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SPECIAL REPORT 

In our first case study on drug regulation, we examine NATCO Pharma’s breast cancer drug, 

Albupax (codenamed “A” by us), a generic version of Abraxane. The drug was at a centre of 

a dispute involving regulatory standards and featured in mainstream media for a while in 

2009, before dying an unnatural death and passing into oblivion. Here are links to some of 

the stories: Times of India, Economic Times and Mint.  

 

Abraxane is a high impact breast cancer drug developed and owned by Abraxis 

BioSciences, a leading US drug company. It was hailed as the first solvent-free nanoparticle 

albumin-bound chemotherapeutic. The drug is marketed in India by Bangalore based 

Biocon Limited. 

 

Albupax was introduced in the market in 2008 by Natco. It was considered to be quite the 

achievement at the time since it was the first time that NATCO was manufacturing a nano-

technology based product. The approval to manufacture the drug was granted to the 

originator, Abraxis on  October 11, 2007.  Natco’s approval was granted sometime in 2008.  

 

Given the drug was an anti breast cancer drug, it raked in significant revenues for both the 

originator and the generic manufacturers. While the version sold by Abraxis/Bicon sold at 

Rs. 16,640 for a 100mg vial, Natco’s drug was priced at Rs. 11,500.  

 

Natco’s version ran into controversy within months of being released in the market.   

 

In March 2009, Abraxis, and its Indian partner, Biocon complained to the the Drug 

Controller General of India (DCGI), that NATCO’s drug was dangerous, unsafe, and not 

equivalent to the original product (i.e. originator drug).  

 

The DCGI had the product tested at India’s premier government lab, CDL (Central Drugs 

Lab) located in Kolkata. The testing confirmed that NATCO’s product contained high levels 

of bacterial endotoxins. It is widely acknowledged that high endotoxin levels can cause 

acute respiratory distress syndrome and even death. Based on the test results, the DCGI on 

October 21, 2011 ordered a suspension of approvals for manufacture of Albupax and 

initiated prosecution against NATCO under Drugs and Cosmetics Act, 1945.  

 

Consequently, NATCO appealed to the Health Minister who reversed the DCGI decision in 

flagrant violation of the statutory scheme/norms under in the Drugs and Cosmetics Act. 

Naturally, NATCO was quite effusive for its praise for the government in its press release.   

 

http://articles.timesofindia.indiatimes.com/2009-07-23/india-business/28181297_1_abraxane-cancer-drug-natco-pharma
http://articles.economictimes.indiatimes.com/2010-01-11/news/28477692_1_abraxane-natco-pharma-albupax
http://www.livemint.com/Companies/UZbj0cefv0d8SR3hJMDaEI/Natco-Pharma-looks-to-relaunch-breast-cancer-drug-in-India.html?facet=print
http://natcopharma.co.in/index.php/news-for-dump/118-press-release
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Given the recent controversies around a woefully inadequate drug regulatory ecosystem, 

this case is rather shocking, in that a politician (the Health Minister) overturned the 

scientific assessment of an expert regulator (the DCGI) and effectively turned a blind eye to 

a potentially dangerous drug, in blatant violation of the statutory scheme.  

 

What is even more surprising is that despite this clear chit by the Minister himself, NATCO 

has not marketed the drug after the controversy i.e for nearly the last 3 years! We’re not 

sure what this means. Is this indicative of the fact that NATCO is wary of not being able to 

comply with safety standards? Is this an alleged admission that the earlier batches were 

not “safe”? Or does this refusal to release new batches in the market have to do with other 

business considerations? It bears noting that NATCO successfully opposed Abraxis’s patent 

claims at the pre grant stage itself.  

 

Below is a detailed analysis of what actually happened, including details which never found 

their way to mainstream media in the past. A note prepared by the DCGI summarizes the 

dispute very nicely and can be read over here. 

PROCESS: RTI’S 

As with our Form 27 investigation in April 2011, we began by filing a series of RTI’s with 

the Ministry of Health and Family Welfare and DCGI. 

 

In our RTIs we sought a copy of the entire file on the controversy from the Health Ministry. 

