NOTE FOR SUPPLEMENTARIES ibl esti and answaors

Question

The three Public Sector Institutes, CRI, PIl and BCGVL have been manufacturing
vaceines in spite of WHO guidelines and deficiencies pointed out from 2001
onwards. Then why, their licenses were cancelled?

Answer

The manufacturing of vaccines is regulated by Schedule M of Drugs and Cosmetics
Rules, 1845 pertaining to Good manufacturing Practices (GMPs) framed under the
Drugs and Cosmetics Act, 1940. These Rules were amended in 2001 to make it at
par with intemational standards. It became mandatory for the existing drug
manufacturing units since 1% August, 2004. The objective of the revised Schedute
M is to ensure that faciliies engaged in manufacture of wvaccines and

pharmaceuticals have inbuill quality system for assuring safely, efficacy and quality

of pharmaceuticalbiclogical products. A total period of two and a half year was
parmitted for medemisation and renovation of premisesffacilites to become
Schedule M compliant. This was applicable to both public as well as Private sector
units. Many of the units which did not comply with these provisions had to shut
down their manufacturing activities.

A partial compliance to the stahttory requirement was considered adequate by
WHO in the earlier years. The three institutes were inspected in August, 2007 by
an Inspection team consisting of Central and State Drug Inspectors along with
WHO vaccine experts under NRA assessment by WHO. The leam observed that
the facliies for manufacturing, testing, in process controls of the vaccines and
procedures followed were not in compliance to the GMP noms as per the
provisions of Schedule M to the Drugs and Cosmetics Rules. Show-cause nolices
ware issued by DCG() to three Institutes on 14.12.2007, The PSUs were inspected
{or verification of compliance in the first week of January, 2008. As they were found
still non-compliant and were not in a position to comply immediately, their licenses
were suspended with effect from 15" January, 2008 by the Drugs Controller
General (India) under the provisions of Rule 85 of the Drugs and Cosmetics Rules,
1945, '

Question

CRI and BCGVL are subordinate offices under the control of DGHS, which is an
attached office of the Ministry of Health and Family Welfare. Pll is an autonomous
institute under the administrative control of the Ministry. What steps were taken by
the Government to make the institutes GMP compliant?

Answear

Steps were taken from time to time for renovation of buildings of the institutes.
Hospital Services Consultancy Corporation (India) Limited (HSCC) was entrusted
with the job of renovationfupgradation of DPT vaccine manufacturing laboratory of
CRI Kasauli in 1997-98, to meset the requirements of current GMP for safe
production and testing of vaccines. The facilities created at the cost of Rs.11.85
crores could not be put to use due to the sub-standard construction/not meeting
GMP requirements. Necessary action is being taken against the officers found
























