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Inaugural Session
LAHORE: Pakistan Pharmaceutical Manufacturers Association (PPMA) organized its Third Pakistan Pharma Summit in Lahore, July
24-25 2017. The theme of the Summit was Expanding the Possibilities. It attracted a large number of delegates from different
sections of the pharma industry i.e, manufacturing, marketing and quality control besides drug regulatory authority DRAP and
representatives of Punjab and Federal Government.
Dr. Kaiser Waheed Chairman PPMA in his welcome address said that Pakistan is a developing country
though the West consider us as an under-developed country. Bangladesh is also a developing country but
in the field of pharmaceutical they are far ahead of us. A number of Pakistani Pharmaceutical companies
are trying a transformation to a developed state by meeting the stringent regulatory standards of the
developed countries.
Drug Regulators should work as facilitators. At present 5 Pakistani Pharma companies are investing
overseas because business environment is not friendly in Pakistan- Dr. Kaiser Waheed
Continuing Dr. Kaiser Waheed said that we should be proud of the fact that Pakistani Pharmaceutical industry is meeting almost
90% of the countrys demand of the drugs and only 10% have to be imported. He also pointed out that as an industry we are also
fearful of the impact of CPEC and we should be ready to face competition. The regulatory authorities require the pharma industry
to meet their regulatory requirements but the industry has its own limitations. In Pakistan the prices of the drugs are so low that it
is difficult for the Pakistani pharmaceutical industry to compete in the international market. Its a pity that we as an industry have
to pay taxes on packaging material as well while the importers just pay the 10% duty. Dr. Kaiser Waheed also disclosed that five
Pakistani pharmaceutical companies are investing outside Pakistan. Why they are doing it because they do not find the environment
in Pakistan business friendly. On top of it, investment in Pakistan is restricted because of strict price control policy. As businessmen
we just need a congenial environment for doing business & thats all. We strongly hope that this pharma summit will be a great
learning experience for all of us.
Dr. Kaiser Waheed was of the view that the regulators should work as facilitators. He further added that the Safety of medicines is a
prime concern for all of us and the regulators as well. We have to make investment to improve our manufacturing facilities keeping
in view our resources. We in the Pharmaceutical industry care for the patient who cannot afford drugs. Unfortunately the pharma
industry does not enjoy good reputation despite the fact that it is working hard to make the country self-sufficient in drugs and
medicines but we are determined to make that happen.
Mr. Haroon Qassim Chairman of Pakistan Pharma Summit-III and Managing Director of PharmEvo in his
speech stated that each moment in history is precious and unique. Sometimes these very moments set
the shape for decades and centuries. Todays event could be one such moment. Outlook for the Pakistani
pharmaceutical industry has never been brighter but at the same time
the lurking perils are dampening its luster. Some feel that the industry is now becoming a basket case due
to tough regulatory challenges, poor healthcare policies by the governments along with technological
revolution. Continuing Mr. Haroon Qassim said that if we look globally, all health economics are facing
similar challenges and we in Pakistan were no exception. Some of the problems which the pharma industry
in Pakistan faces, he said, are rising cost of doing business, changing demographics whereby the people
are now living longer with chronic diseases. At the same time, the patients are now more educated and this is putting the pharma
industry to the test. Patients are now demanding that their needs be answered & their aspirations be met.
China and India have liberalized their drug pricing which among other benefits has also accelerated their exports
-Haroon Qassim
The issue of drug prices is often highlighted when we talk about regulatory challenges. China and India have liberalized their drug
pricing which among other benefits has also accelerated their exports. In case we in Pakistan manage to address this issue, we have
great potential to reach up to the next level. Continuing Mr. Haroon Qassim said that may it be the precision medicine that provides
the biological basis of disease to health sensors targeting Parkinsons disease, diabetes, cardiovascular disease, asthma and breast
cancer in addition to the recently FDA approved drug for epilepsy, the jump was unbelievable. Sophisticated and organized
counterfeiters are the pharma industrys biggest migraine as they also put millions of lives at risk every year. We also need to tighten
the supply chain to eliminate the illicit drugs.
Speaking about the regulatory bodies across the globe Mr. Haroon Qassim said that they are planning to implement the process
of serialization in their systems by the year 2020. This is being done to protect the patients from the menace of counterfeit drugs.
In Pakistan DRAP also has plans to implement serialization process a bit quicker as compared to USA and Europe which is very
encouraging. However, Mr. Haroon Qassim also added that there is a word of caution. We in the pharma industry believe that an
entire ecosystem has to be built before venturing into the complexities of this magnificent tool as being over ambitious sometimes
has some undesirable consequences. Pharma industry appreciates the DRAP for its futuristic approach but he suggested that the
DRAP should work as a partner with the industry rather than confronting and issuing SROs.
Industry appreciates DRAPs futuristic approach but it should work as a partner with industry rather than confronting
it - Haroon Qassim
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According to reports by 2020 or 2021, it is expected that almost 75% of the Worlds pharmaceutical supply chain will be covered
under various regulatory mandates. Compliance with these regulations will require the pharmaceutical companies to invest in new
technology, make major process changes besides restructuring their supply chains. No doubt this is a tall order and as industry, are
we ready for that, he asked? He hoped that this Summit will result in some practical and concrete results. This is a historic opportunity
to widen and reassess our capabilities to tackle the challenges we in the pharma industry are facing today. We must keep the promises
we make today, he added. His passionate plea to the pharma industry and the regulatory agencies was that we must work together
to ensure maximum benefit to the patient while minimizing the risks. He stressed the importance of objective dialogue between
the industry and the regulatory bodies on regular basis.
This will go a long way in resolving and dissolving all emerging challenges and issues which will provide a win-win scenario for all
of us.
Mr. Haroon Qassim, thanked Dr. Sarfraz Niazi from USA, a pioneer in Biosimilars who has contributed a great deal to the scientific
literature as well and Dr.Rene Roth Ehrang from Germany on coming to Pakistan to participate in the Summit and enrich the
participants with their valuable views. The organizers have put in a lot of efforts to organize this Summit and I hope our objectives
will be achieved at the end of the two days deliberations. He also thanked his colleagues in the PPMA who extended their valuable
help and assistance to organize this event.
Dr. M. Aslam Chief Executive of Drug Regulatory Authority of Pakistan (DRAP) in his speech commended
the Pakistani Pharmaceutical industry for making quality drugs available at affordable prices. Our concern
about quality and safety is common and important. It is our duty to make available quality drugs and ensure
compliance with regulatory mechanism. It will support the business as well and earn the industry a lot of
goodwill and also help boost our drugs exports. He congratulated the PPMA leadership for organizing such
an important event. He then read a message from the Federal Minister of State for Health Ms Saira Afzal
Tarrar which stated that health as a fundamental human right for all people. Government of Pakistan is
determined to provide health cover to the entire population by 2025. Through DRAP we are helping the
pharma industry which is our supply chain partner. Technology is developing fast and it depends upon us
how quickly we can adopt it .
Educated patients are a challenge for doctors. In the past it was only the quality but now safety of drugs is also sharing the
focus. Dr. M. Aslam Afghani
Dr. Aslam was of the view that with ever increasing knowledge, concerns are also increasing. Now people have been empowered
to have knowledge in their own hands in the shape of smart phones and as a result todays patients are more educated, they know
the risk factors. Educated patients are a challenge for the doctors. Drug manufactures and other institutions know about it. In the
past it used to be quality but now safety is also sharing the focus. There are three things which are most important for smoothly
running a business i.e. Sustainability of the business. Second is the management and leadership, keeping in mind the technological
and society needs & thirdly regulatory compliance. Many plants had to be closed which did not take care of these factors. Industry
must know what it wish to do in future. You need to develop a strategic plan for the pharma industry where it wants to see itself in
the next five, ten and twenty years. He reiterated the governments determination to ensure supply of safe, effective, quality drugs.
We must plan so that we are able to maintain, sustain and grow in future, Dr. Aslam remarked.

