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Editorial 

Dear Healthcare Colleagues, 

“Greetings on World Pharmacists Day” 

The International Pharmaceutical Federation was created on 25th 
September, 1912 and chosen to celebrate the as World Pharmacists 
Day. The theme of “Pharmacy united inaction for a healthier world” 
highlighted constructive brunt on health around the world and aimed 
to further strengthen solidarity amid the profession. It grants a huge 
glee in third edition of our Bulletin. In the current issue we cover 
special contents in Cardiovascular Diseases, Pharmacovigilance. 
Drug updates, Practice Quiz and other pertinent articles on reader’s 
requests were included. I am pleased to forward the present issue 
for your reference. On behalf of the IPA Kerala State Branch and 
editorial team, I would like to extend thanks to the professionals 
who had contributed to the “Frontline Pharmacists”. Your valuable 
suggestion would help us to improve the quality of this publication. 

Please write to “frontlinepharmacists@gmail.com 

Best regards 
Dr. Kiron SS
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Patient Counselling - HyPErtENsioN 

1. What Health Problems are associated With 
High Blood Pressure?
Several potentially serious health conditions 
are linked to high blood pressure, including: 
Atherosclerosis, Heart Disease, Kidney disease, 
Stroke, Eye Disease

2. How do i Know if i Have High Blood 
Pressure?
High blood pressure often doesn’t have any 
symptoms, and it is usually diagnosed by routine 
checkup. If your blood pressure is extremely high, 
you can have headache, difficulty breathing,chest 
pain, poor exercise tolerance. 

3. What is the treatment for High Blood 
Pressure?
Lifestyle changes are also the recommended 
treatment for elevated blood pressure, a condition 
in which blood pressure readings are higher than 
120 (systolic) over 80 (diastolic) and regularly 
over 130/80.
• Quit smoking, Lose weight. Eat a healthy diet, 
such as the DASH diet, Lower the amount of salt 
in your diet, Exercise. Regular aerobic activity 
can lower blood pressure. Limit alcohol, Reduce 
stress. meditation and yoga may reduce blood 
pressure.
A number of drugs can be used alone or in 
combination to treat high blood pressure: 
Diuretics, Beta-blockers, Calcium-channel 
blockers, Angiotensin-converting enzyme  (ACE) 
inhibitors, Angiotensin II receptor blockers 
(ARBs) and centrally acting agents lower blood 

dr. l.Panayappan,
HOD, Department of Pharmacy Practice, St. James College of 
Pharmaceutical Sciences, Chalakudy, Thrissur

pressure by relaxing and dilating arteries.

4.What are the side Effects of High Blood 
Pressure drugs?
Headache, weakness, low potassium blood 
levels, dry and persistent cough, diarrhea, 
fatigue, dizziness, constipation, low heart rate 
and hypotension.

5. What type of diet should i Follow if i Have 
High Blood Pressure?
A healthy diet, such as the DASH (Dietary 
Approaches to Stop Hypertension) diet is 
effective in helping to lower high blood pressure. 
It includes a certain number of daily servings from 
various food groups, including fruits, vegetables, 
and whole grains, foods rich in magnesium, 
potassium and calcium. Foods which have less 
saturated fat and sodium.

6. When should i Call My doctor about High 
Blood Pressure?
If you are diagnosed with high blood pressure, it’s 
important to see your doctor on a regular basis. 
If you aren’t responding to the prescribed 
treatment and your blood pressure is still high, 
if you are having any side effects from the blood 
pressure medication, then your doctor may wish 
to adjust the dosage of the medication or put you 
on another medication.

7. Whether any drugs that can Cause High 
Blood Pressure?
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Some drugs that you take for another condition 
may increase blood pressure. These include 
amphetamines, Methylphenidate, corticosteroids, 
hormone pills, certain migraine medications, 
pseudoephedrine, ephedrine, cyclosporine and 
erythropoietin.

8. What to do in emergency situation related 
to high BP?
• Try to stay calm, remember that being calm 
can actually reduce blood pressure. Sit down 
and focus on your breathing. Take a few deep 
breaths and hold them for a few seconds before 
releasing.
• Take your blood pressure medication if your 
doctor has prescribed something for you.
• A cup of hibiscus or chamomile tea can also 
help you feel calmer, it is a good idea to stock up 
on these teabags. However, avoid black tea or 
coffee at this time.
• You can also eat a piece of dark chocolate to 
help the release of endorphins that will calm you 
down.

9. How much amount of salt can be consumed 
per day for a hypertension patient?
High sodium consumption (>2 grams/day, 
equivalent to 5 g salt/day) and insufficient 
potassium intake (less than 3.5 grams/day) 
contribute to high blood pressure and increase 
the risk of heart disease and stroke.

10.  What to do for the missed medication 
doses? 
Take it immediately, when you remember. If its 
near to next dose, skip the missed dose. Never 
double the dose which may lead to Hypotension. 

11. Whether automated BP machines are 
reliable? 
When used correctly, automated, digital 
blood pressure measurement devices are 
highly reliable and preferable to manual blood 
pressure devices. Automated devices include 
fully automated and semi-automatic, which 
comes with cuff and digital monitor were easy 
to operate. This method of self-monitoring of BP 
will be useful in pregnant women, kidney patients 
and other lifestyle disorder patients.
 

