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Overview

In 2011, under the strong leadership and specific guidance of State Food and Drug Administration
(SFDA), CPC Shanghai committee and Shanghai municipal government, Shanghai Municipal Food
and Drug Administration always stuck to the Deng Xiaoping Theory and important thought of “Three
Represents”, implemented the scientific outlook on development intensively, vigorously practiced the
concept of scientific supervision, always adhered to the principle of putting the public interest above
everything else, closely centered on the safety of food and drug, and carried out all the work in a solid and
orderly way. Special rectification on food and drug has gained expected result, which was affirmed by the
national inspection and appraisal group. Supervision on medical devices, health care food and cosmetic has
been further strengthened. The task of food and drug safety for 14™ FINA World Championships —Shanghai
2011 was successfully completed. The press and publicity work has gained prominent achievement.
Construction of all technical support systems and supervision team has been pushed forward successfully.
Shanghai’s accident rate related to catering and drug safety was maintained at a relatively low level.
Citizens’ rights to take drug and eat food were safeguarded and their consumption confidence was enhanced
gradually. The goal of dynamic and controllable supervision on food and drug safety was achieved.
Currently, the overall situation of Shanghai’s food and drug safety is steady. The food and drug industry is

further regulated. Supervision work gains fruitful results
I. Maintaining stringent supervision, achievement was made in supervision on catering

In 2011, stringent supervision was maintained in accordance with the “Five Most Stringent
Supervision” requirements of municipal government. The supervision on catering units can be summarized
as “Three Highs and One Low”. First, Patrol inspections of high frequency were carried out in all sections.
Units of high risks such as units providing dining services collectively, dining halls of schools were
inspected once or twice every month; large- and medium-sized restaurants were inspected at least four
times every year; such small units as snack bars and beverage stores were inspected at least two times.
The annual average frequency of daily patrol inspection was maintained over 3.5 times, which is much
higher than the level of other international metropolis. Second, law enforcement of high strength was
maintained. Administrative penalties related to catering service amounted to 5120 cases; the amount
of money equivalent fined and confiscated was RMB17,086,600, vigorously promoting the regulating
management on catering service industry. Third, random inspection of high intensity was implemented.
Over 40,000 samples of food and food processing links were randomly inspected all the year around. The
result of evaluative random inspection shows that the overall percent of pass of food was maintained at a
high level. Food poisoning was controlled at a low level. The collective food poisoning accidents of the
whole year were 8 cases, involving 201 persons, reducing by 20% and 32.55% respectively compared
with those of 2010. The food poisoning rate is 0.87/100,000, less than 1/10 of that of ten years before.
Supervision result disclosure system was implemented in the 48415 catering service units in Shanghai.
The implementation rate is 78.65%. 22.32% units were rated as “Adequate (smiling face)”, 68.66% units
were rated as “Average (down face)”, 9.02% units were rated as “bad (crying face)”. Citizens’ awareness of
food safety is increasing steadily. In 2011, the overall score of citizens’ awareness of food safety was 80.7
points, increasing by 1.1 points on year-on-year basis, increasing by 4.5 points compared with that of 2006.
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82.7% citizens hold that the food safety level of 2011 has been improved to some extent. The inspection
and appraisal group of the office of food safety commission under the State Council inspected Shanghai’s
food safety work in the middle of October, 2011. The inspection and appraisal group made the following
evaluation upon the completion of inspection: Shanghai’s food safety work was properly arranged and led;
the expected work goal was achieved through its clear division of responsibility, well-established system
and mechanism, sophisticated supervision measurements, innovative and practical methods.