Thematic Presentation on Pakistans Pharma Industry
Mr. Jawed Akhai, Chairman Martin Dow in his thematic presentation on Pakistans Pharma industry discussed
in detail its success story. It could do much better provided the regulatory framework, he opined, would
have been helpful and supportive. Pharma is a Sunrise industry which can lead to economic prosperity.
Speaking about the global pharma industry, Mr. Jawed Akhai said that it was a difficult times due to health
insurance programs, stringent governments with traditional pricing mechanism and decreasing healthcare
budgets. In an environment of strict price control, it was difficult to navigate. Internal culture of the companies
also matter. He was of the view that its time that we reconsider todays business model. Competent pharma
industry specialists should work for PPMA who should advise the regulatory bodies on regulatory issues &
pricing and all this should be aimed at facilitating the pharma industry. At present returns on investments
are slim. We are faced with the disruption & challenging times that calls for restructuring our policies. In
Pakistan we are facing a lot of regulatory constraints. Challenges which we are facing in Pakistan are different from the industry and
business worldwide. Regulators are taking steps for innovations. FDA and European Union are shortening the time for registration.
At times they offer out of the queue help and are all the time ready to discuss out of the box solutions. This is what is needed in
Pakistan as well, he remarked.
Pharma industry has great potential only business friendly environment is lacking - Jawed Akhai
Patients in Pakistan also deserve early access to safe and effective drugs. But what happens, SROs are issued without taking the
pharma industry into confidence. Pakistan Pharma industry is still very young but even then we meet over 90% of Pakistans drugs
requirements. We are fortunate. There are countries in the world who are totally dependent on imports. However due to unpredictable
regulatory process, inconsistencies we are not sure about the turnaround time. Authorities do not appreciate and realize the problems
faced by the pharma industry. He suggested that pharma industry should be exempted from Sales Tax. We cannot claim it from the
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Government and we cannot pass it on to the patients either. However, in the long run, it becomes part of the cost and then it is a
burden on the patients because it becomes part of the cost of production.
Regulators need to change their negative mindset and we all must work together to eliminate Trust deficit - Jawed Akhai
Talking about the counterfeit drugs, Mr. Jawed Akhai said that let us proceed with a positive frame of mind. Pakistan Pharma industry
is facing lot of problems. The menace of counterfeit drugs cannot be checked so easily. We need to target the developed countries
through exports. Let us not remain dependent on the domestic market. Reasonable time lines of three to five years should be agreed
to get new technology but SROs require compliance within six months which is not feasible. He alleged that DRAP people are not
competent enough to draw the timeline for implementing new technologies. They do not realize the importance of these issues
as they do not do their homework properly. DRAP is not interested to compensate the cost which the industry has to incur on
bringing in new technologies. Increase of price is a burden on the patient but in short term it is a burden on the industry. Let the
Government and DRAP share this cost by encouraging exports of drugs. Billions of rupees collected from the pharma industry in
the name of Research Fund should be used to help the pharma industry. What good this Fund has done so far, he asked? Licensing
and Registration has been expedited but a lot more is needed. No registration of Vitamins is being offered yet despite the fact that
these preparations are being regularly imported into the country at a much higher cost. Delay of ten to fifteen years is not
understandable.
Strict price control of drugs, Mr. Jawed Akhai said has created uncertainty for the pharma industry. A large number of multinationals
have left Pakistan which should be an eye opener for the government and the regulatory agencies. We should aim at boosting the
countrys economy through exports while working with the DRAP. Negative mindset of the regulators in DRAP needs to be changed.
Theres a huge trust deficit. Having said that future of the pharma industry looks bright with lot of opportunities despite all this. With
the expiry of patents, we have lot of opportunities. When we decided to acquire a drug manufacturing plant in France, the French
Government, Mr. Jawed Akhai said facilitated this but in Pakistan, government officials are not receptive. French Government helped
us even with the European Union to accelerate the licensing process and the plant was certified within no time. With government
support, we can do much better. He recalled that when they requested the government authorities in Pakistan for early inspection
of their plant and quick registration of products as huge investments made was lying idle, their response was, it is your problem
and not our headache. He concluded his presentation by stating that potential is there but business friendly positive environment
is lacking. We need to expand our potential. He hoped that the officials of DRAP and other regulators will respond to these issues.
Mian Mujtaba Shuja-ur-Rehman Minister of Excise and Taxation, Government of Punjab who was chairing
this session in his speech said that most of the issues highlighted here relate to the Federal Government.
He hoped that they will respond to it. Regarding Punjab Drugs Amendments in 2017, the Cabinet Committee
formed by the Punjab Chief Minister has held discussions with the representatives of the pharma industry.
We have made lot of progress and hopefully it will be passed in the coming Punjab Assembly session. He
assured to extend all possible help and assistance to the pharma industry. He then briefly talked about
the measures taken by the Government of Pakistan to end load shedding by making lot of investments in
the power and energy sector, building roads network & establishing industrial zones. All this have helped
the economy to grow from 3. 8% to 5.3%. Government is also working in the agriculture sector. CPEC is a
great opportunity. We should all work together to develop the country and brighten future of Pakistan, he remarked.