As we are aware,a Retail medical store/ Community 
Pharmacy  deal many commodities other than drugs. 
The pre requisite of starting a medical store is a valid 
drugs licence from the drugs licensing authority. The 
licence holder can purchase, exhibit, stock and sell 

drugs and other commodities like Cosmetics, Ayurvedic 
drugs, stationeries, Surgical items and Medical Devices 
and Diagnostic items without any additional permissions 
or licenses.

MEdiCal dEviCE rEGUlatioNs aNd tHE rolE oF a 
rEGistErEd PHarMaCist to ENsUrE tHEir saFEty

M r Pradeep. M.Pharm 
Deputy Drugs controller (Retired)
Kerala State 
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Medical devices and Surgicals are now transformed as 
essential commodities in a medical store having regular 
needs by customers for medical fitness and healthcare. 
The Registered Pharmacists working in the medical 
stores must have adequate knowledge regarding the 
regulations of the Medical Devices enforced by  The 
Central Drugs Standard Control Organization(CDSCO), 
Government of India. The updates notified in the Gazette 
of India must reflect in the handling of these commodities 
also, while working as the competent technical 
personnels.

Recently, the Ministry of Health and Family Welfare, 
Government of India,Vide Notification No. G.S.R 
.754(E),New Delhi dated 30th September 2022,had 
notified an amendment to regulate the sales and 
distribution of medical devices including in vitro diagnostic 
medical devices, by instituting a Registration Certificate.
The regulations, effective from 1st October 22, is applied 
to all shops dealing Medical Devices and Diagnostics 
exclusively for usage or for further sales. Those holding 
a valid retail or wholesale drugs licence ( in Form 
20,21,20B,21B etc) to deal drugs need not apply and 
obtain a registration certificate in Form MD-42,prescribed 
for dealing Medical devices & In vitro diagnostic medical 
devices.

A Medical Device can be any instrument, apparatus, 
implement, machine, appliance, implant, reagent for in 
vitro use, software, material or other similar or related 
article, intended by the manufacturer to be used, alone 
or in combination for a medical purpose.
The Pharmacist must have an in depth knowledge on 
various categories of the Medical Devices including in 
vitro Diagnostic devices.

The “Medical Devices” are defined in the Drugs & 
Cosmetics Act, as
(a) all devices including an instrument, apparatus, 
appliance, implant, material or other article, whether 
used alone or in combination, including a software or 
an accessory, intended by its manufacturer to be used 
specially for human beings or animals which does not 
achieve the primary intended action in or on human body 
or animals by any pharmacological or immunological or 
metabolic means, but which may assist in its intended 
function by such means for one or more of the specific 
purposes of,
(i) diagnosis, prevention, monitoring, treatment or 
alleviation of any disease or disorder;
(ii) diagnosis, monitoring, treatment, alleviation or 

assistance for, any injury or disability; 
(iii) investigation, replacement or modification or support 
of the anatomy or of a physiological process; (iv) 
supporting or sustaining life;
(v) disinfection of medical devices;
(vi) control of conception; and 

(b) in-vitro diagnostic device is defined as a reagent, 
reagent product, calibrator, control material, kit, 
instrument, apparatus, equipment or system, whether 
used alone or in combination thereof intended to be used 
for examination and providing information for medical 
or diagnostic purposes by means of examination of 
specimens derived from the human bodies or animals.

 
So, along with the laws regulating the Drugs and 
Cosmetics,the Registered Pharmacist must be aware of 
the regulatory provisions of Medical Devices (MD) also. 
They must have an overview of the different classes of 
the MDs and their standards specified to deal for quality 
healthcare services.

As in the case of reporting the Adverse Drug 
Reactions(ADR) and Adverse Events to the ADR 
Monitoring Centres of the PVPI (Pharmaco Vigilance 
Program of India),a Materio Vigilance Programme 
of India (MvPI) also is launched  for ensuring patient 
safety by the Indian Pharmacopeia Commission (IPC), 
Ghaziabad. Sree Chitra Tirunal Institute of Medical 
Sciences & Technology, Thiruvananthapuram is 
designated as the National Collaborating Centre for the 
MvPI. The scientific and systematic evaluation of these 
medical device adverse events/reports foster monitoring 
trends for improving and protecting the health and safety 
of patients. The Pharmacist must report such events to 
the agency by giving proper guidance to the customers.
The Pharmacist shallacquainted with the quality, safety 
and proper usage of the Medical Devices also. As in the 
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vaNCoMyCiN tHEraPEUtiC drUG MoNitoriNG

Mrs. shino sarah oommen
Clinical Pharmacist, Monash Health, Clayton, Victoria, 
Australia

Therapeutic Drug Monitoring is necessary 
for the treatment of all disease conditions 
using Narrow Therapeutic Index Drugs like 
Vancomycin, Amikacin, Gentamycin, Digoxin, 
Perhexiline etc. Vancomycin is one among the 
most widely used glycopeptide antibiotics in 
hospitals. It is a bactericidal agent. It inhibits 
bacterial cell wallsynthesis by preventing the 
formation of peptidoglycan polymers. It has 
broad spectrum of activity against gram positive 
micro-organisms. Vancomycin is indicated for the 
empiric management of severe hospital acquired 
sepsis, febrileneutropenia, management of gram-
positive cocci, blood culture awaiting sensitivities 
etc.75% of Vancomycin dose is excreted in the 
urine through glomerular filtration in the first 
24 hours. Its elimination half-life is 4-6 hours, 
significantly prolonged with renal impairment.

case of drugs, there is no generalization of directions of 
usage for the medical devices and a product of similar 
usage may differ in their practical applications. Since the 
medical device industry is fast growing in India, due to 
the measures taken by Government of India to promote 
exports, the pharmacy professional must concentrate 
on the design, manufacturing, quality assurance and 
safety sectors of those commodities to generate new 
job opportunities. The course and curriculum of the 
pharmacy professionals must include medical devices 
and diagnostics also to have practical utility for a future 
job.

