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Dr. Jayant Kumar Kairi It is quite common for a patient to present his prescription in a
India. government hospital dispensary, or even in private pharmacist shop
i 2l Ml e where he is dispensed a medicine that is not of the brand as prescribed.

For most of the drugs in the present day, if is a rule rather than exception that there would be
numerous manufacturers of the same medicine, manufacturing by their own brand names,
sometimes referred to as branded generics. It is impossible to stock all medicines and all their
brands. As a result, many times it is possible that the patient receives medicines that bear
names different from what is written on his prescription. This practice is called ‘Therapeutic
Susbstitution.” On many occasions, there is difference in appearance of the medicines also. A
discerning patient who has used the medicine for some time, doubts the correctness of
dispensed medicine. This doubt or confusion has serious consequences on the therapeutic
outcomes as the same may affect compliance with prescribed therapy. It takes the time, effort
and ingenuity of the dispensing staff to convince the patient about the correctness of
prescribed medicine as well as the importance of continuing with the prescribed medicine. In
the present study the issues due to therapeutic substitution, faced by the patient and the

dispensing staff have been examined.
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= Patients are required to be dispensed medicines bearing brand names other than those
prescribed as it is not possible to stock all the brands of any medicine

= This practice has the potential to upset therapeutic outcomes but it is possible to convince
the patients

= Patient’s reaction to therapeutic substitution depends on his information and attitude to

ailment and treatment

INTRODUCTION

Modern pharmacotherapeutics involve the use of a large number of medicines. Almost all
medicines are available with more than one brand name. As a result of such a large number of
options, stocking of all possible medicines by any drug store is impossible. So, what does a
pharmacist do when he doesn’t have the prescribed medicine brand? This issue is more
relevant in government health care settings where medicine procurement is mostly through
generic names only. The solution is worked out by providing a substitute medicine when the
prescribed one is unavailable. Providing a substitute may involve providing a generic
medicine for the prescribed brand, the process termed loosely as ‘generic substitution’ while
substituting the prescribed medicine by one of a different drug class is called ‘therapeutic
substitution’ (TS).! Many places generic and therapeutic substitution are considered the
same. On many occasions, providing substitute medicines is inevitable in government health
care settings. It is impossible to stock 10000 or more medicines options in terms of brands
presently. In future, their number is going to increase further. As far as efficacy goes, there
are negligible intra-group differences amongst medicine.’” The differences are mostly in
pharmacokinetics. Therefore, it is possible to manage with two or three agents from each
drug group. This method usually works well for most medicine groups. Selecting such a list
for procurement and ensure their availability in the hospital at all times is the method of
working through a 'hospital formulary '. Which two or three amongst many in drug group are
included in the hospital formulary depends on the cost and preference of the physicians
deciding the hospital formulary. The World Health Organisation (WHQO) also endorses this
method and there are numerous advantages along with ample evidence to promote this

approach.®!

Despite the fact that working via a hospital formulary and therapeutic substitution improves
patient outcomes, the practice has its expected roadblocks. The biggest stake holder, the

patient, is unhappy if he is dispensed anything other than what his physician has prescribed.
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There is insistence on a particular brand or a particular medicine. The patients even after due
counselling and explanation, refuses to accept the substitution. If the patient is un-convinced
about medicine, he or she may take such actions that may jeopardize the therapeutic goal and

patient outcomes due to non-compliance.“I!

WHO while recommending therapeutic substitution also mentions that the administrative
authorities responsible for implementing TS should also institute measures to study the
impact of the same. The most important person on ground implementing TS is the pharmacist
at the hospital dispensary. In a large government hospital, there are more than one pharmacist
or pharmacist assistants (PAs) who do the job of dispensing at the windows and also
encounter the issues related to TS. The perspective of the dispenser is considered valuable as
he/she has the information about the patient issues and the medicines that are causing them. It
is for this reason, the present study was planned. The results of this study can provide
guidance to the establishment in improving this aspect of health care delivery.

METHODS
The study participants were the pharmacists and pharmacy assistants who worked in the
dispensary of a large tertiary care hospital. Number of patients dispensed medicines daily on

all working days ranged between 1800 to 2000 over last one year, the period of study.

Two aspects considered most important with respect to TS and its impact on health care are
a) the patient reaction on the proposal of substitution and methods to deal with the same b) to
know the drug groups where TS has been needed the most with a consideration on its impact
on the well being of the patient health. In the past one year 30 pharmacists or pharmacy
assistants worked in the dispensary and their inputs were drawn through a structured
questionnaire contained in two sections. Only those pharmacist or pharmacist assistants who

worked at least for three months in the dispensary were included in the study.

The questionnaire (enclosed) consisting of twelve questions- seven on the patient related

responses while the remaining five pertains to the drug related matters.

RESULTS
All thirty respondents in the duration of their employment with the dispensary had to institute
therapeutic substitution some time or the other. The commonest reason for substitution was

brand not available (60%). The other reasons for substitution are presented as Fig 1.
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Fig. 1-Reason for substitution

M Brand not

B FDC not availabe
M Generic not available

M Prescription illegible

available

Pharmacists and pharmacist assistants often reported that the commonest response to

proposal to substitution was refusal (75%) and anger was the emotional response in over half

the patients. But most instances of TS resulted in subsequent successful dispensing when the

pharmacist explained the matter to the patient. Once the patient refused TS, the PA tried to

convince the patients regarding the suitability of the substitute and the commonest methods

employed were to explain the reason for the substitution and explaining that the substitute

was as good as the prescribed one, worked the best in turning the patients around.