II. Tougher control on risks, special rectification on drug was pushed forward

In accordance with the state’s “six arrangements” and work requirements of CPC Shanghai committee
and Shanghai municipal government, we stuck to the starting point of doing a good job in maintaining
the public’s drug safety, regarded scientific supervision and risk control as the concept of supervision
work, innovation and mechanism transformation as the grip of special rectification on drug. We seek a
common understanding, implemented responsibility, fought illegal acts according to laws, dealt with
problems quickly, and established a long-term supervision mechanism. The supervision on such links
as drug research and development, production, circulation and use was tightly organized. Generally, the
special rectification was pushed forward in a down-to-earth manner, gained adequate achievement. In 2011,
3655 license applications for various kinds of drugs were processed. Full supervision was implemented
in Shanghai’s 203 pharmaceutical production enterprises, near 800 medical institutions, over 3300 retail
pharmaceutical stores, 128 wholesale pharmaceutical enterprises, 512 internet pharmaceutical information
service enterprises and 7 internet pharmaceutical transaction service enterprises. 15549 drug samples were
taken from main channels, percent defective was 2.74%. 238 pieces of drug packaging materials were
randomly inspected, percent defective was 10.08%. Currently, Shanghai has established and implemented
the drug safety responsibility system

local government assumes overall responsibility, supervision
authorities assume their own specific responsibilities, enterprises act as the primary responsible parties;
the government’s responsibility, authorities’ supervision duties and enterprises’ obligations were further
clarified and defined. The pharmaceutical operation order continued turning good; grave drug quality
safety accidents were reduced significantly; the public confidence on drugs has been largely improved.
The inspection and appraisal group for special rectification on drugs organized by Ministry of Industry
and Information Technology and SFDA inspected Shanghai’s work in the middle of October of 2011. The
inspection and appraisal group affirmed Shanghai's overall achievement of special rectification on drug and
held that Shanghai’s self-evaluation was objective and overall situation was good.

II1. Maintaining a good order, medical devices industry was further regulated

The supervision on medical devices safety was strengthened on the principle of “highlighting priority,
removing blind point, making overall plan and coordination”. As of the end of 2011, Shanghai has 940
medical device manufacturers and 9154 medial device operation companies. 1534 applications related to
medical device registration, export certification, and various kinds of reports were received, of which, 1171
applications were completed, 43 applications were rejected. 348 medical device samples were inspected,
the percent of pass was 92.53%; 151 violation cases related to medical devices. The market was regulated
vigorously. No grave safety accident related to medical devices took place in Shanghai and the medical
device market is steady and controllable. Supervision on two kinds of enterprises and products have been
strengthened on the basis of doing a good in registration approval and implementing classified inspection
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on medical devices of high risks. The two kinds of enterprises are enterprises which didn’t pass the
2010 random inspection (monitor) of product (environment) and enterprises which fail to provide basic
information. The two kinds of products are custom denture and in-vitro diagnostic reagent. The construction
of integral information database of medical device supervision and medical device tracing system were
further pushed forward. Shanghai took the lead in implementing the Unique Device Identification (UDI) for
post-market supervision, which was recognized internationally.

IV. Improving mechanism, health care food and cosmetics market were vigorously regulated

In 2011, the supervision on heath care food and cosmetics was further strengthened through
strengthening patrol inspection and disclosure, establishing the supervision mechanism of hanging out
shingle, enhancing cooperation between different administrations, innovating supervision technologies and
regulating enterprises’ production and operation. 14614 health care food manufacturers and operation units,
14304 cosmetics production operation units were inspected around the year. The supervision intensity and
frequency were unprecedented. The supervision system of hanging out shingle for illegal health care and
cosmetic products were launched. 157 cases related to heath care food were disposed; the amount of money
equivalent fined and confiscated was RMB 3,129,400. 187 cases related to cosmetics were disposed; the
amount of money equivalent fined and confiscated was RMB 1,472,200. 81 unqualified health care food
were investigated during 6 times of public exposure. During the rectification, a batch of illegal dens and
production chains were eliminated. Shanghai’s health care food and cosmetics market were further purified.

V. Making all effort, food safety for FINA World Championships was successfully completed

During June and July of 2011, we spared in no effort in guaranteeing food safety of the 14" FINA
World Championships. First, we make sufficient preparation in advance by working out and improving the
work plan and carrying out drills; second, we strengthened communication with FINA and government
officials from relevant countries, and eliminated foreign media’s concern about the food and drug safety
of FINA World Championships; third, we strengthened overall process supervision. During the champion,
we worked together with relevant supervision administrations to safeguard the food safety of 4 million
persons’ 880 meals in 18 reception hotels; fourth, we strengthened supervision on the special pig meats for
the champions. The priority was put on preventing misusing provocative. In this competition, no accidents
related to food safety and food borne provocative took place. No compliant related food consumption
received. We were spoken highly of by FINA and General Administration of Sport of China.

