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In order to monitor the safety and ensuring quality of medical devices used
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in the country, the Ministry of Health & Family Welfare, Government of
India approved and commenced the Materiovigilance Programme of India (MvPI) in the country. The MvPI was launched
on July 06, 2015 at the Indian Pharmacopeia Commission, Ghaziabad by the Drugs Controller General India (DCGI) with
an objective to improve Indian patient safety by monitoring, recording, analyzing the root cause of adverse events or risks
associated with the use of medical devices and suggesting Indian regulatory bodies for appropriate action with a sole
intention of improving patient safety. Indian Pharmacopoeia Commission (IPC) is an autonomous institution under the
Ministry of Health & Family welfare and also functions as the National Coordination Centre (NCC) for the
Materiovigilance Programme of India. Sree Chitra Tirunal Institute of Medical Sciences & Technology (SCTIMST),
Thiruvananthapuram functions as a National Collaborating Centre for MvPI. Technical support for the programme is to be
provided by the Division of Healthcare Technology, a proposed WHO collaborating centre for priority medical devices and
health technology policy in the National Health Systems Resources Centre, New Delhi.

MvPI program aims to promote and facilitate adverse event reporting of Medical Devices and subsequently evaluating
these events. The scientific and systematic evaluation of these medical device adverse events/reports will foster monitoring
trends for improving and protecting the health and safety of patients. As the Medical Device Rules 2017 being effective
from January 2018, the MvPI programme is imperative for the successful Medical Device Adverse Event Reporting in the
country. The programme needs to develop further in active mode to address public health concerns related to Medical
Devices. NCC-MvPI recognized Medical Device Adverse Event Monitoring Centres (MDMCs) in order to create
awareness about the programme and enhance the quality of reporting. Under MvPI, 52 MDMCs have been identified in the
country to report the events associated with the use of medical devices on voluntary basis. NCC-MvPI, IPC developed
Medical Device Adverse Event Reporting Form to collect adverse events associated with medical devices and IVDs. In
COVID-19, NCC-MvPI specially designed a one-page editable medical device adverse event reporting form primarily
aims to capture the adverse events associated with the use of personal protective equipments (PPEs).
Dr. V Kalaiselvan, PSO, IPC
National Coordination Centre (NCC) - Materiovigilance Programme of India (MvPI)
Indian Pharmacopoeia Commission, Rajnagar, Ghaziabad-201002
Ministry of Health & Family Welfare, Government of India
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List of common medical devices used in Civil Hospital Ahmedabad
A survey was conducted by Department of Pharmacology, as an initiation of the Medical Device Adverse Event Monitoring
Centre, B. J. Medical College and Civil Hospital Ahmedabad. Commonly used medical devices in the institution include:

Department

Medical Devices
IC - IV set/ BT set
Gloves
Foley's catheter
Ryle's tube
Central Venous Catheter

All Departments

Face mask/ nebulization mask
Continuous infusion pump
Ambu-bag
Thermometer
ECG
Syringe/ needle - Ascitic tap, pleural tap
BP machine
Suture materials
Drainage bags - Colostomy bags, Vaccum drainage

Surgery

Hernia mesh
Catheters
Proctoscope
Dressing material
Ventilator

ICU

De-fibrillator
Suction machine
Anaesthesia circuit

Anaesthesia

Spinal/Epidural needles
Monitors
Scalp vein set

Paediatrics

Tongue depressor
Diapers
Incubator
IUCD
Speculum

Gynaecology

Dialator
Curator
Mamta Kit

Reporting of adverse events to these medical devices will be carried out by the MDMC at B. J.
Medical College, Ahmedabad. We look forward to the cooperation of all healthcare professionals in
reporting adverse events, if any, to these devices.
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Know Your New Drugs

Novel Drug Approvals by CDSCO during July to September 2020
Pretomanid (Inhibitor of mycolic acid synthesis): To be used in adults in combination with bedaquiline and linezolid for