In their experience, the pharmacists found that explaining to the patient that even though the

medicine looks different and its brand name is different than what he is familiar with, helped

the patients to accept the substituted medicine. In percentage terms, the measures that help

convince the patients favorably are given below as Fig 2.

Fig. 2-Convinced the patient
the best

Back to
prescriber
4%

Looks differ
action same
23%

Counselling
by doctor-in-

Reason
explained for
substitution
70%
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It is always ideal, that the treating physician is involved in therapeutic substitution due to
numerous issues that are involved. The patients however, are reluctant in seeking a review,

due to various reasons as presented in Fig 3.

Fig. 3-Reason for not going back to prescribing physician
for a change of drug

| Distance too far
W Rush of patients
Hurry to return home

B Not concerned enough

As per the present study, the medicines treating gastrointestinal ailments needed the
maximum number of substitutions. The top 5 GIT drugs that got substituted are esmoprazole,
ondensetron, lactulose, rabeprazole and metronidazole. Amongst the cardiovascular drugs,
the maximum substitutions occurred for rosuvastatin and olmesartan. Data was recorded for
only the gastrointestinal and cardiovascular drugs for estimating the frequency of

substitution.

The patient’s discomfort with TS was not the same with all varieties of medicines.
Understandably, maximum unhappiness was caused by substitutions in the anti-diabetic
drugs. Twenty respondents placed substitutions in anti-diabetic drugs as causing maximum

distress to the patients. The other medications causing distress group wise as under as Fig 4.
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Fig. 4-Substitutionin the drug group causing
maximum patient discomfort/distress

M Anti-epileptics
m Vitamins and minerals
Anti-diabetics

® Hypolipidemics

Most of the respondents felt that comparative explaining of the patients about the active
pharmacological ingredient in the prescribed and substituted medicine convinced more than
half of the patients about the correctness of the practice of TS and helped them accept a

medicine other than that was prescribed by their physicians.

DISCUSSION

TS is inevitable in certain circumstances in a large government healthcare setup. The fact is
quite evident from the present study. The reasons for the same are easy to understand. Govt
purchase of medicines are based on generic names and based on open tendering and
competitive bidding process. It can never be guaranteed in these circumstances that the same
manufacturer or brand will qualify continuously. But TS is an emotive issue to both the
patients and their treating physician. Both consider it to be infringement on their rights in
some ways or the other. But organizationally, TS is inevitable and it is desirable in the long
run as if the patients could be convinced that the substituted medicine provided him/her the
same level of health improvement as the original one, the therapeutic goals of the clinicians

can continue to be achieved.

In the present study, some important facts are brought out. It is seen clearly, that the mention
of TS starts an unpleasant feeling in the patients. But, with persuasiveness of the pharmacists,
the patients can be convinced to change their mind and opinions. Two major concerns, that
the active pharmacological ingredient is the same and that the difference in appearance
doesn’t matter to the action of the drug is usually sufficient to convince the patient to accept

the substitution. An interview with the doctor in charge of dispensary also helps as the patient

wWww.wjpls.org 450




Kairi. World Journal of Pharmaceutical and Life Sciences

iIs more amenable to receive treatment related advice from the doctor. It is found in the
present study that the patients are usually reluctant to go back to the treating physician to get
the substitutions done or get the substitution approved by them. The biggest disincentive for

going back is found to be the distance and the rush of patients at the OPDs.

TS is needed for all therapeutic groups of medicines but in the present study only two groups
considered more relevant to our hospital were studied. The anti-emetics and laxatives needed
substitutions more commonly. The hypolipidimic drugs and angiotensin receptor blockers
also required substitution often as per the respondents. It is observed that proposal of
substitution for anti-diabetics, cause a lot of distress to the patients.

Now a days, patients of diabetes are tuned to strict control of blood glucose and also
frequently monitor the same through portable devices and glucose testing strips. The fear of
hypoglycemia is also a possible reason for their distress.!®! Substitutions in the anti-epileptic
drugs are least desirable but evoked lesser patient reluctance.l’”? This is indicative of patient
unawareness and attitudes with respect to anti-epileptic drugs.

On conducting the literature search for therapeutic substitution, it was observed that there are
very few studies from the perspective of the dispensary staff or pharmacists. This finding was
the basis of planning of this study. One of the shortcomings of this study is the recall bias by
respondents as they contributed to the data regarding patient reactions and drugs based on
their experience and memory. Still it is felt that this study provides useful insights in the

entire process of TS and what can make it more acceptable to the patients.

CONCLUSIONS

Substitution of medicines while dispensing is inevitable at times due to the availability of
medicines by multiple manufacturers by different names. Due to differences in name and
appearance, the patient may get disinclined to use the medicine or consider it inferior. Doing
so will jeopardize the therapeutic outcome and upset treatment goals. The dispensing staff has
a crucial and challenging role to play to alley the doubts and fears of the patient on this

matter. By concerted efforts, success is mostly achieved.
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