance of quality.
A good manufacturer exercises in-process controls at critical steps of production to reduce failures and improve
profitability. The dominant attitude has to be of ‘doing it correctly the very first time’. Under the present quality
mindset in the pharma industry in India, the failures are measured in terms of ‘per cent defectives’. We have to
change our thinking to the six-sigma concept so very successfully adopted by the electronics industry. Every
activity must be fully documented. Written word not only helps in solving any problems that may arise subsequently
but also create confidence in the mind of an inspector.

The procurement agency has to satisfy itself by having technical audits of the manufacturing facilities conducted by
competent inspectors. Such inspections should not only include careful evaluation of the buildings, equipment and
facilities, and manpower but also cover procurement, storage and issue of raw materials and packaging materials,
documentation on such matters as Master Formula, Batch Production Records, Standard Operating Procedures
(SOPs), warehousing and distribution arrangements, complaint handling, etc. In order to satisfy itself that the
manufacturer is producing the ordered medicines of consistently good quality, the procurement agency can take
samples from different batches of the products and get them tested at an approved or accredited laboratory. But the
sampling has to be random in reality. One cannot get reliable information from poorly sampled materials.

WHO/HQ had developed a scheme for the UN system in which manufactures with acceptable quality of drugs for
HIV/AIDS and its complications were identified, and prequalified. Prequalifying manufacturers rather than including
all registered manufacturers as suppliers is increasingly being used to assure quality. Further information is provided
in WHO website: http://www.who.int/medicines/. More specific information is provided under quality assurence of
HIV/AIDS drugs *Pilot Procurement, quality and sourcing Project <../../qgsm/activities/pilotproc/suppliers.doc>.

In conclusion, it may be stated that the success of any manufacturing and/or procurement process depends on the
basic philosophy of the organisation. If it works in a disciplined manner, exercises in-process checks and controls
at appropriate stages and documents every step in the process, success is assured.



14. UPGRADATION OF THE CURRICULUM AT DIPLOMA AND DEGREE LEVELS

141 Training for pharmacists and pharmaceutical scientists in terms of knowledge, skills and attitude, keeping in view
the presentlevel of the development of pharmacy practice in the country for prevention of HIV/AIDS is required. For
this purpose reviewing, strengthening and re-structuring the pharmacy education by introducing chapters on HIV/
AIDS is very essential.

The curriculum may contain:

*  Whatis HIV/AIDS?

e How itspreads? How it does not spread?

e Traditional customs which can spread HIV

e Safe sex practices

e HIV Test - when and who should go for this test
* How HIV can progress to AIDS?

e Living positively with HIV and AIDS

* HIV medicines

» Blood transfusion/injectable drug users

e Care of HIV patients, etc.

¢ Modalities for complete integration between medical professionals and paramedical professionals like pharmacists,
nurses, etc. to fight against HIV/AIDS so that the combined efforts are in-place.

¢ At government level support must be available for:

»  Sufficientfinancial funding.

»  Ensuring commitment of health authorities/statutory bodies, which are being funded by the Government.

»  Evolving disincentive schemes in national legislation to discourage defaulters.

»  Linking up with National AIDS Control Organisation (NACO) which is responsible for collecting all the latest research data
on HIV/AIDS and disseminating the same to statutory councils, e.g. Pharmacy Council of India (PCI), All India Council for
Technical Education (AICTE) for incorporating the research in syllabus, etc.

¢ Byworking out the plans for trained pharmacy manpower requirement and manpower managementin order to ensure
that expensively trained pharmacist manpower on HIV/AIDS is not wasted and its benefit reaches every corner of the
country.

14.2  Challenges likely to be faced in the implementation of the Guiding Principles

¢ Lack of adequate infrastructural facilities, resources and machinery

»  Fundsfortraining the pharmacists

»  Literature/documents required for training

*  Welltrained manpower to train the pharmacist

e The authorities where the pharmacists are working may not be willing to grant leaves for attending continuing training
programmes because of

= Inadequate number of pharmacists working with them and, if they are spared, the daily routine work of the organisation
may suffer

= Non-cooperation by the authorities themselves may be the other reason

¢ Lackofco-ordination between various statutory authorities like Medical Council of India, Pharmacy Council of India,
Indian Nursing Council, etc. and other National Health agencies working on HIV/AIDS. Each authority may work at its
own pace for the same goal but in different directions with different strategies resulting in complete dilution of efforts by all.

¢ Resistance by the society: People with HIV/AIDS feel loneliness, fear of losing their job, other people knowing that
they are infected, death, etc. All these fears and rejection by the society may inhibit a person suffering from AIDS to
share his/her fears with the pharmacist. As a result, the benefit of special training on AIDS to pharmacist may not
reach out the deep pockets of the society.
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Feeling of revenge/spite in sufferer: Some people when they find out that they have HIV/AIDS, they want to
take revenge with society due to anger by infecting other people. This may be the biggest challenge for such
effort.

Self-consciousness, depression and anger in sufferer: When a person suffering from AIDS comes to know
that there is no cure for AIDS, he/she may

undergo deep depression

feel useless for the society

feel guilty

feel rejected and lonely

This makes him/her mentally weak. As aresult, he/she is not in a position to take benefit of the pharmacy trained
manpower.