We’ve now uploaded this on our website, split into 4 parts, which can be accessed as 

follows: Part I, Part II, Part III & Part IV.  The chronology of events is detailed in Annexure 

A. 

 

 

 

 

 

 

 

 

 

http://spicyip.com/resources/patents/2013/albupax/DCGI%20Note.pdf
http://spicyipindia.blogspot.in/2011/04/drug-firms-and-patent-working-extent-of.html
http://spicyip.com/resources/rti/1A.PDF
http://spicyip.com/resources/rti/1B.PDF
http://spicyip.com/resources/rti/1B.PDF
http://spicyip.com/resources/rti/1D.PDF
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CHRONOLOGY OF EVENTS 

October 11, 2007 DCGI approved manufacture of Abraxane [Paclitaxel (protein 

bound particle) for injectable suspension] 

August 18, 2008 DCGI approved manufacture of Albupax  

March 11, 2009 Representatives of Biocon Limited and Abraxis Biosciences lodged 

a joint-complaint with DCGI for regulatory action against NATCO in 

relation to health risk posed by Albupax 

June 09, 2009 CDL conducted tests on samples under the supervision of a senior 

expert committee of Scientific Officers specially constituted 

consequent to NATCO’s representation 

July 13, 2009 Test report on survey samples were declared as ‘Not of Standard 

Quality’ by CDL, Kolkata 

July 16, 2009 DCGI issued a show cause notice to NATCO and directed the firm to 

recall Albupax from the market and withhold manufacture 

July 23, 2009 Inspection Report submitted by ADC(I), CDSCO Sub Zone, Andhra 

Pradesh on NATCO’s manufacturing site reveled various 

irregularities 

August 12, 2009 NATCO replied to the Inspection Report of ADC(I) 

October 21, 2009 DCGI issued an order suspending approval/permission for 

manufacture of Albupax 

October 21, 2009 DCGI gave a ‘no objection’ to CDSCO Sub-Zone, Andhra Pradesh to 

prosecute NATCO under the Drugs and Cosmetics Act  

November 17, 2009 NATCO appealed against DCGI order of suspension before Ministry 

of Health and Family Welfare 

December 23, 2009 Ministry of Health and Family Welfare stayed the DCGI order  

December 23, 2009 Ministry of Health and Family Welfare stayed the prosecution 

instituted by DCGI against NATCO 
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The Albupax files  
 

The entire controversy began with a joint-complaint filed with the DCGI on March 11, 2009 

by Dr. Kiran Majumdar Shaw, Chairperson and M.D of Biocon Ltd. Bangalore and Dr. Patrick 

Soon-Shiong, Chairman and Chief Executive Officer, Abraxis Biosciences, Los Angeles, 

California USA. (A copy of the complaint can be accessed over here).  

A. THE COMPLAINT 

The complaint alleged that when compared with Abraxane, the originator drug, NATCO’s 

generic Albupax contained higher levels of endotoxins & chloroform, apart from being less 

stable than the original product after reconstitution. Abraxis had NATCO’s samples tested 

from four laboratories: its own lab, Biocon’s lab and the laboratories of Sriram Institute for 

Industrial Research, Bangalore. In total, eight samples were tested and of these 8 samples, 

4 failed the endotoxin test. Abraxis alleged that some of the samples contained 8.5 times 

the permitted amounts of Endotoxin and about 300 to 1000 times the level of Endotoxins 

in Abraxis’s own product - Abraxane.  

 

Similarly, Abraxis alleged that of the 8 samples, 4 failed the residual chloroform tests. In 

pertinent part Abraxis alleged that some of NATCO’s samples contained 5 times the 

prescribed level of chloroform and at least 10 times the levels of chloroform contained in 

Abraxis’s own product, Abraxane.  

 

The third set of allegations pertained to impurities in the reconstituted version of NATCO’s 

product. The product is available in the form of a lyophilised powder, which means that it 

has to be dissolved in a solvent such as water to be injected into the human body. 

According to Abraxis, the reconstituted version of NATCO’s drug showed excessive 

particulate formation 8 hours after reconstitution despite claims to the contrary on its 

product label. After 24 hours at 40 degree Celsius, apparently 40% of NATCO’s drug was 

precipitated in contrast to only 2% precipitation for Abraxis’s own drug. The complaint 

thus concludes that NATCO’s product was considerably less stable than Abraxis’s own 

product and that such variation in precipitation would lead to variable dosing.   