Ÿ

treatment of pulmonary extensively drug resistant (XDR), or treatment intolerant or nonresponsive multidrug resistant
(MDR) tuberculosis. (15/07/2020)
Favipiravir (Inhibitor of RNA dependent RNA polymerase (RdRp): For treatment of patients with mild to moderate

Ÿ

COVID-19 disease for restricted emergency use. (22/07/2020)
Dofetilide (Class III antiarrhythmic agent): For the maintenance of Normal Sinus Rhythm (Delay in AF/AFl

Ÿ

Recurrence). (31/07/2020)
Source: https://cdsco.gov.in/opencms/resources/UploadCDSCOWeb/2018/UploadApprovalNewDrugs/newdrugs%20approval%20july2020.pdf

Some novel Drug Approvals by USFDA during July to September 2020
Ÿ Somapacitan-beco (Growth Hormone analogue): For replacement of endogenous growth hormone in adults

Ÿ

Ÿ

Ÿ

Ÿ

Ÿ

with growth hormone deficiency (GHD). (28/08/2020)
Clascoterone (Androgen Receptor inhibitor): indicated for the topical treatment (1% cream) of acne vulgaris in
patients 12 years of age and older. (26/08/2020)
Oliceridine (μ-opioid receptor biased agonist): For treatment of moderate to severe acute pain in adults only for
short-term intravenous use in hospitals or other controlled clinical settings, such as during inpatient and
outpatient procedures. (07/08/2020)
Risdiplam (Survival of Motor Neuron 2 (SMN2)-Directed RNA Splicing Modifier): For the treatment of spinal
muscular atrophy in patients ≥2 months of age. (07/08/2020)
Fostemsavir (GP 120 attachment inhibitor): Fostemsavir, in combination with other antiretroviral(s), is
indicated for the treatment of HIV-1 infection in heavily treatment-experienced adults with multidrug-resistant
HIV-1 infection failing their current antiretroviral regimen due to resistance, intolerance, or safety
considerations.(22/07/2020)
Remimazolam (GABA agonist): For induction and maintenance of procedural sedation in adults undergoing
procedures lasting 30 minutes or less. (2/7/2020)

Source: https://www.fda.gov/drugs/new-drugs-fda-cders-new-molecular -entities-and-new-therapeutic-biological-products/novel-drug-approvals2020

Dr. Ashish Patel, Dr. Mohammad Zaid
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Updates around the world

First-of-its-Kind Automated Insulin Delivery and Monitoring System: Approved
MiniMed 770G® System has been approved by, the U.S. Food and Drug Administration. It is a hybrid closed loop diabetes
management device intended to automatically monitor glucose (sugar) every five minutes and provide appropriate basal
insulin doses with little or no input from the users or their caregivers. It is a first-of-a-kind device for patients aged 2 to 6
years.
Source: https://www.fda.gov/news-events/press-announcements/fda-approves-first-its-kind-automated-insulin-delivery-and-monitoring-system-use-youngpediatric#:~:text=The%20770G%20System%20is%20a,values%20for%20this%20patient%20population

Seasonal Influenza Vaccination during the COVID-19 Pandemic:
WHO SAGE (Strategic Advisory Group of Experts) Recommendations
Influenza transmission may have been altered by the range of NPIs (non-pharmaceutical interventions) currently in place for
COVID-19 or the limited influenza importation into countries due to travel restrictions and border closures, as observed by
the dramatic reduction in influenza detections during the 2020 Southern Hemisphere influenza season.
The current WHO influenza vaccine policy identifies a number of risk groups for priority use of influenza vaccines,
including pregnant women as the highest priority, with other priority groups being children, older adults, individuals with
underlying medical conditions, and health workers in no particular order!
However, NPIs and travel restrictions vary by country, and as they are lifted, influenza transmission could also increase,
leading to potential cocirculation of influenza and SARS-CoV-2 and additional burden on vulnerable populations and health
systems. In view of these considerations, there is a need to reconsider the prioritization of risk groups for influenza
vaccination during the COVID-19 pandemic
Recommendations: Highest priority risk groups include
1. Health workers: Health workers, including care workers, in hospitals, long-term care facilities (e.g., nursing homes,
residential facilities, etc.), and the community are recommended as one of the highest priority groups for receipt of influenza
vaccines during COVID-19
2 Older adults: COVID-19 severity is strongly associated with advanced age, and older adults are at much greater risk of
severe disease and death than younger adults. This group is therefore recommended as one of the highest priority groups to
receive influenza vaccine during the COVID-19 pandemic
Additional risk groups, in no particular order:
1. Pregnant women: Pregnant women remain the highest priority group for influenza vaccination and, where supplies permit,
should be prioritized to receive vaccine
2. Individuals with underlying health conditions
3. Children less than 5 years of age
Source: https://www.who.int/immunization/policy/position_papers/Interim_SAGE_influenza_vaccination_recommendations.pdf