New Emerging Therapeutics and Regulatory Imperatives
In the second session Dr. Sarfraz K Niazi from USA was the guest speaker. The topic of his presentation
was New Emerging Therapeutics and Regulatory Imperatives. To begin with, he referred to a book A Brief
History of Medicine: From Hippocrates to Gene Therapy and pointed out that the best way to predict future
is to invent it. If we look in the past, present and future, it was traditional medicines in 1950s and in 2010
we had all Pharma based therapies. Now we are moving towards disease death solutions. Speaking about
the Bodys Internal Pharmacy, Dr. Sarfraz Niazi remarked that when Socrates died at the age of seventy
years around 399 BC, he did not die of old age but instead by execution. Is it not ironic that ancient Greeks
lived into their 70s and even beyond that but almost over two thousand years later, we are not living much
longer?
What is now emerging is antibody technology, Nanomedicine, Drug Resistance, rDNA, Molecular and cellular and Gene therapy.
Some of the Bio therapeutics which were currently in the pipeline
include Recombinant DNA, Gene for Human growth Hormone, DNA insertion, DNA recombination and Human cell. This is going
to be the ruling technology of tomorrow. By 2020 the drug market is likely to be oncology 21%, Insulins 10% whereas
immunosuppressive agents will account for 10%, Autoimmune 9%, and pure vaccines 7%, Infections 7% while others will be about
16%. We at Adello Biologics the Biosimilar developer at New Jersey USA, Dr. Sarfraz K. Niazi said share a passion for making a difference.
I have authored Hand Book for testing biosimilars in two volumes. It has redefined the entire technology of manufacturing. I am the
largest solo inventor of Bioprocessing and was offered Global Generics and Biosimilar Award in 2014. I also had the distinction of
getting one of the fastest patent ever issued by USPTO. He then displayed a list of the 2020 leaders which included Humira, Opdivo,
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Tecfidera, Entresto, Enbrel, Xtandi, Keytruda, Eylea, Prevnar 13, Harvoni, Avastin, Soliris, Eliquid, Remicade etc. Speaking about Ex
Vivo Gene Therapy Dr. Sarfraz K. Niazi said that Gene therapy is specific to future. Days are not far off when we will have customized
therapies. Crisper Pill using Crisper technology will replace antibiotics but still it requires years of research efforts before it gets to
the consumers. One of the drugs from Novartis for cell therapy has been recommended for approval by FDA Advisory Committee.
This drug is meant for treatment of Paediatric young adult B. Cell ALL. The question is how to provide practical solutions as oncology
demands ideal solutions, he remarked.
Crisper Pill will replace antibiotics but it still requires years of research before it reaches to consumers - Sarfraz Niazi
Dr. Sarfraz Niazi then talked about Bio Waivers and how Generics industry started in USA. Now FDA has called for public comments
on Bioequivalence testing for Generic Drugs. As a result of Regulatory Transformation, FDA has created a new Division. These include
Alternative Medicine and Botanical Guidance, Molecular Medicine Division, Biosimilar Guidelines and Experts Committee. I myself
has contributed a great deal to these. Now we are moving towards filing free system to ensure expedited review because medicine
delayed is medicine denied. They are also taking help from experts & external reviewers. What is important for DRAP is to ensure
accessibility of drugs to the entire population which is very low at present. It must come up with responsive and responsible Guidelines
for biological drugs and Gene Therapy. DRAP must accelerate its approval process. It should work on risk based approval. It can take
help from external reviewers, Ex Pakistan and follow the EMA model. Approval should be fee based and DRAP should establish
collaboration with other agencies besides participating in post marketing surveillance.
DRAP must come up with responsive and responsible Guidelines for biological drugs and Gene Therapy - Sarfraz Niazi
His advice to the PPMA was that if it wishes to achieve Five Billion USD drugs export by 2025, it must enter the regulated market. It
should work on graduating from simpler to more complex drugs, plan to include biologics, establish Global partnerships, and get
advice from Global Regulatory agencies. Self-inspection and coaching is much better than policing. Instead of working individually,
plan and opt for collective efforts from the PPMA platform. What is relevant for everyone in Pakistan i.e. pharma industry, regulators,
policy makers was to have passion, vision, goals and objectives. This is an exercise which is unfortunately widely ignored. We need
a robust business model to support our Vision to sell globally. There is an urgent need to Connect, Communicate and Collaborate.
Making safe medicines accessible should be our goal. He reminded the pharmaceutical industry that they have to succeed despite
the hurdles created by the Government. You cannot change the Government but try to change their behavior. Jump into value added
products instead of making cheap Generics. In the last part of his presentation Dr. Sarfraz Niazi talked about Pharmaceutical GMPs
for the 21st Century: A Risk Based Approach. FDAs risk based inspections include Matrixed approach which is based on product
type, potential harm and population size. The System Based Inspections revolves around six systems i.e. Quality, Materials, Laboratory
Controls, production, Packaging and Labelling besides facilities and equipment. Speaking about Botanical Drugs Development, Dr.
Sarfraz Niazi said that these drugs are most urgently needed but there are safety issues, it has some difficult
Pharma Industry cannot change the Government but it must strive to change its behavior
- Sarfraz Niazi
challenges. There are Education and Historical perspective based issues. He also briefly referred to Biosimilar Guidance and while
talking about Collaborative Passion laid emphasis on Safety of drugs, Education, Internal inspection modules, Shared vendor
qualification, commonly owned APIs and Risk-based cGMP with DRAP. He concluded his presentation by stating that his Vision is
Global provider of Safe, Accessible Biosimilars. Now the emphasis is on Safe products rather than effective products.

Dr. Aisha Bilal whose Report on Evidence Based Research and Potential of the Pakistan Pharma Industry
was formally inaugurated during the meeting also briefly addressed the participants.

Mr. Adnan Rizvi from Deal Advisory was the next speaker who talked about Pursuing Growth through
Mergers and Acquisitions. Increasing market share, entering new markets, gaining cost efficiency, enhancing
capabilities, improving industry position, achieving higher competitiveness, taking advantage of low handing
fruits, he said, are some of the reasons why mergers and acquisitions are taking place in the industry.
Combination of investors pressure and narrowing window of opportunity are few other important reasons
for mergers and acquisitions taking place all over the world. More recently the emphasis in the pharma
industry is on Biotechs over conventional pharma assets. In recent years we have witnessed series of biotech
acquisitions. According to reports Chinese healthcare M&A activity amounted to over fifty billion US$ in
2015 while Indian M&A activity accounted for forty Billion US$ during the same year. In the Chinese market
large pharma companies acquired small domestic Biotech Research & Development firms. In India the primary driver behind Mergers
and Acquisition activity locally is due to drug deficit in the global pharmaceutical industry especially those with US FDA approved
facilities. Constant pressure on manufacturing cost reduction and making India the final destination for production is their objective
since cost in India is much cheaper as compared to the developed markets in the West.
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During the last few years both China and India, Mr. Adnan Rizvi said have been very active acquiring pharma companies overseas.
Chinese are aiming to obtain world class technology so that they use it to add onto their current product development skills. Indian
pharma companies are being attracted by companies which have large distribution and marketing networks, enabling them to
market their own products internationally. Looking at the global trend, Pakistan Pharma industry, Mr. Adnan Rizvi stated, should
actively participate in M&A activity. Lot of opportunities exist in Pakistan locally. They should attract foreign capital or enter into
partnerships. They must grow in order to keep pace with the market. India and China both have set up joint ventures with big US
based companies. In Pakistan we have seen some mergers and acquisitions during the last few years. Cross border M&A opportunities
exist as demonstrated by India and China. His advice to the pharma industry was that both acquisition and financing strategies
should be carefully developed in consultation with experienced advisors to identify suitable targets and attract funding from
international financial market.
Dr. Musadik Malik Advisor to the Prime Minister was the next speaker. His presentation was on How the
industry should evolve to remain competitive in future. He pointed out that global pharmaceutical market
is growing very fast. There was a time when USA and Japan accounted for 62% of the world pharma market
but then China and India entered the market. During the last few years the pharma market has grown by
1.4% in the developed countries as compared to 14.5% growth in the developing countries. Research and
Development cost is increasing fast. There is growth in biologics. Global Biosimilar spending is increasing.
Pharma industry spending on R&D is increasing. We have seen strong value added marketing but we in
Pakistan, Musaddiq Malik opined, are moving in the opposite direction. If we do not keep pace with
development, we will be left far behind. World, Musaddiq Malik remarked is going to move ahead with or
without you. It is said that pharma industry spends over 2.6 billion US$ and it takes eight to ten years to market a product. Mergers
and Acquisitions is a sinking ship. Pakistan Pharma industry has two choices i.e. local focus or global focus. We should move from
chemicals to biologics. Days of selling chemistry are numbered. The local focus will be looking for mergers and acquisitions, move
into biologics, sales, marketing and manufacturing. The global focus will be on moving towards innovations, specialty and complex
drugs, innovations in dosage and drug delivery system besides combination therapy. You should focus on biosimilars and capacity
to market complex biologics. Manufacturing biologics are very expensive. Biosimilars are coming into the market while biologics
are getting off patent. Regulatory incentives are needed. Look at companies like CIPLA and Reddys from India. CIPLA had focus on
inhalers, nebulizers and innovative coating while Reddys concentrated on developing new therapeutic entities, metabolic,
cardiovascular diseases, pain management and setting up special research centers.
By 2045 we are heading for death to death. Regrow do not rehabilitate people - Dr. Musadik Malik
Continuing Dr. Musadik Malik said that Star Track market vision is needed. Everything which was shown in those movies later became
reality. Innovation has magical power but we cannot think beyond formulations. Pharma industrys future does not lie in moving
backwards. Let us concentrate on Nano technology, Biosimilars, Cogno and Info. By 2045 we are heading for death to death. Regrow
do not rehabilitate people. We should prevent disease rather than treating it, design and not inherit. We should be talking about
death to death and not about age. He also briefly referred to neurolink and telepathy. Now a paraplegic can think and do whatever
he wishes to or is told with the help of a small head gear. In the days to come every inch will be connected but are we in the pharma
industry ready for this? The world is going to move forward with you or without you. Very quickly the future is becoming present,
he concluded.