¢

Lack of motivation amongst pharmacists: Pharmacists themselves may not come forward to accept this
challenging task due to lack of motivation and self drive, fear of themselves being infected (due to inadequate
knowledge) etc.

14.3  Strategies and how to cope-up

Develop adequate well-trained manpower to train pharmacists and to provide adequate infrastructural
facilities. Well-qualified and self-motivated persons may be selected who may be given intensive and vigorous
training in the advanced countries who in turn can train pharmacists.

Make the continuing education programme mandatory and intimating the same to appointing authority of
the pharmacist so that the pharmacist is relieved of the tension of getting the leaves sanctioned for attending
the continuing education programme. The annual performance assessment of the pharmacist shall also be
linked with the number of continuing education programmes attended to generate self-drive amongst pharmacists.

The pharmacist has to be trained - to inculcate a feeling of togetherness in persons suffering from AIDS.

He/she has to tell the sufferer that he/she is not alone. A feeling of confidence, trust and fighting spirit has to

be generated in the sufferer to boost up his/her mental confidence and to motivate him/her to come out of the

depression so that the sufferer can freely share his/her illness with the pharmacist without any hesitation.

- toinstill a feeling of acceptance in the sufferer.

- togenerate a feeling of hope in the sufferers because hope lifts up the spirit and gives strength to face each
situation. The hope and acceptance can help the sufferer to live positively with AIDS.

The pharmacist has to generate the hope in the sufferers that

Researchers are working day and night to find a cure for this deadly disease and may come up with a solution
any day

The pharmaceutical scientists may find a cure

He/she will live a long life

He/she is liked and accepted by the society

The pharmacist can be made to participate in community care by inviting the Women'’s Clubs, Youth
Clubs, Religious Groups, Local, Political and Social Organisations to assist in AIDS Community Care. The
Community should talk about AIDS just as it talks about any other sickness like common cold. This will
isolate the people who gossip in an unkind way about AIDS.

The pharmacists in integration with the national associations and organisations can organize educational
sessions

As to how HIV infection spreads by telling about unprotected sex, infected blood, sharing a needle without
sterilization, sharing a common razor at the barber’s shop which also carries some risk of spreading HIV,
spread of infection from mother to baby, etc.

How HIV does not spread by sharing combs, sheets, towels, clothes, toilets or latrines. One cannot get AIDS
from mosquitoes, bedbugs or any other insect or animal

How to help/support individuals/families affected with HIV infection/AIDS

As to how it can be prevented by safe sex. Women with HIV should seek advice before getting pregnant
because they may pass HIV to their babies, etc.
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» By disseminating information about safe blood transfusion by telling what is safe blood, who can give blood,
who should not give blood, how often one can give blood and how much at a time, why does safe blood starts
from me, what tests are performed on donated blood before transfusion. When one cannot avoid blood transfusion,
insist on having HIV-tested blood, it is safer to receive blood from the relatives, etc.

» HIV Test: When/who should go for HIV Test, how the HIV can progress to AIDS,

» How the traditional customs like wife sharing, wife inheritance, scarification with un-sterilized knife or blades,
circumcision with un-sterilized knife or blades is risky

* Onimportance of immunization of HIV sufferers against diphtheria, pertussis, tetanus, poliomyelitis, measles
and tuberculosis.

¢ Organize various types of assistance to individuals/families affected with HIV/AIDS infection by arranging for

» Financial assistance through Government funded National agencies

*  Nutritious food

» Spiritual care - a sufferer has to be told that the death is for everybody. It is part of one’s life. We all have to die
one day, but how we die is important. If one accepts death in serenity, his/her courage can transform the lives
of those who are left behind

* Medical care

»  Ambulance/transport for medical care

14.4 How the pharmacists can be motivated?

¢ Re-enforcement and self efficacy theory

Motivation is defined as a process that accounts for an individual’'s intensity, direction and persistence of efforts
toward attaining a goal. In every individual there is a hierarchy of five needs, i.e. physiological, safety, social,
esteem and self-actualization. By igniting the self-respect, providing autonomy, status and recognition, pharmacist
can be made to feel an important member of the “Health Care System” and an integral part of AIDS campaign. This
will give a sense of self-fulfilment and self-achievement. The pharmacist should be given a feeling that he/she is
capable of performing a task.

¢ Goal setting theory

* The pharmacist should be clearly told about the goals, i.e. how his/her role in fighting AIDS has been laid down
and what is expected of him/her. This makes the objective very clear and helps him/her to lay down his/her
plans/strategies accordingly.

» By providing an opportunity to pharmacists for self direction and self control and allowing them to make
innovative decisions so that they can feel that taking decisions is not necessarily the sole province of the
Government/controlling authorities. He/she should be allowed to change the course of action if he/she faces
any practical problem during the implementation of the policy decisions. This will help the pharmacist to learn,
accept and even seek responsibility.

+ Feedback mechanism

There should be some feedback mechanism, which can tell the pharmacist as to how he/she is progressing
towards achievements of his/her goals. This feedback may help the pharmacist to identify the discrepancies
between what he/she was supposed to do and what he/she has done. Sometimes self-generated feed back where
the pharmacist is able to monitor his/her own progress may be more powerful motivator than externally generated
feedback.