New Guidance Released on Infection Control in the NICU
The Centers for Disease Control and Prevention (CDC) has released new recommendations in September 2020 for
prevention and control of Staphylococcus aureus infections in neonatal intensive care units.
The recommendations include performing active surveillance testing for staph infection among NICU patients when there is
an increased incidence of infection or in the case of an outbreak and for methicillin-resistant S.aureus infection when there is
evidence of ongoing healthcare-associated transmission within the unit. It suggests testing at regular intervals to identify
newly infected patients promptly.
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Updates around the world
The guidelines also suggest healthcare facilities consider targeted decolonization for infected NICU patients in addition to
appropriate infection prevention and control measures in the midst of an outbreak, duringan ongoing healthcare-associated
transmission or an increase in the incidence of infection.
Source: 1.https://www.beckershospitalreview.com/infection-control/cdc-issues-guidelines-for-staph-prevention-in-nicus.html
2. https://www.cdc.gov/infectioncontrol/pdf/guidelines/NICU-saureus-h.pdf

2020 ESC Guidelines for the management of adult congenital heart disease: The Task Force for the
management of adult congenital heart disease of the European Society of Cardiology (ESC)
The 2020 European Society for Cardiology (ESC) guidelines for the management of adult congenital heart disease (ACHD)
provide new concepts and important revisions to the previous guidelines, issued a decade ago.
The guidelines were published online August 29 in the European Heart Journal before being presented at ESC Congress
2020. They are endorsed by the Association for European Paediatric and Congenital Cardiology (AEPC) and the
International Society for Adult Congenital Heart Disease (ISACHD).
The guidelines now use the term "adult" CHD instead of "grown-up" CHD, in accordance with international literature, and
they now classify ACHD as mild, moderate, or severe disease, based on complexity.
Source: 1. https://www.medscape.com/viewarticle/938020 2. https://academic.oup.com/eurheartj/advance-article/doi/10.1093/eurheartj/ehaa554/5898606

Dr. Jaymin Chaudhari, Dr. Lav Patel

Academic Scholarships
Papers published
Ÿ

Subramaniam B, Shah MK, Desai CD, Panchal JP, Shah SP. An analysis of cases of drug-induced liver injury reported to
an adverse drug reaction monitoring center. Asian J Pharm Clin Res.Vol 13, Issue 11, 2020.

Ÿ

Pandit S, Mishra V, Desai C. Analgesic Nephropathy due to Diclofenac in a 24-year-old Indian Male Patient: A Case
Report. Journal of Young Pharmacists. 2020;12(3):291-3.

Ÿ

Parikh CD, Desai CK, Kapadia JK, Shah MK. A Comparison of causality assessment tools for suspected adverse drug
reactions in hospitalized patients at a tertiary care hospital. Asian J Pharm Clin Res. Vol 1, Issue 7, 2020: 176-81

Contributions of the Department during COVID-19
Ÿ

Dr Chetna Desai, Professor and Head, Department of Pharmacology, B. J. Medical College, Ahmedabad holds an
Additional Charge as General Manager, GMSCL, Gandhinagar during the COVID -19.