PANEL DISCUSSION - I

Reshaping Pakistans Pharma Industry:
Challenges and Opportunities
Mr. Zahid Saeed Managing Director of Indus Pharma moderated this panel discussion. The members of the panel included Mian
Mohammad Zaka Ur Rehman from Schazoo Zaka, Khawja Shahzeb Akram Vice President Mass Pharma, Syed Nadeem Ahmad
Chief Executive Officer Searle, Mian Asad Shuja Ur Rehman Chief Executive Schazoo Pharmaceuticals and Dr. Abdul Qadeer
Khokhar Chief Executive Remington Pharma. In his introductory remarks, Mr. Zahid Saeed said that whatever we do we need to
do it as a team not individually or alone. We have remained stagnant and we have not grown. We did not get the required response
for the industry. Even if DRAP wish to do something, it cannot do it alone. Countrys political situation has also played its role. When
we talk to companies oversees and invite them to come to Pakistan, they ask us what would be the time for registration, what is the
price and we cannot give them an answer.
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Mr. Nadeem Ahmad said that we have to move forward. Government has to do something. Industry alone cannot do anything. We
have to concentrate on Biotechs, Genetics and Nano technology but we are doing poorly even in exports. Dr. Kaiser said that there
is great opportunity for the pharma industry but it also has some challenges. We do not get realistic prices. We are behind in
technology. The industry has so far lacked the ability to engage. We in the industry should be solution provider for illnesses, he
added. Mian Zaka Ur Rehman said that in 1960 we used to export drugs to fourteen countries. With CPEC there is lot of interest
among the Chinese in Mergers and Acquisition. Very soon China is going to be the largest economy in the world. We have the human
resource and industry. Working of the DRAP is improving and the Pakistani pharmaceutical industry should make use of these
opportunities.
Mian Asad Shuja-ur-Rehman pointed out that in 70s, Bangladesh had very small pharma industry but now they have made lot of
progress because of the government policies. Policy has to come from the Federal Government and not DRAP. Support from the
government is needed for the growth of the industry for biosimilars. He further stated that let us concentrate on export market. We
enjoy better reputation than India and China. Let us upgrade our units to WHO level and USP level.
The next question which Mr. Zahid Saeed asked to the panelists was that why we are not in line with EU and the other world? People
sell their portfolios but they have to face lot of problems. Where do the Pakistani pharma industry stands and what it should do to
get better?
Syed Nadeem Ahmad suggested that let the experts sit together and formulate policies. Make a deal with the government. There
should be a standing committee to keep constant liaison between the government and the pharma industry.
Dr. Qadeer Khokhar said that we need more strategic leadership which should aim at Billion dollar companies within five years. We
cannot achieve the target of 5 Billion US$ exports the way we are working. We should use more and more information technology
and there is a need for more frequent discussions among the industry, regulators and policy makers. Mian Mujtaba said that lot of
companies have made investments in upgrading their manufacturing facilities. About two dozen Pakistani Pharma companies are
planning to go global. Pakistan is a link between India and China. Pakistans rail link with Iran, Central Asian States and Turkey offers
lot of opportunities. Let us start producing basics in collaboration with China and then export it to the West and India. Mian Asad
Shuja Ur Rehman said that we had prepared a document for the Prime Minister mentioning difficulties, let us modify and revise it
as per latest requirements and send it to the Prime Minister House.
The next question under discussion was that how Pakistani Pharma industry should improve its image nationally and globally? Can
we do it by contract marketing for overseas companies? Corporate image Mr. Zahid Saeed remarked, is very important while dealing
with Generics. Joint ventures outside Pakistan can enhance our image.
Dr. Qadeer Khokhar emphasized the importance of basic networking. Mian Mujtaba said that he is optimistic. Chinese companies
are coming for joint ventures. Let us go to the Stock Market. We have capabilities and Pakistan can become an economic hub for
other countries. National pharmaceutical companies should go to the international market. Mian Asad Shuja Ur Rehman said that
Pakistan has good reputation, we have received offers for joint ventures. There are lot of opportunities. When we go abroad, we can
perform better than India and China in the export market. Time has come for a change from the family business. Mr. Zahid Saeed
remarked that we have to come out and create space for ourselves in the market. Let us go for Mergers and Acquisitions and make
a mark in the international market.
Mr. Abdul Latif Sheikh participating in the discussion remarked that he is neither from the regulators nor from the pharma industry.
What he has observed over the years is that we always talk about Us and Them. Industry complains that it is not getting a fair deal
from the DRAP. It may take some time. Let us not talk about Us and Them. Let us work together. Mr. Zahid Saeed remarked that
we win or lose as a team. A need to have a close collaboration between the Academia and Industry was also emphasized.

Phytopharmaceuticals in Europe

Dr. Rene Roth-Ehrang from MartinBauer Group from Germany was the next speaker whose presentation
was on Phytopharmaceuticals in Europe- Innovations, Quality and Regulatory. Phytopharmaceuticals, he
said, has a good market in Europe. There is a growing self-medication market. The total market for Herbal
pharmaceuticals in Europe was about six Billion Euros in 2010. There is a big market for these herbal drugs
in Europe, Germany and France. The three top herbal medicine markets in Europe is for Cough, Respiratory
medicines, stomach and digestive medicines. He also referred to the heterogeneous classification botanicals
which include medical devices, cosmetics, Novel foods, Herbal medicinal products, Food supplements and
food for special medical purposes. There is no difference in quality and documentation. For approval there
is a simplified procedure for traditional herbal medicinal products. In Pharmacovigilance, one has to follow
quality, safety and efficacy besides cGMP. He also talked about how to manage combination products besides well-established uses
of traditional drugs. Quality starts from agriculture to supply and product chain. There is a Committee on Herbal Medicinal Products
in European Medicines Agency. It is responsible for preparing the agencys opinion on herbal products. This committee was established
in 2004. The committee members consist of scientific experts in the field of herbal medicines.
Speaking about innovation, he referred to Partnering, Food supplements, Revitalizing traditional products, combinations and products
from outside Europe. He then gave a few examples of successful products and said that they are now moving from supplement level
to traditional use level.
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Role of Pharmacists in Creating Health Awareness