 

The fourth set of allegations pertained to the cross linked Albumin isomers in NATCO’s 

drugs. According to the complaint, an analysis of Albupax’s sample demonstrated that the 

cross-linked albumin isomer distributions are “markedly different” from Abraxis’s product, 

http://spicyip.com/resources/patents/2013/albupax/Abraxis%20Biocon%20Final%20Complaint.pdf
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thereby affecting the safety and efficacy of NATCO’s product. As a result Abraxis concludes 

that NATCO’s product is not a generic or a bona fide copy of Abraxis’s product.   

 

The fifth set of allegations pertained to the quantity of Albumin per vial of NATCO’s 

products. Albumin is a vital component of the drug and is critical to deliver the paclitaxel, 

active ingredient, to the site of the tumour. However, as alleged by Abraxis, the Albumin 

content in NATCO’s product was 20% less than the Albumin contained in Abraxis’s product 

and according to Abraxis, a deficiency of Albumin could affect the efficacy of the product.   

B. THE DCGI INVESTIGATIONS 

Pursuant to this complaint, the DCGI requested its Zonal offices to depute drug inspectors 

to draw samples from NATCO and dispatch them to the Central Drug Laboratory (CDL) 

Kolkata for testing.  

 

The samples were drawn and sent to CDL, Kolkata as required on April 02; April 09 and 

April 15, by three different Zonal Offices at Hyderabad, Mumbai and North Zone 

respectively. All samples were then sent to CDL for tests. After conducting the tests, the 

CDL informed the DCGI via a letter dated 13th July, 2009 that the samples did “not conform 

to the manufacturer’s specifications with respect to bacterial endotoxin test”. A copy of the 

letter can be accessed over here along with the CDL lab reports.  

 

In fact all 4 samples tested by CDL failed the bacterial endotoxin test. In its report to the 

DCGI, CDL, Kolkata states that the endotoxin levels were tested using two different kits – 

the Lonza kit which was supplied by NATCO itself and the Charles River Endosafe kit, which 

was commonly used by CDL for endotoxin tests. According to CDL, the Lonza kit provided 

by NATCO failed the basic sensitivity test as a result of which CDL suspected the purity of 

the test-kit supplied by NATCO. The tests conducted with the Charles River kit showed 

positive for endotoxins and that it failed the limits mentioned in the manufacturer’s 

specification. The tests were repeated again, after some representations by NATCO, in the 

presence of a committee of senior officers at CDL, with a freshly procured kit and the 

samples once again failed the tests. Curiously enough, CDL does not appear to have tested 

for any of the other safety and efficacy allegations mounted by Abraxis, including 

chloroform levels and stability of the reconstituted solution. The reports are silent on these 

allegations. However, in so far as chloroform levels are concerned, CDL admits that it did 

not possess the “recommended instrumental facility” to check for this.  

 

http://spicyip.com/resources/patents/2013/albupax/CDL%20Report.pdf
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On the basis of this report, the DCGI on July 16, 2009 wrote to NATCO suspending its 

licence for the manufacture of Albupax with immediate effect, along with a show cause 

notice as to why it should not be prosecuted for the violation of the Drugs and Cosmetics 

Act. That letter can be accessed over here. 

 

At the same time, the officers from CDSCO (A.P. Zone) visited NATCO’s premises to 

investigate its manufacturing facilities. The final investigation report submitted by these 

officers to the DCGI, on July 23, 2009 can be accessed over here and here. As you can see, 

the report details several flaws with NATCO’s manufacturing process for Albupax, including 

the alarming revelation that “the firm has not conducted any stability studies of the 

reconstituted solution of the product earlier. The investigation report reveals that the firm 

initiated studies relating to the stability of the reconstituted solution very recently.” 