Ÿ

Dr. Samidh Shah (Assistant Professor) served at Gujarat Medical Services Limited (GMSCL) as Deputy General
Manager (Equipment) for COVID-19 related procurement of medical equipment. He also co-ordinated the installation
of machines received from central agencies.

Ÿ

Dr. Vishal Mishra (Assistant Professor) served at Gujarat Medical Services Limited (GMSCL) as Deputy General
Manager (Logistics) for COVID -19. He worked as leader of quick response team to facilitate quick responses and to coordinate the logistic issues arising during COVID-19.

Ÿ

Dr. Jigar Kapadia worked as Liaison officer at 1200 bed COVID Hospital, Medicity, Civil Hospital Ahmedabad during
August 2020.
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Pharma Titbits

Phlorizine and SGLT inhibitors
Phlorizin, a dihydrochalcone compound, was first isolated

In an important experiment, Rossiti et al. demonstrated

from the bark of apple trees by French chemists in 1835.

that hyperglycemia in diabetes mellitus leads to insulin

This compound consists of a glucose moiety and two

resistance and phlorizine improves insulin sensitivity by

aromatic rings joined by an alkyl group [Fig 1]. Based on

lowering blood glucose levels as measured by euglycemic

the observations that its bitter taste was similar to that of

hyperinsulinemic clamp in partially pancreatectomized

extracts of cinchona and willow trees, this compound was

rats. Phlorizin administration was also associated with

initially believed to have antipyretic and antimalarial

reversal of first- and second-phase insulin secretory

properties. Indeed, it was labelled as “'Glycosid aus der

defects in this model. Oral phlorizine was demonstrated to

Wurzelrinde des Apfelbaumes' ('glycoside from the bark of

blunt hyperglycemia in mice following a glucose

apple trees') in the Merck Index of 1887. A year ago, in

challenge in 1997.

1886, however, Von Mering had discovered that Phlorizine

However, phlorizin (O glucoside) failed to develop into a

in doses more than 1 g leads to development of glycosuria.

successful anti-diabetic drug because of poor absorption
from GIT and nonselective inhibition of both SGLT1 and
SGLT2. Other O-glucoside derivatives T-1095,
sergliflozin, remogliflozin and AVE2268 were developed.
O-glycosylation makes these molecules more prone to
hydrolysis by β-glucosidases, reducing their half-life
compared to C glucosides. This led to development of
several C- glucoside analogues, selective for SGLT-2 such
as dapagliflozin, canagliflozin, empagliflozin and

Figure 1: Structure of Phlorizine

ertugliflozin. Subsequent large scale trials have reported

During this era, diabetes was considered to be a disease of

that dapagliflozin and empagliflozin improve the long

the kidneys which caused polyuria and glycosuria in the

term mortality in patients.

subjects. Based on the observations that phlorizine

Thus, a compound which was initially used as a treatment

produces glycosuria similar to diabetes and also leads to

of malaria and subsequently proposed as a model for

polyuria and weight loss, chronic phlorizine

experimental diabetes mellitus, led to discovery of an

administration was proposed as a model of experimental

important group of anti-diabetic drugs i.e. SGLT-2

diabetes in early 1990s. It was also noted that induction of

inhibitors. Another analogue, sotaglifozin, has been

artificial nephritis in rabbits reduced or abolished the

discovered which inhibits both SGLT-1 and SGLT-2 and is

sensitivity to the action phlorizine and as a result,

currently under trial for treatment of type 1 and type 2

phlorizine administration was utilized as a test to detect

diabetes mellitus. Phlorizine and its congeners may still

'sound kidneys'. Subsequently, Homer Smith developed

find application in new contexts such as treatment of

noninvasive clearance methods for estimation of GFR and

obesity and acute hyperglycemia and eventually, these

renal blood flow based on glycosuria observed in normal

may provide the explanation for the observation that 'an

individuals with phlorizine administration. With further

apple a day keeps the doctor away'.