Mr. A. Latif Sheikh highlighted the role of Pharmacists in creating health awareness. Total Pakistan
Pharmaceutical market, he said, is over two Billion US$. Our average annual growth has remained about
8% while the institutional growth is about 6%. Pharmacists, he said, has an important role in monitoring,
policy making & regulatory affairs. Certain areas remain unsupervised like distribution, supply chain,
dispensing, monitoring and administration. They can help bring a positive change in health administration
set ups by encouraging the government to bring improvements and change the structure of health
administration. Having looked at the website of PPMA, Pharma Bureau and DRAP there is focus on patient
and supply to the patients but what happens to the drugs during transportation & in warehouses? There
are areas needing attention before the drug reaches to the patient but nobody looks at them. It is important
to ensure safe use of drugs. Institutions are producing Pharm-D but most of them do not appreciate the sensitivity towards safe
use of drugs.
If pharmacists become member of the multidisciplinary healthcare team, it will reduce ADRs and Medication Errors
- Latif Sheikh
Continuing Mr. Latif Sheikh said that there is lack of focus on academics, faculty and other key stake holders. At the pharmaceutical
manufacturers level there are issues of quality with finished drugs compliance with GMP and cGMP. Regarding packaging and
labelling there are serious compromises. There is scant sensitivity towards Look Alike Sound Alike (LASA) phenomenon at the
manufacturers and DRAP level which is casting its impact on safety. In the pharmaceutical supply chain, the process of handling,
transportation and storage of drug needs to be addressed. Medical stores are the first touch points for the patients. Over the counter
sales is rampant resulting in serious Adverse Drug Reactions. There are improper and inadequate storage facilities which result in
sub-therapeutic drugs. We have very few studies on assessment of standards of pharmacies. There is total lack of audit mechanism
and we have drug sellers rather than pharmacists. A study of over one thousand drug stores in Karachi published in Pakistan Journal
of Medial Sciences in 2016 revealed that only 4.1% were compliant with regulatory standards, only 12% had dispensers working
with medical knowledge and only 4.1% stores had employed pharmacists. The faculty has no hands-on experience in drug
manufacturing. Packaging of drugs with no full course leads to non-compliance with drug therapy. LASA drugs affect patient care.
Usually the expiry date of drugs is written on one corner of the packet and once the strip is cut, it is difficult to find out the expiry
date. He commended PharmEvo which on his advice has now started printing the expiry date on each tablet. There are no alternate
arrangements for power supply in case of electricity breakdown or load shedding and compliance in rural areas is even worst.
Institute of Medicine reported 98,000 deaths due to adverse drug reactions and over seven thousand deaths annually in United
States due to medical errors and about 1.5 Million preventable ADRs which occur annually. This is the situation in USA, a developed
country and what will be the actual situation in Pakistan, it is not difficult to imagine, he remarked. Pharmacists should become a
part of the multidisciplinary healthcare team which will reduce the ADRs and medication errors. His advice to the participants was
that we as drug manufacturers, pharmacists and regulators should sit together and talk to each other on regular basis. Gallop Survey
has shown that nurses enjoy the top positions as regards honesty and ethical standards among professionals in different fields
followed by Pharmacists who come at No. 2 while doctors come at No. 3. Pakistan Society of Health System Pharmacists, he said,
has plans to build the professional capacity of pharmacists through courses, training workshops so that they can play their role
effectively. We have plans to engage key stake holders from all pharmaceutical sectors, manufacturers, regulators, consumes,
customers and professional organizations to remove the barriers. We wish to work with Pharmacy Council and Academia to bring
curriculum changes, methodologies at par with international standards and upgrade the skills of pharmacists. He suggested the
establishment of a Think Tank who could spearhead and establish bridges among all the stake holders.

PANEL DISCUSSION - II

Regulatory Guidelines
Present and Future Scenario
Ms Zeba Ahmed Shuja Director Technical at Schazoo Zaka moderated the panel discussion on regulatory guidelines. The panelists
were Mr. Anis Shah CEO Merck, Dr. Ajmal Nasir Director Technical BFD Biosciences, Dr. Rizwan Mahmood Director Quality
Operations at CCL Pharmaceuticals, Dr. Sarfraz K. Niazi Founder therapeutic Proteins Inc. from USA and Mr. Arshad Rahim Khan
Managing Director OBS Pakistan.
Participating in the discussion Mr. Anis Shah said that it is all about us. We must work hand in hand. We need friendly environment.
Pharma industry at present is facing challenges. It needs Rs. 3 Million per line with this system of serialization. It also needs additional
space which may not be available in many units to put it into practice. He suggested that the authorities should provide reasonable
time to do that. Industry will not be able to comply with these regulations in the stipulated time. The authorities should make it
simple instead of asking for new registration. His plea to the authorities was to make the system simple and the whole process
smooth. Some companies have seven to eight lines and it may be very difficult for them. Let us not think about Us and They,
rather help the industry to grow. We can only move forward by working together. DRAP is building its capacity. Stability testing is
good but if it has already been done in an environment much worse than us, it should be accepted. We have to follow procedures
which are dictated by DRAP. Define these procedures by sitting together in such a way that they are friendly both for the DRAP and
the pharma industry.
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Dr. Rizwan Mahmood said that the industry can move forward by providing better services to the patients. Authorities intend to
use CTD Form for regulations which is used in UK and USA. It has lengthy elaborate parts for API, true generics, new products, testing
the material from the suppliers, Impurity in API and all these are extremely expensive. He urged the DRAP to establish some standards.

Punjab Drugs Amendments Act 2017
Punjab Law Minister Rana Sanaullah was the chief guest in this session. Addressing the participants he
assured the Pakistan Pharmaceutical Manufacturers Association (PPMA) that the Punjab Drugs Amendments
Act 2017 will be presented in the forthcoming Punjab Assembly session and will get passed. We had fruitful
negotiations with the pharma industry representatives. When the Bill was first passed, there was lot of hue
and cry from the industry and it was felt to have dialogue to improve it further after discussions with the
stake holders as our objective is to provide safe, effective drugs to the people at affordable prices.
The Chief Minister Punjab Mian Shahbaz Sharif had constituted a Cabinet Committee and we held detailed
discussions with the representatives of the pharma industry. We were able to identify seven points where
there were some differences. He disclosed that after discussions they had reached complete agreement
on five points while some reservations of the industry remain on the remaining two points and we are hoping to find a solution to
them as well. The details of the points on which agreement has been reached are with PPMA representatives. The only two points
which remain to be settled relate to the Drug Inspectors role and referring the matter to reference laboratory if the samples are
declared sub-standard. The industry wants that they should have the option to refer the matter not to one laboratory only but they
should have the option of two to three laboratories.
Punjab Govt. is committed to provide business friendly environment & eliminate the Drug Inspectors Mafia-Rana Sanaullah
Government of Punjab, Rana Sanaullah remarked that they have successfully eliminated different Mafias. To begin with we eliminated
the Patwari Mafia by computerizing all land records. We have introduced some police reforms as well. Foods Inspector Mafia is
eliminated by establishing the Punjab Food Authority which is doing a good job. Similar is the case with Audit. It is well known that
people from the audit department go to various departments, get some gifts and prepare the report. On the other hand there are
well established audit firms and if they issue some certificate, it is accepted and respected everywhere. Hence, we are planning to
acquire the services of reputed audit firms for this purpose. It is also well known that Drugs Inspector Mafia is very strong and substandard, counterfeit drugs cannot be eliminated because of them. Hence, we wish to eliminate this Drugs Inspectors Mafia as well.
We will take appropriate measures so that the Drug Inspectors Mafia could not create problems for you.
The measures being taken by the Punjab Government should be appreciated by the licensed drug manufactures and they should
not have any fears. On the contrary they should welcome these steps because it will help them take care of the problems like
producing drugs without license and counterfeit drugs. These drug manufactures who are involved in counterfeit drugs and producing
drugs without license are bringing bad name to the whole pharmaceutical industry. Having listened to a few presentations in the
Summit, he was happy to note that the pharmaceutical industry of Pakistan was serious to improve its image and was also conscious
of making available quality drugs. It will not only promote their business but will also go a long way in increasing Drugs exports from
Pakistan, he added.
Earlier Dr. Kaiser Waheed Chairman PPMA in his welcome address pointed out that drug manufacturers in Punjab in particular were
worried about doing business because they fear that they might find themselves in Jail as the measures suggested in the Punjab
Drugs Act are very harsh. He thanked the Punjab Law Minister on accepting their invitation to attend the Pharma Summit and
personally clarify certain points related to the Punjab Drugs Amendments Act 2017.