 

On August 12, 2009, NATCO replied to these allegations in a letter where it alleged that the 

Charles River test kits used by CDL were not accurate and that it should have instead 

conducted the tests with the Lonza kits supplied by NATCO (as noted earlier, CDL actually 

found these kits to be defective). The reply can be accessed over here. NATCO also informs 

the drug controller that the same samples tested by CDL were found to be safe in tests 

conducted by a NABL accredited independent lab in Hyderabad by the name of Vimta 

Laboratories.  

 

Interesting thing about Vimta, is that its name pops up even in the Ranbaxy scandal. 

Katherine Eban’s, now famous ‘Dirty Medicine’ article in CNN, mentions how Vimta Labs 

was central to the entire scandal. We extract the most pertinent part of the article over 

here: 

 

Back in his office, Kumar handed him a letter from the World Health Organization. It 

summarized the results of an inspection that WHO had done at Vimta Laboratories, 

an Indian company that Ranbaxy hired to administer clinical tests of its AIDS 

medicine. The inspection had focused on antiretroviral (ARV) drugs that Ranbaxy 

was selling to the South African government to save the lives of its AIDS-ravaged 

population. As Thakur read, his jaw dropped. The WHO had uncovered what seemed 

to the two men to be astonishing fraud. The Vimta tests appeared to be fabricated. 

Test results from separate patients, which normally would have differed from one 

another, were identical, as if xeroxed. 

 

Regardless of the reply by NATCO, the entire case was referred to the Government lawyers 

for a legal opinion and on receiving such an opinion, the DCGI granted the A.P. Zonal Officer 

http://spicyip.com/resources/patents/2013/albupax/DCGI%20Suspension%20Order.pdf
http://spicyip.com/resources/patents/2013/albupax/Albupax%20Invetigation%20Report.pdf
http://spicyip.com/resources/patents/2013/albupax/Facility%20Inspection%20Report.pdf
http://spicyip.com/resources/patents/2013/albupax/NATCO's%20Reply.pdf
http://features.blogs.fortune.cnn.com/2013/05/15/ranbaxy-fraud-lipitor/
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permission for the criminal prosecution of NATCO. The legal opinion can be read here and 

the NOC from the DCGI for the prosecution can be accessed over here.  

C. THE APPEAL 

Aggrieved with the DCGI’s order, NATCO filed an appeal, dated November 17, 2009 with 

the Central Government, as permitted under the Drug and Cosmetics Act. The appeal can be 

accessed over here. In its appeal, NATCO alleges that Abraxis was making allegations only 

to drive it out of the market. It also stated that it had mounted a challenge to Abraxis’ 

patent in a pre grant opposition procedure. On merits, NATCO sticks to its original 

argument of how CDL should not have used Charles River test kits and that the endotoxin 

levels of its drug were well within safety limits. The company demanded as a matter of 

right, retesting of its samples in a different government laboratory.  

 

(The entire list of events before the Ministry of Health is nicely summarized in this note 

prepared by the Ministry.) 

 

The Health Minister Ghulam Nabi Azad was relatively quick to issue a temporary stay of the 

DCGI’s order on the grounds that NATCO was not given a chance to be heard and also 

because it had made allegations against the testing process at CDL. He also recommended 

testing of new samples. You can read the stay order, dated December 23, 2009, from the 

Health Ministry over here.  

 

The stay was to operate until the appeal was decided. It is surprising that the Health 

Minister thought it necessary to issue a temporary stay, despite the severity of the 

allegations against NATCO. Particularly since NATCO had, by their own admission recalled 

all earlier batches and also stopped further manufacture? Why not wait until the samples 

could be retested – what was the hurry to allow NATCO to re-enter the market? NATCO 

sends a ‘thank you’ letter to the DCGI for “revoking the suspension order” and announced 

its intention to release the product into the market in the next couple of months. It is a bit 

surprising that the CEO of NATCO interpreted a ‘stay’ as a final disposal instead of a 

temporary measure pending disposal of the appeal and proceeded to release new batches 

of the drug into the market. You can read the entire letter over here.  