¢ Equity theory

Individuals compare their job inputs and outcomes with those of others and then respond so as to eliminate any
inequities. Therefore, the AIDS campaigns should be very interesting and attractive so that the pharmacist on his/
her own comes forward to participate.

¢ Provide monetary benefits or incentives for participating in AIDS campaign. This will be intrinsically
rewarding. This can be in the form of service charge for self employed and flexible benefit, i.e. to choose from
a menu of “benefit options” which can be in the form of saving and pension plan, life insurance, college/school
tuition fee reimbursement, extended vacation time, etc for employed pharmacists.
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¢ Launching “Employee Recognition Programs” and allocating rewards which need not necessarily
be monetary benefit, but can be in the form of

» Personal congratulation for a good job

»  Appreciation letter for the good work

» For employees with a strong need for social acceptance, one can publicly recognize accomplishments.

» By enhancing group cohesiveness and motivation and celebrating team success

e By organizing meetings and public functions to recognize the contributions and achievements of successful
work teams

¢ Pharmacists are professionals

One must understand that above all pharmacists are professionals. The money and advancements typically are
low on their priority list. In contrast, they like to tackle problems and find solutions. Their chief reward in their
job is the work itself. They also value support. Therefore, in order to motivate the pharmacist, provide them with
ongoing challenging projects. Give them autonomy to follow their interests and allow them to structure their
work in ways that they find productive. Reward them with educational opportunities -i.e. training, workshops,
attending conferences etc. that allow them to keep current in their field. Also reward them with recognition, and
ask questions and engage in other actions that demonstrate to them that society sincerely interested in what
they're doing.
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15. CONTINUING EDUCATION IN TERMS OF KNOWLEDGE, SKILLS AND ATTITUDE

India needs to take all the possible actions to control the increase in the number of infected sufferers, as well as find
ways to treat all those, who are already infected. In several countries of the world, there has been a stabilization or
decrease in new infections of HIV/AIDS, but in India, the numbers are increasing at an alarming rate due to the lack of
a serious and planned effort in this direction. Pharmacy professionals, being a vital link in our health care system, need
to contribute their best in this direction.

A number of steps are being undertaken by several private and government organizations such as National Aids
Control Organization (NACO) in the form of National AIDS Control Project Phase I, 1999-2004 to catalyze an expanded
response. There is serious need for aligning the pharmaceutical community of the country to these efforts.

15.1 Pharmaceutical academics

¢ Presentscenario

A review of pharmaceutical education system in India clearly indicates that there is an almost complete absence of any
continuing education program for the practicing pharmacists. As a result, attempts to educate the existing pharmacists
will be a big challenge, while training the upcoming or future pharmacists will be a definite step towards increasing
awareness and contribution.

¢ Areas of improvement
Inclusion of a special section on AIDS and other STD’s in the D. Pharm and B. Pharm syllabi covering

* Introduction to AIDS / other STDs, relative statistics

» Etiology, structure of HIV, life cycle and enzyme system of virus, possible approaches to new drug discovery,
drugs in pipeline

» Modes of transmission with special reference in India

Symptoms

» Most susceptible groups or high risk groups

* Approaches to control HIV transmission

» Diagnostic methods and schedule, pre-test and post-test counseling

» Drugs used/ available for treatment for HIV infection and the secondary infections

*  Mother to child transmission and approaches to prevent it

» Ways to improve public awareness

* Blood products, condoms and injectable needles and syringes

These efforts are to be co-ordinated through AICTE, PCI, or other monitoring organisations.

¢ Training of pharmacy academics

In order to cover the above aspects and motivate teachers to contribute to AIDS prevention and control, refresher
courses need to be designed for teachers. These courses can be of 1-2 days duration, taught by well-trained faculty.

¢ HIV/AIDS manual for pharmacy teachers

Availability of well-designed course material is a limitation with pharmacy teachers in several colleges/institutes in the
country. A detailed manual can be prepared covering the necessary issues for a pharmacist (covering the entire chapter
to be included in the syllabus), and distributed free of cost or at a nominal charge to all the pharmacies and pharmacy
colleges in the country. The manual requires revisions and redistribution every two years.
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15.2 Pharmaceutical scientists
¢ Presentscenario

Pharma scientists in various colleges, pharmaceutical industry and academic institutes are making significant research
efforts. There is a great need and potential to realign some of these efforts to HIV/AIDS prevention and control in the following
research areas covering various aspects:

e STD, HIV/IAIDS vaccine development

< Prevention approaches such as vaginal microbicides, condoms, behavioral modifications

< Diagnosis and treatment approaches

¢ Areas forimprovement

e Creation of research grants mechanism

Creation of a system, where small research grants can be offered to those showing an interestin the above research areasis
one approach to stimulate scientists. This can be done in collaboration with other national and international funding agencies
such as Council of Scientific and Industrial Research (CSIR), University Grants Commission (UGC), Department of Science
and Technology (DST), Gates Foundation, WHO, private donors, etc. Development of ateam/panel of scientists to perform the
centrally organised efforts will be of great value. Such efforts are already being made by agencies like Indian Council of Medical
Research (ICMR), but these are not focussed to pharmaceutical scientists in the real sense. Going to the extent of supporting
Master's or Ph.D. level projects in the universities/institutions will activate pharmaceutical scientists.

e Conducting national level conferences and workshops

Conducting highly focussed meetings of pharmaceutical scientists working in the field or those who may be interested at
regular intervals, either independently or as a part of the other meetings will serve as a good boost to research.