Mr. Furquan Kidwai CEO Dawaai. Pk talked about digital revolution in Pharmaceuticals and Healthcare.
He highlighted the use of mobile phone in healthcare. Its use is helpful not only for the pharmacies but
also for the patients to ensure compliance.

PANEL DISCUSSION - III

Pharmaceutical Exports:
Current Trends and Emerging Markets
Mr. Hamid Raza CEO of Neutro Pharma moderated the panel discussion on Drugs Exports. The panelists included Mr. Zahid Saeed
Managing Director of Indus Pharma, Mr. Haroon Qassim Managing Director of PharmEvo, and Dr. Shahzad Khan CEO of CCL
Pharmaceuticals, Ghuzzanfar Jawa Director Wilshire Laboratories and Mr. Nadeem from Herbion.
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Initiating the panel discussion Mr. Nadeem said that even a small country like Jordan is much ahead of us as regards Drugs Exports.
We need to develop business relations with European Union, USA and Australia. Pharma industry need to invest in herbal products
& should also aim at WHO and GMP certification. It requires lot of investment and standardization. Mr. Haroon Qassim opined that
we need to have a long term vision. People are not prepared to take risk and accept the challenge. There are some risks in export
market, he added.
Mr. Ghuzzanfar Jawa emphasized the importance of standardization of human resource and shared products. He suggested that
let us do this together. Help small, medium size companies to grow so that we all grow together. Dr. Shahzad Khan suggested that
we must develop a Vision which should include focus on exports. Balance short term and long term benefits. Now global giants are
going into Generics. Those companies who are strong at home can go and succeed in export markets as well.
Mr. Zahid Saeed said that we need to go into the developed market but at the same time should not leave the developing market.
India alone has drugs export worth two billion US$ to Nigeria. Neglecting the developing countries is not a solution. We must
remember that one day it will be a value added market. If we become partner in drug development, the big companies from overseas
will come to Pakistan. At present since we are not certified, foreign pharmaceutical companies do not wish to involve us. Mr. Jawed
Akhai said that if you become owner of a plant overseas, you also get their supply chain and then bring their products to Pakistan.
We should work on mergers and acquisitions.
Responding to the question as to how the pharma industry can redefine its vision, Mr. Nadeem said that we can make more
neutraceuticals for the developed market. You should be familiar with the local rules. There is a huge market for herbal products in
USA and Canada. India is taking benefit of this market. We too have done much better in these countries. Even in Russia, we have a
big market. Of course our first priority should be Pakistan and another option is to have joint ventures with China and only then
exports to the Chinese market will be possible. Mr. Haroon Qassim was of the view that we need to redefine what we need to do
and come with our own model. PPMA should have its own export model, strategy and Vision. Let us define the export market at
company level and industry level. Mr. Ghuzzanfar Jawa said that if we analyze the developing market, it will improve our vision.
Dr. Shahzad remarked that is it not ironic that the No. 3 company in Pakistan has no presence outside? Mr. Zahid Saeed remarked
that we need to think differently. Neutraceuticals are easier to enter the markets.. There are certain medical devices which are labeled
as drugs. Certain lotions are defined as devices. Hence, we need to look at different categories as well. No Japanese company, he
remarked, is founded without having a global vision.
Mr. Nadeem pointed out that India succeeded in drugs exports because they had a Vision and they got complete support of their
government. In Pakistan we need DRAP support. Speedy local registration should be followed by exports. For product registration
overseas, DRAP should help the industry. If the industry wishes to establish marketing offices overseas, even then DRAP should help
them. Mr. Haroon Qassim suggested that the whole process including drug registration should be expedited. Mr. Ghuzzanfar
Jawa said that the registration process in Pakistan is more stringent than FDA. Dr. Shahzad said that one can have more frequent
and fruitful meeting with Drug Registration Boards overseas as compared to the meetings with regulatory bodies in Pakistan.
Government of Pakistan needs to put focus on Drugs Exports.
Mr. Zahid Saeed said that the pharmaceutical industry should be allowed to manufacture all those neutraceuticals in their existing
plants which do not affect quality. Infact let the DRAP prepare a list of these neutraceuticals which can be manufactured in the
existing plants which will be helpful. In Europe some of the companies have an additional room in the same facility to produce
neutraceuticals. We should have a Pharmaceutical Export Cell. When Indian companies can export drugs to Pakistan, why we cannot
export drugs to India, he asked? We should utilize the offices of Trade Development Authority of Pakistan (TDAP). Dr. Shahzad said
that TDAP has played a very negative role so far. It did lot of good things when it was headed by Mr. Tariq Ikram. Mr. Zahid Saeed
remarked that instead of working on TDAP, let us work on our own companies.
Summarizing the deliberations Mr. Hamid Zeb said that we need to think globally. Make investment in human resource. Get our
plants WHO, FDA approved & certified. Define our short term and long term goals & pool our resources. We should work individually
as well as at association level, define role of the industry and have realistic goals. Pharma industry, DRAP and concerned ministries
should work together to achieve our goals. Drug registration time should be reduced. Neutraceuticals should be made in the existing
pharmaceutical plants and a Pharmaceuticals Export Council should be established. In response to a question from the audience
that we need to develop a strategy for small and medium companies who do not have much finances and human resource,
Mr. Haroon Qassim said that you need to have a Vision. There is no small or medium company. You have to Grow.
There should be no issue of producing Neutraceuticals in the existing Pharmaceutical units prov ided there is no
Contamination- Dr. Aslam
Dr. Muhammad Aslam Chief of DRAP said that the pharma industry need to plan for future. The companies should have a Vision
and determination. There is no problem with the manufacture of neutraceuticals at the existing pharmaceutical plants. There should
be no issue. He supported the idea of establishing the Pharmaceuticals Export Council which should have members from DRAP,
Pharma industry and Trade Development Authority of Pakistan. You ask for registration of one product for those who export drugs
worth one lac US$, we allow you registration of one molecule which means quite a few products in different formulations. Similarly
we can have some incentives for those units who get FDA, WHO certification. DRAP, he assured, will help you to enter more developed
market. TDAP should help you in drug registration overseas. Hindrances should be identified, solutions should be identified and we
will do the facilitation. It was also suggested to develop two centers at Karachi and Lahore for bioequivalence studies.
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THE POSSIBILITIES...