 

In order to decide the final appeal, the Under-Secretary wrote to several medical experts to 

get a better understanding of the issues at hand. One such opinion from Dr YK Gupta, Head 

of Pharmacology, AIIMS clearly warned the Government on the dangers of high endotoxin 

levels stating that any product which did not pass the limit test for endotoxin should be 

http://spicyip.com/resources/patents/2013/albupax/legal%20opinion.pdf
http://spicyip.com/resources/patents/2013/albupax/NOC%20for%20prosecution.pdf
http://spicyip.com/resources/patents/2013/albupax/NATCO%20Appeal.pdf
http://spicyip.com/resources/patents/2013/albupax/Ministry%20Note.pdf
http://spicyip.com/resources/patents/2013/albupax/Stay%20Order.pdf
http://spicyip.com/resources/patents/2013/albupax/Thank%20you%20letter%20from%20NATCO.pdf
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prohibited immediately. It can be accessed over here. There are some other opinions which 

we are not reproducing over here but which can be read in the entire file that is up on the 

website.  

 

More interesting is the exchange between the Health Ministry and the CDL. In a fax dated 

December 21, 2009 the Health Ministry asked CDL to comment on the allegations made by 

NATCO regarding the allegedly faulty process used by CDL to carry out the tests especially 

the choice of test-kits. A copy of the letter can be accessed over here. In a strongly worded 

response, the Director of the CDL informed the Health Ministry that they stood by their 

tests and submitted a unanimous report signed by senior scientists at CDL. This letter can 

be accessed over here. 

 

At the same time, the Health Ministry also asked the DCGI/CDSCO to submit a report on 

why NATCO was not given a chance to respond before its licence was suspended and to 

recount other cases in which actions had been taken by the DCGI. In its long reply to the 

Ministry, dated January 6, 2010 and signed by all its members, the CDSCO refuted all 

allegations and informed the Ministry that NATCO was given an opportunity to present its 

defence at every stage of the process and that the company had simply failed to give any 

cogent reason for its samples failing the endotoxin test multiple times. The CDSCO letter 

also informed the Health Ministry that under Section 25(3), NATCO had a period of 28 days 

to contest the test reports of CDL, but that it had failed to respond within the time period.  

 

Most importantly, CDSCO informed the Health Ministry that while it was using a testing 

methodology prescribed by the Indian Pharmacopeia (I.P.), NATCO’s methodology was not 

as per the guidelines prescribed by the I.P. and as such NATCO could not allege that the 

process followed by CDL was flawed. The reply also makes it a point to refer to the 

inspection report of NATCO’s facilities and it informs the Ministry that NATCO was in 

“gross non-compliance” of GMPs standards. 

 

Apparently, according to guidelines (Guidelines for taking action on samples of Drugs 

declared spurious or Not of Standard Quality) laid down by the Drugs Consultative 

Committee, a statutory body under the D&C Act, NATCO’s product would have to be 

classified as a “Grossly sub-standard drug” and as per these guidelines a prosecution had to 

be launched in such cases.  

 

Towards the end of the reply, the CDSCO also refers to a decision of the Allahabad High 

Court where it was held that if a sample is tested at a Central Drug Laboratory, the test 

http://spicyip.com/resources/patents/2013/albupax/AIIMS%20Opinion.pdf
http://spicyip.com/resources/patents/2013/albupax/Health%20Ministry%20Letter%20to%20CDL.pdf
http://spicyip.com/resources/patents/2013/albupax/CDL%20reply%20to%20Health%20Ministry.pdf
http://spicyip.com/resources/patents/2013/albupax/Facility%20Inspection%20Report.pdf
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report from the laboratory is conclusive and that it need not be tested in any other 

laboratory. Though we were unable to obtain a copy of the High Court decision, the matter 

seems to have been appealed before the Supreme Court. And the Apex Court (here) 

dismissed the appeal without overruling findings of the High Court decision.  

 

In the end, the CDSCO letter mentions that it would draw fresh samples, as directed by the 

Health Ministry. The reply can be accessed over here. The reply also contains some 

interesting details of non-compliance by other companies.     

 

Normally, under administrative law principles, the opinion of the regulator should prevail 

on merits, unless there is a major procedural lapse on part of the regulator in which case 

the decision of the regulator can be set aside.  