attempts to identify the molecular mechanism of action of

References:
1) Ehrenkranz JR, Lewis NG, Ronald Kahn C, Roth J. Phlorizin: a review.
Diabetes/metabolism research and reviews. 2005 Jan;21(1):31-8. 2)White JR.
Apple trees to sodium glucose co-transporter inhibitors: a review of SGLT2
inhibition. Clinical Diabetes. 2010 Jan 1;28(1):5-10.3) Kutner S, Breuer WV,
Ginsburg H, Cabantchik ZI. On the mode of action of phlorizin as an antimalarial
agent in in vitro cultures of Plasmodium falciparum. Biochemical
Pharmacology. 1987 Jan 1;36(1):123-9.

phlorizine, the active transport system in proximal
convoluted tubule, responsible for re-absorption of
glucose was identified as the binding site in 1970s and
phlorizine was found to have 1000 to 3000 times greater
binding affinity for this transporter as compared to
glucose.

Dr. Kaushal Panchal, Dr. Miruthu Bashini
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Drug Safety Alerts

Drug safety alerts published by Pharmacovigilance Program of India (PvPI)
during July to September 2020
Date: 07/08/2020

Ÿ

a. SGLT-2 Inhibitors induced Genital Pruritus
b. Fluconazole induced Symmetrical Drug Related Intertriginous and Flexural Exanthema (SDRIFE)

Ÿ

Date: 31/08/2020: Pramipexole induced Photosensitivity Reaction

Ÿ

Date: 04/09/2020: Fluvoxamine induced Intracranial/Pulmonary Hypertension

Source: https://ipc.gov.in/images/Drugs_safety_Alert_July_2020.pdf
https://ipc.gov.in/images/Drugs_safety_Alert_August_2020.pdf
https://ipc.gov.in/images/Drug_Safety_Alert_September_2020.pdf
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4410885/

Drug safety alerts published by the USFDA, Mayrland During July to September2020
FDA recommends health care professionals discuss naloxone with all patients when
prescribing opioid pain relievers or medicines to treat opioid use disorder (23/07/2020)
Ÿ

For all patients who are prescribed opioid pain relievers, health care professionals should
discuss the availability of naloxone. Health care professionals should consider prescribing

naloxone to patients at increased risk of opioid overdose, regardless of whether they are receiving a prescription for
opioid or a medicine to treat opioid use disorder (OUD). These include patients with history of opioid use disorders
or who have experienced a previous opioid overdose and those receiving concurrent CNS depressants.
Ÿ

Naloxone should also be considered if the patient has household members, including children, or other close
contacts at risk for accidental ingestion or opioid overdose

Ÿ

For all patients who are prescribed medicines to treat Opioid use disorder (OUD), health care professionals should
discuss the availability of naloxone and strongly consider prescribing it.

Ÿ

FDA requires drug manufacturers of opioid medicines and medicines used to treat OUD to add recommendations
regarding naloxone to prescribing information. Patient medication guides will also be updated.
Removal of boxed warning: “amputation risk from canagliflozin” (26/08/2020)
Ÿ

FDA in 2017, published a boxed warning: “risk of leg and foot amputations with

canagliflozin”. Based on a FDA review of new data from three clinical trials, FDA removed the
Boxed Warning about amputation risk from canagliflozin. Information from these trials
suggested that the risk of amputation, while still increased with canagliflozin, is lower than previously described,
particularly when appropriately monitored. The risk of amputation with canafligozin remains. Hence, FDA has
removed the boxed warning, but it is still included in warnings and precautions section of prescribing information.
Health care professionals and patients should recognize the importance of preventative foot care and monitor for new
pain, tenderness, sores, ulcers and infections in legs and feet. Risk factors which predispose patients to the need for
amputation should be considered while choosing antidiabetic medicines.
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FDA requires Boxed Warning updated to improve safe use of benzodiazepine drug class:
Includes potential for abuse, addiction, and other serious risks for all BZD medicines
(23/09/2020)
To address the serious risks of abuse, addiction, physical dependence, and withdrawal reactions, FDA is requiring the
Boxed Warning be updated for all benzodiazepine medicines. The current prescribing information for benzodiazepines
does not provide adequate warnings about these risks associated with BZDs so they may be prescribed and used
inappropriately.
Ÿ

New information will describe the risks of abuse, misuse, addiction, physical dependence, and withdrawal reactions
consistently across all the medicines in the class.Changes are also required to prescribing information, including
Warnings and Precautions, Drug Abuse and Dependence and Patient Counselling Information sections. Patient
medication guides is also required by FDA to be updated.