15.3 Community pharmacists
¢ Presentscenario

The community pharmacists network has to play a key role in controlling AIDS epidemic in the country. At the same time,
involving them in the program is probably one of the most difficult activities.

¢ Continuing Pharmaceutical Education (CPE) credits

In consultation with the Pharmacy Council of India, a mandatory program on CPE should be initiated. Each pharmacist should
be required to clear certain credits in terms of conferences attended, continuing education courses, etc. before renewal of
registration every three years. One of the activities in the CPE can be a short 2-3 days course on HIV/AIDS.

¢ Role as information distribution channel

Similar to hospital pharmacist, community pharmacy staff can be used as the final distribution link with the patient. In
collaboration with pharmaceutical companies, information can be displayed and distributed about causes, symptoms, how to
prevent transmission, diagnosis, therapies available to the customers or patients, etc. Messages like “Ask Your Pharmacist’
will support the role of pharmacist in the overall process.

+ Reference manual for community pharmacists
A reference manual should be prepared and distributed to community pharmacists, preferably free of cost or on cost basis.
¢ Model pharmacy development

In view of vastness of country a pilot project be initiated by selecting cities in each region. Once these model pharmacies are
developed, the same model can be replicated and multiplied for wider dissemination.

¢ Expected challenges

Knowing the less developed structure of our community pharmacy system, where the orientation is more on
financial aspects as compared to providing good service and information to the patients, it will be a big challenge to
motivate retailers to reorient themselves. In any kind of proposed program, it may be difficult to portray some
financial benefit, so there may be resistance from our own pharmacist community. A better relation with community

would build better trust and consequently more business for the retailer.
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154  Hospital pharmacists
¢ Presentscenario

Hospital pharmacists can play an instrumental role in prevention and treatment of HIV/AIDS and other STDs. There are
definite areas such as generating awareness in the hospital staff about proper handling of AIDS patients, handling
biological fluids, monitoring the therapy given to patients, drug interactions, etc. where pharmacists play a key role. The
existing hospital pharmacists in the country need to be trained through a refresher course.

¢ Distribution of relevant information to the patients

In collaboration with Ministry of Health and Family Welfare, a program can be designed, where hospital pharmacist is
assigned the responsibility of distributing the pamphlets, posters, stickers etc. to the patients, at least to those
attending the STD, obstetrics/gynecology clinics. Condoms can also be distributed through this channel.

¢ Expected challenges

Because of relatively less developed hospital and clinical pharmacy sections in India, achieving the results similar to
those observed in developed countries will be a difficult task. Pharmacists are not knowledgeable enough on the
subject and clinicians are not used to listening to them, leading to probability of poor success of those programs.
Gradual improvement in the knowledge of pharmacists and simultaneous evolution of hospital pharmacy in Indiais the
major answer to the problem.

155 Pharmaceutical industry
¢ Presentscenario

Indian pharmaceutical companies such as CIPLA Ltd. are doing a good job of providing anti-HIV drugs at a reasonable
cost, not only to Indian but also to the AIDS patients in other countries. At this stage, these companies are
marketing drugs developed by other players in the field. After 2005, as a result of WTO, may not be able to
contribute in the same fashion. Probably a global consensus on low cost ARV drugs is needed as in the case of
orphan drugs.

¢ Projects on New Drug Discovery

Efforts are required in all possible directions to prevent, control and treat HIV/AIDS and other STDs. The creation of
a mechanism to support research on new frontiers such as vaccines, microbicides, alternative therapies, etc.,
preferably in collaboration with research institutions will be useful attempt. Considerable work is being done by
scientists the world over. Much of the focus is on sub-type-B, which is predominant in North America and Europe,
responsible for 16% of the 36 million people infected by HIV virus. Sub-type-C and E prevail in Asia and Africa and
account for as much as 48% of the infection worldwide. It has become imperative for Indian scientists to join global
efforts to develop new drugs as well as vaccines to suit this country’s needs.

¢ Working with hospital and community pharmacists

Pharmaceutical industry in the country, specifically those involved with anti-HIV drugs, need to work with hospital
and community pharmacists. This interaction can be in the form of distribution of related information, which can be
provided by the manufacturer’s and distributed through pharmacists. Associations like Indian Drug Manufacturers
Association (IDMA), Organization of Pharmaceutical Producers of India (OPPI), Indian Pharmaceutical Alliance,
All India Organisation of Chemists and Druggists (AIOCD) etc. should be consulted for this purpose.

15.6  Role of pharmaceutical associations and regulatory bodies

Associations like Indian Pharmaceutical Association (IPA), AIOCD, IDMA, OPPI and organisations like PClI,
AICTE, ICMR, DST, Department of Bio-Technology (DBT), CSIR, Ministry Of Health and Family Welfare
(MOHFW), NACO, and central and state drug regulatory authorities will have to play their role very effectively for
success of any such program. Various issues mentioned in the above sections such as need for modifications in
the curriculum, continuing education, research, conduct of specialised training programs, etc. could be co-
ordinated only with the full support of these agencies.
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Annex 1
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A joint declaration between the World Health Organization (WHO)
and the International Pharmaceutical Federation (FIP)

Whereas

* There are today 1.6 million reported AIDS cases, but the unofficial estimate stands at over 8
million; this means that the pandemic is the most life-threatening challenge our society has
had to face since the beginning of the 20th century.