A Pharmacist as a regulator must have expertise on 
the regulatory and quality control sectors of the Medical 
Devices also to maintain the post of Medical Device 
Officer in favour of a Pharmacy Graduate.
So, a practising Pharmacist should be prepared to take 
any challenges due to reformations and amendments 
in the Rules to regulate all types of healthcare products 
essential to safeguard the health of common man. 
The knowledge and expertise of the Pharmacist must 
reflect in various sectors so as to uphold the traditions 
of the Profession as the only expert on drugs and allied 
products.

Clinical Pharmacists have crucial role in the 
administration and management of Vancomycin. 
Once the Infectious Disease department decided 
to treat a patient’s condition with Vancomycin, the 
treating team will contact the ward pharmacist 
to calculate the loading and maintenance dose 
of Vancomycin. The pharmacist needs to follow 
hospital protocol while calculating the dose.

loading dose 
Loading dose of vancomycin for those who have 
Creatinine Clearance ((CrCl) greater than or 
equal to 20mL/min is 25 mg/Kg up to 3g. If CrCl 
is less than 20ml/min, then the loading dose is 
15 mg/kg.The dose needed to be rounded to the 
nearest 100 mg.
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Maintenance dose

Creatinine Clearance   Vancomycin Dose    Maximum Dose 

>90 mL/min    20mg/kg 12 hourly   2 g 12 hourly

60-90 mL/min   15mg/kg 12 hourly    2 g 12 hourly 

40-59 mL/min   10 mg/Kg 12 hourly    2 g 12 hourly 

20-39 mL /min   15 mg/Kg 

     ≫ if the dose is <1 g 
     then administer  24 hourly                                

     ≫ if the dose is >1g then 
     divide the dose into 
     12 hourly doses
<20mL /mt    1 g 24 hourly    1 g 24 hourly 

≫ Max dose of 1 g 24 hourly

≫ Max dose of 1g 12 hourly

infusion time
Minimum infusion time of 10mg/min or at least 
60 minutes,whichever is longer is should be 
maintained to avoid Red Man Syndrome.Once 
the loading dose given and maintenance dose 
started, pharmacist should be vigilant and 
perform TDM on a regular interval to avoid toxicity 
and to ensure therapeutic levels. Vancomycin 
can cause nephrotoxicity,ototoxicity,neutropenia 
etc.Every hospital has its own protocol for the 
timing of TDM.Usually, TDM is performed 24-48 
hours after the initial dose or 24-72 hours after a 
change in dose.  If the dose remain unchanged 
TDM can be done every 3rd day.

levels 
Generally, 2 type of blood levels can be obtained 
1. Spot Levels which can be taken at any time 
ordered by medical officer or pharmacist. There 
are lots of software available to interpret spot 
levels.Once we enter all the required information 
in the software it will calculate the Area Underthe 
Curve (AUC) / Minimum Inhibitory concentration 
(MIC) ratio. Target AUC/MIC for Vancomycin is 
usually 400-600 mg/L depending on the severity 
of infection .More severe infections need higher 
AUC. When AUC exceeds 700mg/L, withhold 
the next dose to avoid nephrotoxicity and adjust 
dose /frequency.

2. Trough Level is the level taken just before 
administration of next dose or 12 hours after the 
previous dose. Spot Level is not recommended 
in certain situations such as CNS infection where 
Trough Level monitoring is mandatory.  Usual 
Trough level recommended for Vancomycin is 
15-20 mg/L. Adjust the dose to achieve required 
trough level.
Therapeutic Monitoring utilizes a pharmacist 
clinical knowledge and interpretation skills.  An 
effective TDM process requires a collaborative, 
multidisciplinary approach with input from 
doctors, nurses, and clinical pharmacists.

Case study 
A patient with febrile neutropenia has been 
admitted to your ward today (this afternoon). 
The registrar lets you know that they would like 
your help in charting vancomycin for this patient 
who is critically unwell. They will be back in 10 
minutes to get your advice.
Patient details: Name TEST; DOB: 1/1/1970 
(51 years);Sex: Female; Weight: 55 kg; Height: 
165 cm; Creatinine (taken this morning): 100 
micromole/L

Calculate the loading dose and Maintenance 
dose.
Creatinine Clearance (Cockcroft-Gault Equation) 
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Creatinine Clearance = (((140 - age in years) 
x (weight in kg)) x 1.23) / (serum creatinine in 
micromole/l)
                                      = (((140-51) x (55)) 
x1.23)/100 =51 mL/min
If the CrCl is 51 mL/min then

loading dose is 25mg/Kg which is 25x55 = 
1375 mg , rounded to 100, then 1400mg 

Maintenance dose is 10mg/Kg which is 10 mg 
x55 kg =550 mg 12 hourly
 

references:

1.TDM management system for contribution to proper use of anti-mRSA drugs--establishment of 
cooperation support system between pharmacy and clinical laboratory in hospital].
Yodoshi M, Iwasaki N, Satoh K , Nomura M, Morishima Y, Nakae K,

2.Therapeutic Drug Monitoring Coupled With Bayesian Forecasting Could Prevent Vancomycin-
Associated Nephrotoxicity in Renal Insufficiency Patients: A Prospective Study and 
Pharmacoeconomic Analysis.
Zhang Y, Wang T, Zhang D, You H, Dong Y, Liu Y, Du Q, Sun D, Zhang T, Dong Y.Ther Drug Monit. 
2020 Aug;42(4):600-609. Doi: 10.1097/FTD.0000000000000750.PMID: 32097248

3.Validation of the effectiveness of a vancomycinnomogram in achieving target trough concentrations 
of 15-20 mg/L suggested by the vancomycin consensus guidelines.
Kullar R, Leonard SN, Davis SL, Delgado G Jr, Pogue JM, Wahby KA, Falcione B, RybakMJ.
Pharmacotherapy. 2011 May;31(5):441-8. doi: 10.1592/phco.31.5.441.PMID: 21923425
.

Vildagliptin is the drug of choice for type 2 
diabetes mellitus in adults,  especially when diet 
and exercise alone are unable to regulate blood 
sugar levels. Vildagliptin belongs to a class called 
dipeptidyl peptidase 4 (DPP-4) inhibitors. DPP-4 
inhibitors work by preventing the breakdown of a 
chemical messenger called incretin hormone. It is 

Ms Biji Babu CK
Pharmacist, FPMS, Govt. Medical College, Kozhikode.

marketed as such and also in a combination with 
metformin for type 2 diabetes mellitus in adults 
who do not respond well to either monotherapy 
of vildagliptin or metformin.

drUG ProFilE

1.vildaGliPtiN
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route of 
administration

Dosage Form
/Strength

Dose

VILDANAT, VILACT, VILAPRIDE, GALVUS
Vildagliptin 50mg

VILDANAT M, VILACT M, VILDAPRIDE M, GALVUS MET
Vildagliptin 50mg + Metformin 500mg

GALVUS MET, VIDOGET - M2
Vildagliptin 50mg + Metformin 1000mg

The recommended daily dose of vildagliptin is 100mg and can be 
divided into two doses of 50mg each, one in the morning and  one in 
the evening. This dosage is for use as monotherapy, in combination 
with metformin, thiazolidinedione, metformin and sulphonylurea, or in 
combination with insulin (with or without metformin).
Vildagliptin should be taken in a dual combination with sulphonylurea 
and is advised to take 50mg once a day in the morning

oral

Pharmacokinetics: Cmax is at 1.7 hours and 
Absolute bioavailability found to be 85%. Plasma  
protein binding is 9.3% and Mean volume of 
distribution 71 Liters. It  is  primarily metabolized 
by hydrolysis and 85% excreted through urine. 
Elimination half-life is 3 hours.

Pharmacodynamics: Vildagliptin administration 
causes rapid and complete suppression of DPP-
4 activity, increasing levels of incretin hormones 
found in the body called GLP-1 and GIP. This 
result in increased insulin sensitivity, decreased 
glucagon secretion, and reduces blood sugar 
levels. When used with metformin, pioglitazone, 
or insulin, it also demonstrated effectiveness 
in lowering HbA1c levels in patients with type 
2 diabetes mellitus. Vildagliptin also inhibits 
postprandial triglyceride (TG)-rich lipoprotein 
levels after consumption of a  fatty meal and 
decreases fasting lipolysis, indicating a reduction 
in triglyceride storage in non-fat tissues and 
inhibition of fat absorption.

adverse effect: Common adverse effect in 
monotherapy is dizziness. The drug causes 
hypoglycemia in combination therapy with 
metformin or in combination with sulphonylurea. 
As a result of hypoglycemia, patient may 
experience tremor, headache, and dizziness.

Contraindication: Hypersensitivity to vildagliptin 
or to any of the excipients.

Precautions: It should not be used in patients 
with type 1 diabetes or for the treatment of 
diabetes keto acidosis. In patients with hepatic 
impairment, it is not advised. Vildagliptin should 
be used with caution in patients with renal 
impairment, skin disorders, acute pancreatitis.

Medication counseling: Other than routine 
medication counseling patient should be advised 
regarding the following:
Patient may experience hypoglycemia and it can 
be recognized from symptoms such as dizziness, 
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references:

1. Galvus 50 mg Tablets - Summary of Product Characteristics. https://www.medicines.org.uk/emc/
medicine/20734

2. He YL. Clinical pharmacokinetics and pharmacodynamics of vildagliptin. Clinical 
pharmacokinetics. 2012 Mar;51(3):147-62.

3. Md IH, Kalaiselvan V, Gyanendra NS. Efficacy and safety of vildagliptin in the management of type 
2 diabetes mellitus. Indian Journal of Pharmacy Practice. 2012;5(4).