Post Conference Masterclass

BRINGING HARMONY TO
THE PHARMACEUTICAL
INDUSTRY IN PAKISTAN
by Prof. Dr. Sarfaraz K. Niazi
Tuesday | 25 July 2017 | 10 am - 2 pm
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POST CONFERENCE WORKSHOP
Bringing Harmony to
Pharmaceutical industry in Pakistan

On the second day of the Pharma Summit there was a post-conference Master class by Dr. Sarfraz K. Niazi on Bringing Harmony
to Pharmaceutical Industry in Pakistan. This session was moderated by Mr. Arshad Rahim Managing Director of Obs Pakistan. In
his introductory remarks Mr. Arshad Rahim introduced the guest speaker as a pioneer in Biosimilar, writer, teacher, author and founder
of Therapeutics Proteins and Biosimilar Company. In todays workshop, Mr. Arshad Rahim said, we need to discuss as to what is the
way forward and what we need to do now? Stake holders are trying hard to push through their point of view and at times we do
not even get acknowledgement. We do it all for the patient and patient safety remains our main concern. We continue our efforts
to make the existing drugs safer for the patient. We need to identify important issues and find a solution but let us keep it short and
simple. Recommendations for the Summit will be forwarded to the authorities to get implemented. To have real benefit, leadership
of the pharma industry has to work together.
Some of the important issues which have been identified inter alia, include lack of communication. There is a communication gap
between the pharma industry, the regulators and the policy makers which are the three parties concerned. We have to take this
burden and put them together. Pharma industry, Mr. Arshad Rahim opined, has to take up its responsibility and they should know
what are their duties and responsibilities. He emphasized the importance of frequent meetings between the pharma industry,
regulators and policy makers to discuss important issues. We need to discuss what is the efficient way to communicate? What are
our responsibilities as individuals and as an industry and how we have to work? Let us meet regularly and hold ourselves accountable,
Mr. Arshad Rahim added.
Dr. Sarfraz Niazi started his presentation by reciting the following couplet:

Dr. Sarfraz K. Niazi opined that we should have the tolerance for others point of view. We should develop a communication system
where people who are important in Pharma industry should be identified. The success of DRAP, he said, depends on its working.
FDA in United States has to go to the Congress every year. There should be periodic meetings with DRAP not to discuss problems
but think how we can move forward in the interest of the country. In United States there is an Industry FDA Live Group. They discuss
issues and deliberate how to resolve it? This is in addition to the regular meetings. This is a good idea and DRAP should be receptive
to it as it will help them.
He then talked about the cGMP- a risk based approach by FDA and Pharmaceuticals cGMP for the 21st century. Emphasis on safety,
he stated, comes from food first and drugs later. FDAs risk based inspection is based on Product type, Potential Harm, Population
size which is called as Matrixed approach. The onus lies on the drug manufacturers to prove that there is no erroneous
contamination. This drug can be made in this area without any contamination. Let them identify the drugs which cannot be made
in the same area in the existing pharmaceutical plants because of the risk of contamination. This whole responsibility lies with the
drug manufacturer. They must decide what is the risk, how much damage they can cause with non-compliance? He then gave certain
examples and said that while driving on roads, there is greater risk of accidents as compared to flying but the chances of dying are
much greater in case of Air crash as compared to road traffic accidents. Hence, you need to identify the risk and adopt a risk based
assessment. Have you done your risk based analysis the FDA Inspector will ask while visiting the manufacturing plant? System based
inspection consists of six systems i.e. Quality, Material, Laboratory control, Production, Packaging, Labelling, Facilities and equipment.
It is quite likely that you know how to do it but you are not or may not be following it. You cannot repeat the test. He then briefly
referred to the FDA Guidelines for the pharmaceutical industry as regards biological drugs development. How these drugs are
approved and how they are evaluated?
System based inspection consists of six systems i.e. Quality, Material, Laboratory control, Production, Packaging Labelling,
Facilities and equipment-Sarfraz Niazi
Moderating the session Mr. Arshad Rahim said that the question arises how do we start and maintain communication with DRAP?
It has to be constructive, there has to be a change of mindset. We need understanding between ourselves instead of working as
advisors. We know something but we lack the ability to express our feelings. We need to change our mindset from cannot do to Can
Do. The key word remains patient safety, he added.
After the tea break, the participants had discussions among themselves in different groups which was facilitated by Mr. Arshad
Rahim and Dr. Sarfraz K. Niazi and revolved around how we should initiate the dialogue, what are the simplest ways of doing it?
Participating in the discussion Syed Jamshed Ahmad Deputy Chief Executive PharmEvo remarked that we have been told about
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the validation of Quality Control on six standards but we must see are we following it or not? Where we want to go from here? Is it
inward, let us identify the problems inside? Manufacturing units should make safe drugs for the patients. Mr. Arshad Rahim remarked
that we must say what we do and do what we say. Review and rewrite Standards Operating Procedures (SOPs) in Quality Management
System. Whatever is written, is it in place and in use? Syed Jamshed Ahmad said that we must discuss where do we stand now and
where we wish to go in the next few weeks and months and years?
One of the practical questions which was put forward by one of the groups was that you import some raw material, it is tested,
sample product is produced and it is passed. Now you place order for bulk import of raw material but find there are some impurities,
black particles. You have identified it, you talk to the supplier who also agrees to replace it but it is not easy to re-export it and it may
also take lot of time. In the meantime your competitors will take the advantage, you will be out of the market hence what to do in
such a situation? Dr. Sarfraz K. Niazi remarked that first you need to do risk analysis. What is the risk if you go ahead and use that
raw material instead of getting it replaced? What is the formulation in which you wish to use it, it certainly will not be advisable to
use it in injectable, parenteral preparations. Talk to the regulators and take them into confidence
and discuss with them how harmful these impurities or black particles could be? Is the raw material for a lifesaving drug? The decision
will also depend on that. Dr. Sarfraz K. Niazi emphasized that every impurity should be identified. If you know and are convinced
that using such a raw material does not cause harm, go ahead but take the regulator into confidence. Whatever decision you take,
just take the DRAP into loop. An adhoc approach should be replaced with systematic approach. We as a company Dr. Sarfraz K. Niazi
stated have chartered our SOPs based on the six systems of FDA.
Safety should be above economics in the pharma industry - Sarfraz K Niazi
During the discussion it was also pointed out that human resource is involved at every stage. We must evaluate that are we following
the laid down SOPs? Dr. Obaid Ali from DRAP remarked that Be Honest and be prepared to answer where you wish to go. It was
also highlighted during the discussion that Trust deficit is there between the pharma industry, regulatory bodies and the policy
makers. Efforts should be made to improve this Trust. Confidence is important for which we need to have frequent meetings. Mr.
Haroon Qassim remarked that within the PPMA and the Industry there is no harmony, it should be improved. We need to put our
own house in order. At present many companies are not taking interest in PPMA. Mr. Arshad Rahim remarked that Trust within the
organization and institution is extremely important for success. He further suggested that let us categorize the industry by compliance
with drug regulations instead of value in Billions. It is extremely important to build the image of the pharma industry.
Some of the participants stated that we should do risk assessment which should be documented and highlighted. We should have
an Action Plan. It needs total disclosures. What are the areas which need improvement and where investment is needed? Quality
of communication is also important. There should be a Technical Committee of PPMA, that should discuss the issues, have regular
meetings with the regulators so that the industry moves forward. Mr. Arshad Rahim laid emphasis on being transparent and sharing
information. It was also suggested to have training workshops for industry and DRAP together. Let us discuss how many companies
have to get PIC certification this year and then we can do it. Packing and labelling should be defined and qualifications of the
personnel needed should also be defined.
Inspection should be to build capacity and not to get license. There is a need to look at the system and not the SOPs. All inspections
should be based on capacity building. Another suggestion put forward was that the PPMA should be able to provide Continuing
Professional Development courses and training workshops. Mr. Arshad Rahim said that PPMA should look at the standards of the
companies when they apply for membership. Go and look at their Warehouses. Mr. Jawed Akhai opined that all pharmaceutical
companies should be encouraged to become members of PPMA. Decisions in DRAP should not be based and dependent on one
man. At present if one person says No, it is No and if he says Yes, it is Yes.
Dr. Sarfraz K. Niazi said that we need mutual respect. Do not expect any help from regulators to increase your exports. FDA is
working very efficiently. When I send them a communication, I get feedback within twenty four hours. We need to open up and have
instant communication and all this information should be available to the public. In USA industry do not depend on regulators, it
follows the rules and laws. He reminded the participants that the Regulators are not responsible
for your business. In USA industry and FDA work in harmony. How to improve your business is your job, hence do not expect any
help or assistance in business from DRAP. One of the participants remarked that we are not able to institutionalize changes. Policies
change with the change of the Government. It creates problems for the industry which then starts looking for short cuts. Inclusion
of Academia into the whole evolution process also came under discussion.
Speaking about collaboration and passion Dr. Sarfraz Niazi mentioned the following:
1.
2.
3.
4.
5.
6.