* The majority of cases are in sub-Saharan Africa and in some developed countries, but
extensive spread in South East and South Asia indicates that this area could become the
next epicentre of the pandemic.

» People with clinical AIDS are by far outnumbered by those who have been infected by the
virus but who have not yet actually developed the disease. WHO estimates that the infected
population will amount to about 40 million by the year 2000.

* Asisthe case for many diseases, behavioural factors and lifestyles are known determinants
of HIV infection.

« Allindividuals concerned by the disease - whether clinically ill, HIV-positive or relatives of
those infected - are confronted with problems of a medical, social and economic nature, and
they may also face discrimination.

Now therefore:

WHO and FIP intend to work actively to prevent the further spread of the HIV-AIDS virus, to seek
to improve patient care and to fight against discrimina-tion in all its forms. This joint commitment
is based on the Organization’s mandate in public health and on the worldwide presence and

vocation of
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pharmacists in the field of health:

* Pharmacists all over the world are the most numerous and easily accessible ‘health outlets’
for the general public;

« Trained in public health questions, with long experience of entering into dialogue with, and
providing education of and information to the general public, pharmacists are well-placed to
participate in health education and prevention campaigns;

* As health professionals, they are in permanent contact with decision-makers in the
epidemiological, diagnostic and therapeutic fields; they participate in the actual treatment
and follow-up of patients, and they make a major contribution to the collection, analysis and
communication of health data.

Thus:

In co-operation with WHO, FIP has drawn up a set of guiding principles for pharmacists and
pharmaceutical scientists on the approaches they can take in the fight against the spread of HIV-
AIDS.

In this way, WHO and FIP believe that pharmacists and pharmaceutical scien-tists, working with
allinterested parties, can help in the fight against the HIV-AIDS pandemic and against any other
factor which contributes to its spread - in particular injectable drug abuse.

WHO undertakes to promote these principles in all relevant fora in which the organization
participates.

FIP undertakes to promote the principles to national associations of pharmacists and
pharmaceutical scientists and to individual pharmacists worldwide and to encourage national
associations to transmit the declaration to the health authori-ties of their country.

Hiroshi Nakajima, M.D., Ph.D. Dr. Dieter Steinbach
Director General President
World Health Organization International Pharmaceutical Federation

September 2, 1997
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Guiding principles:

WHO and FIP urge pharmacists and pharmaceutical scientists, together with their national and
international associations or federations, to draw up individual plans, within an overall national strategy
wherever possible committing them to the following guiding principles:

Encourage and promote better support networks for people with HIV-AIDS, and even more
determined action against discrimination;

Participate in the global struggle against the HIV-AIDS pandemic, on the basis of the
commitments made by heads of state and governments at the summits in London, 1992, and
Paris, 1994,

Fight to ensure that all proven treatments be made accessible in all countries to all who could
benefit from them without discrimination;

Co-ordinate with all those working in public health education, and seek closer ties with other
individuals and community groups who could be usefully involved in the effort to combat the disease,
in terms of prevention, treatment and patient-care and support - teachers, family associations,
politicians, etc., and through community involvement of pharmacists;

Provide information on Sexually Transmitted Diseases (STD) prevention and treatment in order
to promote ‘health awareness behaviour’ with regard to STD's;

Develop specific training programmes for professionals, whether initial training or continuing
education;

Motivate pharmacists and pharmaceutical scientists to getinvolved at national level in the making
of public policies related to HIV-contral,

Initiate a dialogue between health professionals, financing bodies and patient associations: such
a pooling of talents will ensure the comprehensive care of the greatest number of patients, fully
respecting both ethical and cost-effectiveness requirements;

Patrticipate, together with the relevant health professionals - doctors, nurses, social workers, etc.
- in the evaluation of clinical treatment and in the provision and follow-up of treatment;

Encourage national and international pharmaceutical associations or federa-tions to enter into
dialogue with international organizations representing the pharmaceutical industry, in order to
identify all possible means permitting an improvement in access to treatment programmes;

Develop, implement and evaluate activities within national field programmes: e.g. drug substitution
programmes, needle and syringe exchange programmes and condom availability;

Promote and set up interprofessional networks to collect, analyse and dissemi-nate data at both
national and international levels;

Participate in scientific research involving drug trials with a view to ensuring that internationally
agreed ethical principles are respected.
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Annex 2
Terms of Reference of the Working Group

1. To develop Guiding Principles for pharmacists and pharmaceutical scientists in sharing responsibilities with
other health professionals in the fight against AIDS.

2. The Guiding Principles to take into account the HIV/AIDS situation in India but they can be so formulated that
they can be applied to any other country in Asia or elsewhere.

3. The Guiding Principles will take into account global and countrywide HIV/AIDS statistics and features in order
to determine the needs.

4. The Guiding Principles will lay emphasis on the following areas specifically:

a) Define the role of pharmacists in the community and hospital pharmacy settings in creating awareness, prevention
and counselling keeping in view the present level of development of pharmacy practice in the country and
different challenges likely to be faced by the pharmacists in the implementation of the Guiding Principles in a
manner that these get integrated in the national AIDS campaign.

b) Knowledge about the proper use, storage and shelf life of condoms.