4. Ahren B, Schweizer A, Dejager S, Villhauer EB, Dunning BE, Foley JE. Mechanisms of action of 
the dipeptidyl peptidase-4 inhibitor vildagliptin in humans. Diabetes, Obesity and Metabolism. 2011 
Sep;13(9):775-83.
https://www.mims.com/malaysia/drug/info/vildagliptin/patientmedicine

dr. Jeny samuel                                                                                                             Ms. desna P.s
Pharm D Intern

Enoxaparin is an anticoagulant medication, 
belongs to a class of drug known as “low 
molecular weight heparin “[LMWH] which is 
used to prevent and treat harmful blood clots. 
This helps to reduce the risk of a stroke or heart 
attack. This medication helps keep your blood 
flowing smoothly by lowering the activity of 
clotting protiens in the blood. It is used for the 
prophylaxis of deep vein thrombosis and ischemic 
complications of unstable angina.
Brand Names: Lovenox, Inclunox
Lovenox injection Available doses: 30 mg/0.3 
mL,40 mg/0.4 mL,60 mg/0.6
mL,80 mg/0.8 mL,100 mg/mL,120 mg/0.8 mL 
,150 mg/mL
Pharmacokinetics: Onset of action: 3 to 5 hours, 

2. ENoXaPariN

Associate professor of 
Pharmacy practice                                        
St Joseph College of 
Pharmacy, Cherthala.

tremor, shaky hands, feeling hungry, weak, or 
confused, sweating.

Vildagliptin make the patient dizzy. So, advice 
the patient, do not drive  or operate machinery 
while taking the drug or do not take part in any 
activity which need to be alert.
Warn the patient in keeping with routine care and 
monitoring for skin disorders, such as blistering 
or ulceration.

Monitor symptoms of pancreatitis which includes 
severe and persistent abdominal pain, which 
might reach through to back, as well as nausea 
and vomiting.

storage: Store below 250C. Protect from 
moisture.
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Duration: 40 mg dose: Anti-factor Xa activity: 
~12 hours, Protein binding: Does not bind to 
heparin binding proteins; Metabolism: Hepatic, 
via desulfation and depolymerization to lower 
molecular weight molecules with very low biological 
activity, Bioavailability: ~100%; Elimination, 4.5 to 
7 hours; Excretion: Urine,Clearance: Decreased 
by 30% in patients with CrCl <30 mL/minute.

What are the indications of enoxaparin?
Acute coronary syndromes: Unstable angina, 
non-ST-elevation myocardial infarction, and 
ST-elevation myocardial infarction, Deep vein 
thrombosis treatment (acute): Inpatient treatment 
(patients with or without pulmonary embolism 
[PE]) and outpatient treatment (patients without 
PE),Venous thromboembolism prophylaxis.

What are the Counselling points to be considered 
for this drug?

a) Tell all of your health care providers that you 
take this drug. This includes your doctors, nurses, 
pharmacists, and dentists.

b) You may bleed more easily. Be careful and 
avoid injury. Use a soft toothbrush and an electric 
razor.

c) Severe and sometimes deadly bleeding 
problems have happened with this drug.

d) Have blood work checked as you have been 
told by the doctor. Talk with the doctor.

e) If you fall or hurt yourself, or if you hit your 
head, call your doctor right away. Talk with your 
doctor even if you feel fine.

f) Females who weigh less than 100 pounds (45 
kilograms) and males who weigh less than 125 
pounds (57 kilograms), must use this drug with 
care. The risk of side effects may be raised.

g) This drug has caused a problem called 
heparin-induced thrombocytopenia (HIT). HIT 
that leads to blood clots is called heparin-induced 
thrombocytopenia and thrombosis (HITTS). 
HIT and HITTS can be deadly or cause other 
problems. They can happen up to several weeks 

after stopping this drug. If you have questions, 
talk with the doctor.

h) If you are 65 or older, use this drug with care. 
You could have more side effects.

i) Tell your doctor if you are pregnant, plan on 
getting pregnant, or are breast-feeding. You will 
need to talk about the benefits and risks to you 
and the baby.

j) This drug may cause harm to the unborn baby 
if you take it while you are pregnant. If you are 
pregnant or you get pregnant while taking this 
drug, call your doctor right away.

k) Tell your doctor if you are breast-feeding. You 
will need to talk about any risks to your baby

What are the warning/precautions of this drug?
Even though it may be rare, some people may 
have very bad and sometimes deadly side effects 
when taking a drug. Tell your doctor or get medical 
help right away if you have any of the following 
signs or symptoms that may be related to a very 
bad side effect:
• Signs of an allergic reaction, like rash; hives; 
itching; red, swollen, blistered, or peeling skin 
with or without fever; wheezing; tightness in the 
chest or throat; trouble breathing, swallowing, 
or talking; unusual hoarseness; or swelling of the 
mouth, face, lips, tongue, or throat.
• Signs of bleeding like throwing up or coughing up  
blood; vomit that looks like coffee grounds; blood 
in the urine; black, red, or tarry stools; bleeding 
from the gums; abnormal vaginal bleeding; 
bruises without a cause or that get bigger; or 
bleeding you cannot stop.
• Weakness on 1 side of the body, trouble speaking 
or thinking, change in balance, drooping on one 
side of the face, or blurred eyesight.
• Pinpoint red spots on the skin.
• Feeling very tired or weak.
• Dizziness or passing out.
• Shortness of breath.
• Feeling confused.
• Very bad headache.
• Swelling in the arms or legs.
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What are some other side effects of this drug?
All drugs may cause side effects. However, many 
people have no side effects or only have minor 
side effects. Call your doctor or get medical help if 
any of these side effects or any other side effects 
bother you or do not go away:
• Upset stomach.
• Irritation where the shot is given.
• Diarrhea.
These are not all of the side effects that may occur. 
If you have questions about side effects, call your 
doctor. Call your doctor for medical advice about 
side effects. You may report side effects to your 
national health agency.