Safety of drugs
Education
Institutional Inspection Model
Shared Vendor qualifications
Commonly owned API
Risk based cGMP with DRAP

Continuing Dr. Sarfraz K Niazi said that in India, there are lot of controls but even then pharmaceutical industry of India is doing
lot of business. You have to provide drugs to every patient and you have to make some money to survive and sustain. Some of the
Drug Inspectors are good and some are not so good. Some young ones are harsh and they wish to show off. While dealing with
these Drug Inspectors do not talk more than you are asked. Just answer questions from the Drug Inspectors when they come for
inspection. Do not try to impress them. Do not cheat intentionally. The moment you start trying to hide, become defensive, you are
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in trouble and face problems, he added.
Some of the participants complained that they cannot make the desired changes with the present price structure. The regulators
expect us to do that but we cannot afford. We need to use the media to educate the public. We have many constraints. Dr. Sarfraz
Niazi said that we hear lot of political slogans about the drug prices being higher in Pakistan as compared to many countries which
was not at all based on facts. In developing countries we do not value Life. Government should have some plans to provide drugs
to those who cannot afford it. Mr. Arshad Rahim said that it has been rightly pointed out that let us set our own house in order,
let us adopt safety mindset from this moment onward and the rest will follow. If we know that something is going wrong then we
should not wait for the Inspection report. We all need to promote safety culture in our organizations. Training of human resource &
bringing harmony are not simple tasks and need to be revisited.
Dr. Sarfraz Niazi said that safety is above economics in pharma industry. Economics plays an important role in change. You cannot
spit while in Aga Khan University Hospital because someone will get hold of you immediately and you will have to clean that but
look at other places in Karachi where people are in a habit of spitting in every corner. Why the same rules cannot be implemented
at other places. One of the participants suggested to use research funds with the government to bring harmony within the organization.
Let us give new molecules to the world market which is possible if we have effective linkage with the academia. Another participant
remarked that Higher Education Commissions has given lot of research funds to various academic institutions but no worthwhile
research came out of it. Unfortunately everyone is interested in basic research. In order to improve the image of the Pakistani pharma
industry it will have to go to the global market. This is the only way to succeed. Drug regulators job is to approve drugs, where you
make it. One of the participants referred to the price difference in the same product by different companies and asked how we can
harmonize in such a situation. We have to be realistic, he stated.
Mr. Haroon Qassim remarked that DRAP and the Pharma industry, both have to put their houses in order. Things should not be
personnel dependent. We must accept our deficiencies. Industry has to go to a certain level and it all depends on Vision, your own
vision and company vision. Our communication with DRAP has to be in our charter. Let us be honest. Leadership of the industry and
DRAP has to play an important role to resolve our issues. Top leadership of DRAP has to keep its door open and accessible.
Mr. Hamid Raza said that the Regulators should have the decision making powers. At present even the DRAP decisions have to be
taken by the Minister or the Prime Minister. There are barriers with Drug Registration and Pricing Board meetings which adversely
affect the smooth functioning and progress of the pharma industry. Drug registration and Licensing should be quick. Once you get
a license, drug registration should be expedited immediately. The regulators should control drugs but not the business of the
companies.
Let us adopt safety mindset from this moment onward and the rest will follow. If you know that something is going wrong
then do not wait for the Inspection report- Arshad Rahim
Chairman PPMA Dr. Kaiser Waheed remarked that unfortunately the regulators are not regulators but controllers perhaps because
for a long time, the name was Drug controller. If the working environment is good and conducive, it will benefit the patients more
than the industry or the regulators. We need to provide enabling environment for the industry. Look at the orphan drugs, many of
them are not available as it is not economically viable. The issue of orphan drugs has to be solved. We in the PPMA have been
highlighting the issues and also offer solutions. We have suffered a lot but we are doing all this for the pharma industry. During the
presentation by Dr. Sarfraz K. Niazi there were many things which were eye opener for us. We wish to change ourselves. We provide
a platform to the industry where they should learn and share. He was of the view that the regulators should work in business
environment for some time only then they will know the challenges. He reiterated that none including those in the DRAP should
consider themselves as Akle Qull and Know All. Sometimes the attitude of some drug regulators is very disappointing and they
do not give due respect to the drug manufacturers. We in the industry are
Enabling env ironment should be prov ided to the pharma industry which will help the patients- Dr. Kaiser Waheed
trying our best to ensure that our drugs should be safe for the patients. He was of the view that the pharma industry has to change
itself and it should not look towards DRAP. Use latest technology and make safe drugs.
Mr. Arshad Rahim winding up the session said that the main objective of todays workshop was interactive discussion. Let us resolve
to change from I will do it and I want to do it to I must do it.
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Past PPMA Chairmen

Mr. M. Amin Khan 1990-91

Mr. Jawaid Tariq Khan (late),
Highnoon Lab 1991-92

Dr. A.Q. Khokhar, Rimington
Phama, 1993-94

Mr. M. Amin Khan 1994-95

Mr. Amjad Ali Jawa, Wilshire
Lab, 1995-96

Mr. A. Haseeb Khan, Brookes
Pharma, 1996-97

Dr. A.Q. Khokhar, Rimington
Phama, 1997-98

Mr. Khalil Nanital Wala, Chase
A. Mendoza, 1998-99

Mian-Misbah-Ur-rehman,
Popular Chemical, 1999-2000

Sardar Yasin Malik, Hilton
Pharma, 2000-01

Khalid Jawaid Ch. Medipak
Limited, 2001-02

Mr. Saboor Ahmed, KCI
2002-03

Babar Mehmood Ch.
Pharmacare Lab, 2003-04

Mr. Saeed Allawala, Atco Lab,
2004-05

Mian M. Zaka ur Rehman,
Schazoo Lab, 2005-06

Dr. Shaiekh Kaiser Waheed,
Medisure Lab, 2006-07 & 2016-17

Mr. Kashif Sajjad Shaikh, CCL
Pharma, 2007-08

Mr. Zahid Saeed, Indus
Pharma, 2008-09

Mian Asad Shuja ur Rehman,
The Schazoo Lab, 2009-10

Mr. Haroon Qassim,
Pharmevo, 2010-2011

Muhammad Asad, Global
Pharma, 2011-12

M. Jawed Akhai, Martin Dow
Limited, 2012-13

Dr. Nasir Jeved Ch., Medipak,
2013-14

Mr. Saeed Allawala, Atco Lab,
2014-15

Mr. Hamid Raza, Neutro
Pharma, 2015-16
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