 

Given that both the DCGI and the CDL had defended their orders/tests vigorously, one 

would have expected the Health Ministry to defer to this specialist decision, particularly 

since the drug in question was a cancer drug and high toxicity levels could even cause 

death. However the Health Ministry over-ruled the regulators on the grounds that both the 

initial round and secondary round of testing took place at the same laboratory – CDL, 

Kolkata; instead of testing the samples at two different laboratories. The entire order can 

be accessed over here. 

 

According to the Health Ministry “Thus there is an apparent flaw in the procedure being 

adopted by the CDSCO in general. It should have adopted at least two tiers of labs for 

testing of all samples, one at the preliminary level and other at the appellate level. The CDL, 

Kolkata should have functioned only as an appellate lab in such cases. As the principle of 

natural justice would demand, in the present case, the impugned company is entitled to get 

its product in question freshly tested in a fair and judicious manner in a lab other than CDL, 

Kolkata. The results of testing of CDL, Kolkata shall not be valid in this case.”     

 

There are very obvious flaws with this line of reasoning: 

 

The statutory scheme makes it clear that CDL will function as an appellate lab only when 

the initial testing is done at another lab. In cases where the first round of testing is itself 

done at CDL, then as per the current statutory framework, the CDL testing report is to be 

treated as final and conclusive. The relevant provisions of the Drugs and Cosmetics Act, 

1940 are reproduced below:  

 

http://www.indiankanoon.org/doc/462110/
http://spicyip.com/resources/patents/2013/albupax/DCGI%20Reply.pdf
http://spicyip.com/resources/patents/2013/albupax/Minister%20Order.pdf
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25. Reports of Government Analysts   

 

(3)Any document purporting to be a report signed by a Government Analyst under 

this Chapter shall be evidence to the facts stated therein, and such evidence shall be 

conclusive unless the person from whom the sample was taken or the person whose 

name, address and other particulars have been disclosed under section 18A has, 

within twenty-eight days of the receipt of a copy of the report, notified in writing the 

Inspector or the Court before which any proceedings in respect of the sample are 

pending that he intends to adduce evidence in controversion of the report. 

 

4) Unless the sample has already been tested or analysed in the Central Drugs 

Laboratory, where a person has under sub-section (3) notified his intention of 

adducing evidence in controversion of a Government Analyst’s report, the Court 

may, of its own motion or in its discretion at the request either of the complainant 

or the accused, cause the sample of the drug 1[or cosmetic] produced before the 

Magistrate under sub-section (4) of section 23 to be sent for test or analysis to the 

said Laboratory, which shall make the test or analysis and report in writing signed 

by, or under the authority of, the Director of the Central Drugs Laboratory the result 

thereof, and such report shall be conclusive evidence of the facts stated therein. 

 

Given that this statutory conferral of near final status to CDL reports pertains (for 

the most part) to court proceedings, it is more than amply clear that the same should 

prevail for internal investigations and statutory appeals to the Central Government. 

 

Further and more importantly, NATCO does not offer any credible reason for questioning 

the integrity of the CDL analysis. The only reason it offers is that CDL did not test using its 

own supplied Lonza kit. The CDL however replies states that it did use the Lonza kit, but 

found it to be contaminated. Also the CDL test was repeated with samples twice and the 

second time in the presence of senior officials all of whom stood firmly by their decision 

that the samples contained way too high endotoxin levels.  

 

When the testing was done in accordance with the statutory framework, where was the 

reason to over-rule the technical opinion of the DCGI, an opinion based on multiple rounds 

of testing at the country’s premier lab, CDL? Particularly when experts including the AIIMS 

professor have categorically warned the Ministry of adverse implications on health due to 

high endotoxin levels. In pertinent part, Y. K. Gupta observed that: “Presence of high 

Endotoxin can cause mild allergic, fever, rashes to severe Anaphylactic reactions. Even 

deaths have been reported due to Endotoxin shock. The cancer patients are in particular 

vulnerable population, since they are usually immunocompromised.”  
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D. THE AFTERMATH 
 

Eventually, NATCO’s product cleared a third round of testing at CDL. The CDL test reports 

dated January, 2011 can be accessed over here. After this clean chit from the CDL, the A.P. 

Office of the CDSCO sought to drop the prosecution against NATCO and the Health Ministry 

gave the decision its stamp of approval. The relevant correspondence can be accessed over 

here. Thus ended NATCO’s legal woes.  