How is this drug best taken?
Use this drug as ordered by your doctor. Read 
all information given to you. Follow all instructions 
closely.
• It is given as a shot into the fatty part of the skin 
on the right or left side of the belly.
• This drug must not be given into a muscle.

• If you will be giving yourself the shot, your doctor 
or nurse will teach you how to give the shot.
• Keep using this drug as you have been told by 
your doctor or other health care provider, even if 
you feel well.
• Wash your hands before and after use.
• Do not use if the solution is cloudy, leaking, or 
has particles.
• This drug is colorless to a faint yellow. Do not 
use if the solution changes color.
• Sit or lie down before use.
• Move the site where you give the shot with each 
shot.
• Do not rub the site where you give the shot.
• Do not give into skin that is bruised or scarred. 
Do not give into the belly button.
• Do not give into skin within 2 inches of the belly 
button.
• Do not inject through clothes.
• Do not use this drug if it has been dropped or if 
it is broken.
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A combination product is a product composed 
of any combination of a drug and a device; a 
biological product and a device; a drug and 
a biological product; or a drug, device, and a 
biological product. These products are helpful 
for patients enduring with serious illnesses and 
conditions like cancer, cardiovascular disease, 
sclerosis, diabetes, etc. On the contrary, 
drug-device combination products have also 
introduced a modern dynamic in medical 
product development, corporate interaction and 
regulatory approval. Examples of combination 
products include prefilled syringes, pen injectors, 
auto-injectors, inhalers, transdermal pumps and 
patches, kits containing drug administration 
devices or components, drug-eluting pacemaker 
leads, antiretroviral-loaded intravaginal rings, 
drug-coated balloon catheters, hormonal 
subcutaneous implants, etc. As per section 
62(4) of the Medical Devices Regulations, a 
medical device incident refers to an occurrence 
associated with a failure of a medical device 

or a deterioration in its effectiveness, or any 
inadequacy in its labelling or in its directions to be 
used that has led to the death or a consequential 
deterioration in the state of health of a patient, 
user, or another person.

Drug- device combination products are of 
important role within the diagnosis, monitoring, 
and management of various diseases. While the 
employment of medical devices benefits patients 
immensely, they also carry possible threats 
and potential risks. So, it is important to make 
sure the security and efficacy of the medical 
devices during each stage of their development. 
This article focuses on the importance of the 
materiovigilance program in assessing the 
benefits and risks related to medical devices. 

The thought of materiovigilance was first 
originated when Johnson & Johnson hip 
replacement system was withdrawn globally 
due to their complications and harmful effects. 

Pharmacovigilance Updates
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One of the important aspects of this program is 
to monitor medical device-associated adverse 
events (MDAE), and it also helps to generate 
awareness among healthcare professionals 
about the importance of MDAE reporting. They 
also play a vital role in analyzing the risk-benefit 
ratio of medical devices and collaborating with 
other healthcare organizations and international 
agencies for the exchange of information and data 
management. The Materiovigilance Programme 
of India (MvPI) provides a reliable system for 
reporting adverse medical device events. Their 
main aim is to safeguard the patients’ health by 
ensuring that the advantages of medical devices 
outweigh the risks related to their use. The MvPI 
aims to gather the safety data systematically in 
order that the recommendations and regulatory 
decisions on the safe use of medical devices can 
be taken based on the information generated 
from the Indian Population. It is a surveillance 
that collects, collates, and analyses the adverse 
events related to various medical devices. This 
program encourages not only the healthcare 
professionals but the patients also who are 
considered important stakeholders of MvPI to 
report adverse events. Materiovigilance includes 
the identification, collection, reporting, and 
analysis of any unwanted occurrences related to 
the use of medical devices and also the protection 
of a patient’s health by preventing its recurrences.

Drugs Controller General of India established the 
MateriovigilanceProgram of India (MvPI) at Indian 
Pharmacopeia Commission (IPC), Ghaziabad on 
July 6, 2015. In 2017, the government of India 
issued the Medical Devices Rules for regulating 
medical devices used throughout the country 
and these rules came into effect on 1 January 
2018. The government had regulated or notified 
37 categories of medical devices as drugs until 
February 11, 2020. On February 11, 2020, the 
government of India gazetted two important 
notifications – a new definition of medical devices 
and the Medical Devices (Amendment) Rules, 
2020. These rules came into effect on April 1, 
2020. Asper this rule, all medical devices in India 
will be regulated as “drugs”. All medical devices 

which weren’t notified until February 11, 2020, will 
now be covered by the new definition of medical 
devices and can be observed as “Newly Notified 
Medical Devices”. The Central Drugs Standard 
Control Organisation (CDSCO) released two 
notices on September 3, 2020, including the 
classification of non-notified medical devices 
and in-vitro diagnostic devices (IVDs). CDSCO 
has classified almost 1866 medical devices and 
80 IVDs. There are 24 categories of medical 
devices and 3 Categories of Non-Notified In-
Vitro Diagnostic Medical Devices proposed by 
CDSCO.