¢) Knowledge of regulatory aspects especially under the Pharmacy Act as well as the Drugs and Cosmetics Act
and Rules made thereunder.

d) Proper use, storage and disposal of gloves, syringes, needles, etc.

e) Practical information on various screening tests for HIV e.g. rapid, supplemental, confirmatory and their
interpretation.

f) Management of safe and effective use of antiretroviral therapy including opportunistic infections and their treatment
and cost effectiveness.

g) Use of herbal drugs and the role of the traditional systems of medicine.

h) To contain spread of HIV/AIDS among users of injectable drugs.

i) Rational use of blood and blood products in relation to HIV.

j) Family planning and prevention of STD including HIV/AIDS.

k) Procurement, storage, shelf life, dispensing, adverse reaction monitoring, complaint handling, recalls etc., of
anti-HIV and other medicines which are likely to be administered concomitantly.

I) Importance of good compliance with drug therapy and practical strategies for adherence to and success of
treatment in HIV patients.

m) Pharmacy education and training in terms of knowledge, skills and attitude and suitable curriculum at diploma
and degree levels.
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Annex 3

Leaflet - National Pharmacy Week Nov. 19 to 25, 2000
Pharmacists: Sharing responsibility in Fighting AIDS

What is AIDS?

AIDS which stands for Acquired Immuno Deficiency Syndrome is a disease that critically diminishes the body’s
ability to fight infection. A person with AIDS has a very weak immune system, turning normally mild or rare
diseases into potentially fatal conditions.

What is HIV?

¢ HIV (Human Immuno-deficiency Virus) is the virus that causes AIDS

¢ Biggest current threat to economy of the world

e Affects people in the most productive years of life

¢ India has at present 3.5 million HIV infected cases & 12400 AIDS cases
e Second highest number in the world after South Africa

What are the modes of transmission in India?

Risk transmission categories Percentage
Sexual 80.77
Perinatal transmission 0.82
Blood and blood products 5.43
Injectable drug users 5.21
Others 7.77

What are the symptoms of AIDS?

Major signs:

¢ Weight loss greater than 10% of the body weight

e Fever for longer than one month, chronic diarrhoea for longer then one month
Minor signs:

e Persistent cough for longer then one month

¢ General skin dermatitis, recurrent herpes zoster

How is HIV transmitted?

HIV is transmitted through contact with the following:

e Sexual contact through semen and vaginal secretions

¢ Blood and blood products

¢ Breast milk of an infected person and transmission from an infected woman to her fetus

Who is most likely to become infected?
¢ Anyone can become infected with HIV if they are exposed to the above conditions.

How can one be exposed to HIV?

e Unprotected sex with someone who is infected

e Sharing needles or syringes with someone who is infected
¢ Infection through infected blood.

What is the best way to control HIV?
e The bestway to control is to prevent the spread of infection as no cure is available for HIV;.

What are the ways to prevent or reduce exposure to HIV infection?
e The best way to reduce risk is to always use a latex condom correctly for all sexual intercourse. For
injectable drugs, always use a sterile needle and never use somebody else’s equipment.

How can HIV positivity can be confirmed?
e This can be done through testing blood for the presence of HIV antibodies.
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What are the available methods to detect HIV?

Screening tests: ELISA, Rapid tests

The supplemental tests: Western blot, immuno-fluorescence tests
Confirmatory tests: Virus isolation, P-24 antigen test, PCR.

What is a screening test?
e These are used in the initial phases of screening.
¢ These have to be followed by supplemental tests to confirm the state of the patient.

What is a rapid test?

e Arapid test can be used to determine whether a sample is positive or negative in a very short time.

e Thetestresultis shown in the form of lines or dots.

e There are generally two lines, a control and a test line.

e They are very convenient and easy to use. They do not require any technical expertise or interpretation.
They do not require any special storage conditions.

What is supplemental test?

e These are meant to confirm the result obtained with screening test.

e A patient can be positive or negative depending on the result obtained.

¢ Incase of indeterminate result, the test should be repeated after a certain period of time.

Should the results of a positive screening result informed to the patient?

No. the results should be interpreted as HIV reactive only and should be sent for further confirmation by
supplemental test.

What are the drugs used for the treatment of HIV infection?

e Zidovudine - ATZ, Dideoxyinosine, Dideoxycytidine

The newer drugs used in the treatment of HIV/AIDS are Protease inhibitors such as Saquinavir, Indinavir, in
combination with ATZ.

What is the total number of AIDS cases in India?
The number of confirmed AIDS cases in India as on June 30, 2000 is more than 12000.

What should public awareness of HIV/AIDS include?
¢ Information about prevention of HIV/AIDS

¢ Information about high risk behaviour

¢ Information of risk reduction

¢ Information about HIV testing

How should a person be counseled?

Pre-test counseling:

¢ Handling hostility, fear and feelings about HIV infection
e Procedure for testing program

e Riskof infection

¢ Meaning of HIV +ve or -ve test

Post-test counseling:

¢ Meaning of negative test

e Positive test counseling

What should positive test counseling include?
¢ Should be told as soon as possible

¢ High confidentiality should be maintained

e Support should be offered

e Possible treatments should be offered

e Possible treatments should be discussed.