E. UNANSWERED QUESTIONS  
 

This controversy raises several unanswered questions: 

 

1. Firstly, despite a clean chit by the Health Minister in 2010, why has NATCO chosen 

to keep the drug away from the market? Is this indicative of the fact that NATCO is 

wary of not being able to comply with safety standards? Is this fear of releasing new 

batches an alleged admission that the earlier batches of Albupax were not “safe”? Or 

does this have to do with other business considerations?  

 

2. Secondly, in Abraxis’s complaint, it listed not 1 but 5 serious defects in NATCO’s 

product. We’ve outlined all 5 defects above – why is it that the DCGI and CDL 

analysed only endotoxin levels without examining any of the other issues raised by 

Abraxis. What about the elevated Chloroform levels, deficiency in Albumin levels etc. 

Why didn’t the DCGI look into any of these issues? The CDL claims that it does not 

have “recommended instrumental facility” to test for chloroform? Given that this is 

the premier testing lab, does not cast serious doubts on the infrastructural 

readiness of India to enable safe drugs in the market for its citizens? 

 

3. Thirdly, how could the Health Ministry (and the Minister directly at that) 

contravene the statute so blatantly and overrule a decision of the regulator? 

Especially when the drug is a cancer drug and the biosimlar version allegedly 

contains high level of toxicities.  Both the CDL and the DCGI note in their report to 

the health ministry that elevated endotoxins are extremely harmful and can even 

cause death.  

 

…Albupax of NATCO Pharma Ltd. failed in Bacterial Edotoxin test in the 

Appellate Lab (CDL, Kolkata) and investigation has reported their gross non-

compliance to GMP and testing requirements, posing a high health risk 

http://spicyip.com/resources/patents/2013/albupax/Natco%20RTI%202_008.pdf
http://spicyip.com/resources/patents/2013/albupax/Natco%20RTI%201_35.pdf
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including death to the cancer patient, it became incumbent upon the DCG(I) 

under the Act as well as in the public interest to allow the natural course of 

legal action including suspension / cancellation of permission and 

prosecution.  

 

The suspension / cancellation of permission and prosecution are the natural 

corollary under the Act in situation where a product fails in the critical standards of 

quality threatening the lives of patients. In view of the firm’s continuous failures on 

all fronts against various given to them, there was no situation or circumstance for 

not allowing the prosecution under the Act against NATCO Pharma Ltd.  

  

4. And lastly, the larger question is how and why the DCGI failed to detect these defects 

before the complaint from Abraxis? Should there not be effective post marketing 

surveillance and a push to mandatorily comply with this? Further, if this is a new 

drug, how was NATCO given permission to market in 2008, barely a year after the 

innovator company was granted permission? And on what basis was the biosimilar 

approved? What were the norms then? Did the DCGI merely look at bio-equivalence 

or did it insist on something more, as it is commonly acknowledged that mere bio-

equivalence confirmation does not work for biosimilars in order to guarantee their 

safety and efficacy.  

 

If the truth is out there, one hopes that it will certainly out in the days to come. If 

not, this will be yet another sad burial, as have most other drug regulatory lapses in 

the past. 

F. CONCLUSION 
 

This case study highlights the cavalier manner in which the government deals with drug 

regulation. In any other jurisdiction, it would be unthinkable for a politician to overrule a 

reasoned decision of the regulator in blatant violation of the statutory framework. 

 

The governments’ message to drug companies seems to be thus: we’re perfectly okay if you 

play around with public health by releasing highly toxic drugs in the market. We’ll simply 

ask you to recall existing batches. You can then manufacture fresh batches without the 

toxic impurity and release them on the market, and we’ll forget it ever happened. No 

liability will ever attach to you despite the fact that your drug cost the lives of Indian 

citizens! 
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SPECIAL REPORT 

G. APPEAL 
 

Given that this is our first major foray into the drug regulatory ecosystem, we may have 

missed some of the finer nuances and will be very grateful to readers who can point this 

out. Also we are looking for more stories to work on in this area. So any tips on this count 

are more than welcome. Needless to add, we promise to maintain your anonymity as a 

source.  

 