Materiovigilance Programme of India provides a 
robust, sustainable, and scaled surveillance of 
all medical devices, thereby encouraging patient 
safety related to medical devices employed 
within the healthcare industry in India.Several 
serious medical devices associated adverse 
events (MDAE) were received by the Indian 
Pharmacopeia Commission till now. An example 
include the presence of metal particles within the 
blood and soft tissue due to the wearing down 
of metal on a metal hip replacement device. In 
addition, various articles had shown possible 
hypersensitivity reactions related to the utilization 
of the sirolimus-eluting stent, a few of which are 
fatal and patients receiving the sirolimus-eluting 
stent should be monitored for hypersensitivity-
associated symptoms, such as rash, hives, 
itching, fever, difficulty breathing, pain, and 
blood pressure change. Thrombosis, anxiety, 
and bronchospasm caused by drug eluting 
pacemaker lead, epinephrine autoinjector, and 
inhalers were also reported. In multiple instances, 
some devices were recalled due to the risks and 
damages they caused to users.So, it is concluded 
that drug-device combination products are not 
devoid of adverse events.

Therefore strict vigilance of medical devices 
including drug- device combination productsare 
the need of the hour so that the health safety 
of the patients can be ensured by reducing the 
reoccurrence of the incidents. 
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1. Which of the following drug cause tachycardia
 a. Nifedipine
 b. Verapamil    

2. Potassium sparing diuretic is
 a. Furosemide
 b. Torsemide   
 
3. Which of the following anticoagulant need regular INR checking 
 a. Dabigatran    
 b. Apixaban

4. Most sensitive cardiac marker is
 a. Lactate dehydrogenase   
 b. Myoglobin

Practice Quiz 

dr. suja abraham
Professor of Pharmacy Practice & HOD
Nirmala College of Pharmacy , Muvattupuzha

c. Propranolol
d. Digoxin

c. Chlorothiazide
d. Triamterene

c. Warfarin
d. Heparin

c. Troponin
d. Creatinine Phosphokinase
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8. Grey Baby Syndrome in neonates is due to
 a. Ampicillin   c. Chloramphenicol
 b. Tetracycline   d. Amiodarone

9. Which of the following is considered as genetically determined ADR
 a. Synergism    c. Teratogenicity
 b. Idiosyncrasy   d. Hypersensitivity

10. MateriovigilanceProgramme of India (MvPI) helps to ensure the safety of 
 a. Blood products  c. Medical devices
 b. Pharmacological agents d. Cosmetics

Answer key on page no 17

 
5. Which of the following drug is NOT considered as the drug of choice for  
    initial treatment of Hypertension
 a. Thiazide diuretic   
 b. Potassium sparing diuretic
 c. Angiotensin converting enzyme inhibitor
 d. Calcium channel blockers

6. Pharmacovigilance Programme of India (PvPI) was initiated on
 a. 2010   c. 2000
 b. 2020    d. 1990

7. Tool for causality assessment of ADR is 
 a. Morisky scale   c. Hartwig scale
  b. Visual analogue scale  d. Naranjo scale
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My JoUrNEy as a MEdiator oF HEaltHCarE

readers’ Column

Priya Jacob
Pharmacy Manager Aster, Bahrain

Today I feel it was truly a divine intervention in 
my life that destined me to become a pharmacist. 
I was guided and still remember my journey 
beginning as student by lot of great teachers. It 
was not medications and pharmacodynamics 
etc. only that was in my brain, but that in future 
my role would be so important is what today has 
made me a different person.

I have had an opportunity to teach and train 
future pharmacist, which was an entirely unique 
experience. But when I started as a clinical 
pharmacist, I realized that my role was an integral 
as any other medical entity to ensure the quality 
care for patients. I realized that each and every 
action was team effort to provide patient care. As 

a pharmacist, I was happy to be acknowledge that 
I was not a person to dispense, but to involve my 
whole heart and soul till the very happy outcome 
to see the patients happily walking out of the 
hospital.
Today as a pharmacy manager my role and 
responsibilities again taught me matters how to 
give my institution that best prospects how to 
analyze the laws and regulations of health in a 
country. When I recall my journey and hurdles I 
have achieved ,I am what my parents my teachers, 
my friends, my colleagues ,my beloved family my 
co-workers in all aspects have instilled in me. I 
am proud to be Pharmacist as I can help others 
to live healthy life. This is my divine responsibility 
toward mankind.

answer Key – Practice Quiz
1A; 2D; 3B; 4C; 5B; 6A; 7D; 8C; 9D; 10C
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iPa KErala statE -  
assoCiatioN NEWs

Dr. Jagathesh Chandra Bose Rajendran, Senior Nanomaterial Scientist, 
Biomedical and Translational Medicine Masonic Medical Research Institute,   
New York gave an exciting webinar on the “Lipid Nano Pharmaceuticals- 
From concepts to clinics” 

Mrs.Neeba Babu Associate Professor, Chemist College of Pharmaceutical 
Sciences & Research, Kochi introduced the speaker, and Dr.Sabitha M,  
Principal, Amrita College of Pharmacy moderated the session.  Mrs.Sonu 
Benny, Research Scholar,  Amrita College of Pharmacy was the master 
of the ceremony.  Dr. Fels Saju, Associate Professor, Nirmala  College of 
Pharmacy, Muvattupuzha  proposed a vote of thanks. 