Issued for professional information of pharmacists by Indian Pharmaceutical Association, Kalina, Santacruz (East),

Mumbai-400 098.
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Annex 4
JSS College of Pharmacy AIDS Training Module

1.INTRODUCTION

AIDS is no longer a simple public health issue. It has already penetrated many countries affecting millions of people
across the globe. It has no bar against caste, creed, religion, gender or age. HIV/AIDS is having a very devastating
impact on families, communities, societies and economics. According to the latest statistics, India stands second
in the total number of AIDS cases reported in South East Asian region. In India, Tamilnadu and Maharastra report
the maximum number of registered AIDS cases. The situation in other states is also alarming.

Realizing the fact that pharmacist can play a key role in spreading the message about AIDS, a training module was
developed for working pharmacists to increase their knowledge base on AIDS.

TRAINING OBJECTIVES

The basic objectives of the training were

« Motivating the pharmacists to feel responsible for spreading the message of protection against
AIDS to the patients

« Maotivating the pharmacists to explain about the safe use of disposable needles and condoms
when they are dispensed or sold

< Motivating the pharmacists to take initiative in counseling the HIV patients about their drugs,
diet and life style changes

« Encouraging the pharmacist to counsel the kith and kin of the AIDS patient to offer moral
support for leading a smooth life.

The training module includes the following lectures on AIDS.
Lecture | AIDS —global scenario

Lecture Il  Pathophysiology of AIDS

Lecture lll Therapeutics of AIDS

Lecture IV Counseling skills for pharmacists on AIDS
Lecture V Role-play

2. PATHOPHYSIOLOGY

Human Immunodeficiency virus (HIV) is a retrovirus that can be classified as HIV 1 and HIV 2. Both the types of
HIV infection deplete the helper T-lymphocytes (CD4 cells/mm?3) resulting in a continued destruction of immune
system and leading to the occurrence of opportunistic infections and malignancies.

HIV infection is acquired by contact with infected blood or hazardous body fluids through unprotected sexual
intercourse, contact with contaminated drug paraphernalia, transfusing of infected blood products and vertical
transmission from mother to infant.

The RNA containing the HIV virus requires the creation of proviral DNA within the host cell to complete its life cycle
and infect other cells. The envelope of HIV virus contains a structure known as glycoprotein, which binds to CD4
receptor.

Viral RNA is uncoated before being transcribed by the reverse transcriptase enzyme into proviral DNA. The proviral
DNA is integrated into the host nucleus by the intigrase enzyme. The integrated viral genes may remain inactive or
transcribed back into the viral proteins, which finally convert into the HIV particles to infect other cells.

The following are the diagnostic tests used to confirm HIV
e HIV antibody test ELISA and WESTERN BLOT

e Absolute CD4 lymphocyte count

e Abnormal T Lymphocytes
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The following people are recommended for screening for HIV

» People who have had unprotected sex

» People having multiple sex partners

» People who have sexually transmitted diseases

e Tuberculosis patients

»  Women who have become pregnant or planning to become pregnant.

3. MANAGEMENT OF AIDS

During the last decade, promising evidence of immune reconstitution, dramatic reduction in opportunistic infections
and disease progression to AIDS and death rates were observed due to the use of antiretroviral agents. It has
boosted the enthusiasm of researchers that the HIV infection might be eradicated. But unfortunately due to
inaccessibility of HIV reservoirs, that are latent and resting dampened the optimism of cure. Eradication of HIV is
unlikely and needs continuous use of effective antiretrovirals to reduce the disease progression.

The treatment goals of HIV include
» Reducing symptoms from HIV infection and delay in disease progression
*  Minimizing the AIDS related opportunistic infections
» Improving the quality of life and prolonging the survival
* Reduce the virus load to undetectable levels
»  Eliminating the resting reservoirs of HIV
* Increase in CD4 lymphocyte count
» Reconstitute the immune system
»  Prevent perinatal transmission from mother to fetus
» Prevent HIV infection from high-risk occupational and non-occupational exposures
» Design effective therapeutic regimens that minimize drug adherence problems.

Initiating the treatment is an important step in the management of HIV. The Department of Health & Human
Services (DHHS) guidelines suggest that the treatment should be started when the CD4 cell count is less than 200
cells/mm?, But it is very important to convince the patients to accept the therapy. The combination therapy is
essential in preventing the mutations and drug resistances.

4. AIDS PATIENT COUNSELING

1. WHAT IS AIDS/HIV?
AIDS or Acquired Immune Deficiency Syndrome caused by infection with the Human Immune-deficiency
Virus, which weakens the immune system of the body and makes the body vulnerable for common infections.

2. HOW THIS INFECTION SPREADS?
This infection spreads by:

» Having unprotected sex
» Sharing of infected needles or syringes
e From mother to child during the child birth or through breast milk
» Infected blood products
e Transplantation of organs or tissues
e Sharing the razors or used blades

3. HOWTO PROTECT YOUR SELF?
e Use condoms and practice safe sex and limit your sex partners preferably to one
« Use disposable syringes only once, and don’t share other’s needles
e Take precautions to use the needles or any other sharp items properly to prevent hurting your self
e Ifrequired use sterilized gloves
e Wash your hands properly with soap before you take your food
e Wash your hands with soap after using the toilet
< Incase of any cut with sharp instruments, clean the area with disinfectant like Dettol or soap and
consult your doctor
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4.