Ÿ

When deciding the risk and benefits of prescribing a benzodiazepine, health care professionals should consider the
patient's condition and the other medicines being taken, and assess the risk of abuse, misuse, and addiction. .

Ÿ

When using BZDs, the dose and duration should be minimum needed to achieve desired clinical effects, while
monitoring the patient for signs and symptoms of abuse, misuse or addiction. To reduce risk of acute withdrawal,
gradual tapering of the dose should be done.

High doses of Diphenhydramine (Benadryl): can lead to serious heart problems, seizures,
coma and death (24/09/2020)
Parents and caregivers should store diphenhydramine out of children's reach and sight to avoid
misuse by teens or accidental poisoning.
Ÿ

Misuse of the drug in teenagers has increased by dangerous “Benadryl Challenge” promoted on social media app
TikTok.

Ÿ

Health care professionals should alert parents about “Benadryl Challenge” and encourage them to read and follow
drug label facts.

Source:
https://www.fda.gov/drugs/drug-safety-and-availability/fda-recommends-health-care-professionals-discuss-naloxone-all-patients-when-prescribing-opioid-pain
https://www.fda.gov/drugs/drug-safety-and-availability/fda-removes-boxed-warning-about-risk-leg-and-foot-amputations-diabetes-medicine-canagliflozin
https://www.fda.gov/drugs/drug-safety-and-availability/fda-requiring-boxed-warning-updated-improve-safe-use-benzodiazepine-drug-class
https://www.fda.gov/drugs/drug-safety-and-availability/fda-warns-about-serious-problems-high-doses-allergy-medicine-diphenhydramine-benadryl

Dr. Aniruddha Prajapati, Dr. Shachi Jagrit
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Graph 1: Adverse Drug Reactions (ADRs) reported by different departments between
July to September 2020 (n= 196)
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Graph 2: System Organ Classification(SOC) of Adverse Drug Reactions reported
between July to September 2020 (n=196)
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Table 1: Serious ADRs reported by AMC during July to September 2020

Sr.
No.

Event

Suspected Drug(s)

Seriousness of
Event

WHOUMC
Scale

Naranjo
Score

1

Blurring of vision

Linezolid

Disability

Possible

+6 probable

2

Redness, Itching &
Rashes all over body

Pipracillin+Tazobactum
Gentamicin

Other medically
important

Possible
Possible

+3 possible
+3 possible

3

Anaemia

Zidovudine

Hospitalization

Certain

+6 Probable

4

Anaemia

Zidovudine

Hospitalization

Certain

+7 Probable

5

Anaemia

Zidovudine

Hospitalization

Certain

+7 Probable

For ADR reporting, please contact:
Dr. Prakruti Patel 09879542949
Dr. Samidh Shah 09825507413
Dr. Jigar Panchal 09979275367
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Mind Games!

Identify the drug given for condition and its specific side effects!!

Drug
given

Example : Tuberculosis : Ethambutol --> Retrobulbar neuritis

1

2

3
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Department of Pharmacology,
B. J. Medical College,
Ahmedabad
We welcome your feedback and suggestions at: bjpharmanews@gmail.com
Dr. Avani Desai, Dr. Shyam Vachhani
Key
1. Trigeminal neuralgia: Carbamazepine – Stevens Johnson syndrome 2. Tinea infection: ketoconazole - gynaecomastia
3. Pregnanacy: Thalidomide - phocomelia 4. Seizures: Phenytoin - gum hyperplasia
5. Parkinsonism: Amantadine - livedo reticularis 6. Deep vein thrombosis: warfarin - purple toe syndrome

6
5
4
Mind Games!

Treat the Toxicity