The Education Forum of the Kerala State Branch of Indian Pharmaceutical 
Association organized a national webinar on 30th July, 2022 on the topic 
“Setting standards and Ethics of Publications”.  The distinguished speaker for 
the webinar was Prof. (Dr.) Javed Ali, Professor, Department of Pharmaceutics, 
School of Pharmaceutical Education and Research, Jamia Hamdard 
University, New Delhi. Prof. Dr. K. Krishna Kumar, Chair of Education Forum, 
IPA Kerala state branch  and  Principal, St. James College of Pharmacy, 
Chalakkudy delivered the welcome address. Dr. Arun Rashed, Professor of 
Pharmaceutical Chemistry, Al Shifa College of Pharmacy, Perinthalmanna  
briefed the topic and moderated the discussion.  Dr. Limce Thampi, Professor 
of Pharmaceutics, Chemist College of Pharmaceutical Sciences and 
Research, Kochi introduced the speaker and Dr. Anjana John, Principal, JDT 
Islam College of Pharmacy, Kozhikode proposed the vote of thanks. 

2nd July 2022: 
international Webinar on “lipid Nano-Pharmaceuticals: 
From Concepts to Clinics.

30th July 2022: 
National Webinar on “setting standards and Ethics of Publications”
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The Student Chapter of IPA SF at the Chemists 
College of Pharmaceutical Sciences and 
Research Ernakulam was inaugurated by Dr. 
P. Jayasekhar, in presence of Mr. MP George, 
Mr.A.N. Mohana Kurup , Dr. Vijaya Raghavan. 
Dr. John Joseph and Mr. John Joseph. After the 
inauguration of the IPASF chapter at Chemist 
College, a “Leadership Development Training” 
was organized for the student leaders from St. 
James’ College of Pharmaceutical Sciences, 
Chalakudy, Amrita School of Pharmacy, 
Kochi, Lisie College of Pharmacy,  Ernakulam, 
Chemists College of Pharmaceutical  Sciences 
and Research Ernakulam,   Nirmala College of 
Pharmacy,  Muvattupuzha and Nirmala College of 
Health Sciences, Chalakudy. Mr. MP George and 

Mr. John Joseph (JCS certified Trainer) engaged 
one day the Leadership Development training 
session and all the 30 participants were given 
certificate of appreciation.   

Dr. CP Vijayan, Pro Vice Chancellor, 
Kerala University of Health Sciences, 
inaugurated the IPA Job Fair in presence 
of Dr.K. Krishna Kumar, Rev. Dr. Antu 
Alappadam, Dr. P. Jayasekhar, Dr. 
Rajasree R S, Mr. P Mr. Puroshatam K P 
and Dr. David Paul at St. James’ College 
of Pharmaceutical Sciences, Chalakudi. 
There were about 500 Pharmacy 
graduates registered for the offline and 
online interviews. About 350 candidates 
appeared for the job interviews before 
the HR teams of Pharmaceutical 
firms, multi-specialty hospitals, Retail 
chain pharmacies, CROs, Academic 
institutions, etc.   

27th august 2022: 
leadership development Program for iPasF

3rd september 2022: 
iPa Pharma Job Fair 2022
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Sri P. Rajeev, Hon’ble Minister for Law and Industry, 
Govt. of Kerala inaugurated the Workshop on 
“Enforcement of Medicines Regulations” and 
Regulatory Forum of IPA Kerala State Branch in 
presence of  Dr.Aju Joseph Kurien, Mr.Shiji PH, 
Mr. Antony Thrain, Mr. KP Dinessh Kumar, Dr. P. 
Jayasekhar and Mrs.Gladies. “The Workshop 
on Court Procedures in Drugs Cases” was 
engaged by Adv. P. Premnath, Deputy Director 
of Prosecutions, Ernakulam. The topic on “The 
Investigation of   Cyber Crimes in Pharmaceuticals” 
was presented by Sri. Vikas Gopinath, Senior 
Faculty ( Cyber Forensics) Kerala Police Academy, 
Thrissur. “Admissibility of electronic records and 
the law” was outlined by Adv. D Prem Kamath of 
High Court of Kerala 

Hon’ble Justice Devan Ramachandran 
inaugurated the World Pharmacist Day 
celebration by lighting the lamp along with 
Mr.MP Pradeep, Dr.Sabith M, Mr NS Alexander 
and Dr, John Joseph on 24th August 2022 at 
Amriteshwari Hall, Amrita Hospital, Kochi. Dr. 
Col. Vishal Marwa (Principal, Amrita School of 
Medicine) conveyed the World Pharmacist Day 
message. Dr John Joseph (Secretary, IPA Kerala 
State Branch) announced “Pharma Excellence 
Awards” to honour veterans in different field of 
Pharmacy Profession. Prof. AK Chandrasekharan 
(Former Director, College of Pharmaceutical 
Sciences, Thiruvananthapuram), Dr. CI Jolly 
(Retd Prof, KMK College of Pharmacy, Bombay 
and Research Director Amala Research Centre, 
Thrissur), Dr. Muhammed Majeed (Founder and 
Chairman M/s Sami-Sabinsa group, Bangalore), 
Mr. NS Alexander (Retd. Deputy Drugs Controller, 

Kerala) and Mrs. Annakutty MJ (Retd. Pharmacist) 
were honoured by Honourable Justice Devan 
Ramachandran for their contributions in 
education, research, industry, regulatory and 
pharmacy practice respectively.

19th sep 2022: 
one day workshop on “Enforcement of Medicines regulations”
 

24th september 2022:
World Pharmacist day Celebration 2022
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