5.

WHAT SHOULD BE YOUR FOOD?
An HIV infected patient can take everything but some precautions should be observed such as:
» Donoteatraw foods
< Do not take milk without proper boiling
e Wash fruits and peel them before eating
< Plan your diet in such a way that it gives a balanced and nutritious diet

WHAT YOU SHOULD AVOID?

You should avoid:

e Alcohol

e Tobacco

« Narcotic drugs

e Situations which force to indulge in to the activities which worsens your problem

5. CONTROL OF AIDS

An AIDS patient can lead a normal life if above instructions are properly followed. The pharmacist should also
counsel the relatives and friends that AIDS is not spread by:

Shaking hands

Hugging

Talking

Eating the food with an AIDS patient
Sitting or sleeping along with them
Sharing the work with them

Pharmacist should motivate friends and relatives of AIDS patient to accept them and give moral courage to live in
this world.

Pharmacist can spread this message by:

Displaying the charts, calendars in the pharmacy

Displaying the messages on the bills given to the patients

Wearing a badge around the arm that he can give information on AIDS to the patients

Through pasting the stickers such as “ Beware of AIDS, it has no cure” “ Avoid unprotected sex and avoid
AIDS" “ Lets us work together for AIDS-free world”

“Let us give AIDS-free world for children” on the bills or covers in which the drugs are dispensed.

6. PATIENT INFORMATION LEAFLETS

See Annex 5 for specimens.
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Patient information leaflet

Note:
Zidovudine is a safe drug. However, some patients may
Experience headache
Experience nausea
Have fever
Experience chills
Have sore throat
Pale skin

Experience unusual tiredness or weakness.

Report to your doctor if :

you intend to conceive

you are breast-feeding

the undesirable events experienced by you are long lasting and troublesome
you feel weak, pallor, bleeding

you see bluish-brown colored bands on nails

you experience convulsions

you experience muscle tenderness, mood changes

This PIL is prepared by Department of Clinical Pharmacy, JSS Hospital, Mysore.
For further information please contact Department of Clinical Pharmacy, JSS Hospital, Mysore - 421218




Patient information leaflet

How should you store Ritonavir ?

Keep your medicine away from children

* Store in a safe place away from heat or moisture or direct light

Note:

Ritonavir is a safe drug. However, some patients may experience
nausea
vomiting
diarrhoea
abdominal pain
headache

taste disturbances
Report to your doctor if :

you intend to conceive

you are breast-feeding

the undesirable events experienced by you are long lasting and troublesome
yellow skin and eyes, weakness

you experience mouth ulcer, seizures, throat irritation

This PIL is prepared by Department of Clinical Pharmacy, JSS Hospital, Mysore.
For further information please contact Department of Clinical Pharmacy, JSS Hospital, Mysore.
& 421218




Annex 6
Correct and consistent use of condoms

Check the condom packages to be sure that they are not torn or damaged.

Check the expiry and manufacturing date on the package to ensure it is not expired. Do not use a
condom that s brittle, dry or has changed colour (darkened).

Open the package carefully with fingers to avoid tearing the condom. Do not use sharp objects such as
scissors or knives.

To prevent the exchange of sperm or micro-organisms between sex partners, there should be no
genital contact before a condom is put on.

Unroll the condom directly onto the erect penis. Be sure to unroll it all the way to the base of the penis.

Many condoms have a receptacle on the end for semen. If the condom does not have one, some
recommend holding the end of the condom while unrolling it onto the penis to create a space for the
semen.

Starting to unroll the condom wrong side out the penis and then flipping it over to put it on correctly
may contaminate the out side of the condom with pre-ejaculatory fluid containing STD micro organisms.
If this happens and it is suspected that contamination has occurred, the condom should be discarded
away and a new one should be used.

Use only water-based lubricants such as K-Y jelly, spermicidal gels or creams. Oil-based products
such as petroleum jelly, mineral or vegetable oils should never be used because they can weaken
latex, making the condom more likely to break.

After ejaculation, withdraw the penis from the vagina while the penis is still erect.

Hold on to the rim of the condom while removing it from the penis to prevent the condom from slipping
off and letting the semen into the vagina.

After the condom is removed, genital contact should be avoided to prevent transfer of residual sperms
or STD micro-organisms on the glans or in the urethra.
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Annex 7

Safety measures while using disposable syringes and needles

Ensure sterility of syringe by checking i) the package is intact and ii) It is within the use before date.

Ensure that the packing of syringe used for giving injection is opened before the concerned individual prior to
giving him injection.

Use gloves while giving injections to avoid accidental needle stick injuries.

After using the syringe, needle should be cut with the help of a needle cutter before disposing the syringe.
Used syringe along with needle should be disposed off preferably in ‘sharp’s’ container to avoid used syringe
being reused and risk of accidental needle stick injuries is minimised.

Finally, the ‘sharp’ waste should be properly disposed off by use of incinerators.

Availability of sufficient quantity of fresh syringes along with proper training/awareness to the paramedical staff
regarding safe use of syringes plays crucial role in avoiding transmission of deadly diseases like hepatitis,

AIDS, etc.
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