VI. Making a good atmosphere, giving press and publicity work a full play in guiding public
opinions

The press and publicity work was pushed forward steadily. We gave mass media a full play, expanded
the covering area of popular science propaganda and achieved good social effect on the basis of actively
organizing various publicizing activities and forming a propaganda atmosphere. Citizens further understood
the supervision on food and drug, more sufficiently recognized the knowledge of food and drug safety.
They had higher awareness of food and drug safety and ability against food and drug safety problems.
We carried out the “Food and Drug Safety Propaganda in Campus” activity and the activity of “Let
Eat with more Reassurance” by cooperating with the Shanghai Municipal Education Commission. We
carried out “Using Antibiotics Properly” popular science tour activity by cooperating with the Shanghai
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Municipal Commission of Science and Technology. We opened “Know All of Drug Safety” column by
cooperating with Family Medicines and made a 26 series popular science short film by cooperating with
the Documentary Channel. We organized to edit and published brochures like Caution “Heath” Pitfall.
We published the bacterial food poisoning dynamic index and public-interest ads related to proper use
of antibiotics in subway and buses through Oriental Pearl Mobile TV every day. We opened the micro
blog named “Drug Doctor’ Mailbox” in Sina’s and Xinmin’s websites, so as to popularize the common
knowledge of drug safety through interaction with citizens. Our Sina micro blog’s fans have amounted
to over 20,000 persons. Periodical risk analysis was carried out based on food safety monitoring system
and adverse drug reaction monitoring system. In the analysis, risk control measurements were listed and
published promptly to serve as an early-warning for food and drug safety and consumption tip.

VII. Making scientific plan and working out or revising laws, regulations and standards related
to food and drug safety

We prepared and reported the Shanghai’s “The 12" Five-year Plan” for Food and Drug Safety.
In accordance with annual revision plan, we assisted the legal work committee of Shanghai municipal
people’s congress and the office of Shanghai municipal food safety commission in completing the local

legislation work: Shanghai’s Implementation Methods for “Food Safety Law of the People’s Republic
of China"; we prepared and revised 11 documents of administrative norms like Opinions on Strengthening
on Food Safety of Food Production and Operation Enterprises of the City. We prepared and revised 18 local
standards of food safety, including the Sanitary Regulations of Catering Units Providing Take-away Food,
and Sanitary Regulations of Catering Central Kitchen etc. We studied and collected 1318 currently effective
national standards, domestic food safety sanitary standards and regulations, which cover all the currently
effective compulsory food safety and sanitary standards, and general standards, food sanitary operation
guide and technical regulations related to other food for special use of CAC, EU, Australia and America. We
also participated in the preparation and revision of several regulations and technical specifications in several
aspects including SFDA GMP and medical device tracing management etc. In addition, we worked together
with member units of Shanghai municipal food safety commission to promote a series of regulations related
to implementation of Shanghai’s Implementation Methods for “Food Safety Law of the People’s Republic
of China".

VIII. Supervising with technology, improving technical support for food and drug safety

We adopted the method of buying service at the expense of government, broke the barrier between
different industries and sections, effectively integrated social resources and established food safety risk
evaluation system. We set up 16 contractual labs and 105 sampling places in the whole city so as to
periodically inspect the 226 inspecting items including chemical contaminants and harmful agents in food,
and food borne pathogenic bacteria etc. We prepared Implementing Rules for Shanghai’s Reporting and
Monitoring of Adverse Drug Reaction in accordance with the Measures for the Reporting and Monitoring
of Adverse Drug Reactions. Shanghai’s adverse drug reaction monitoring network has covered all the
drug production and operation enterprise. 1217 units have registered into the network. In 2011, 22893
reports related to adverse drug reaction / accidents were reviewed, of which 1564 reports were serious
reports. We published research and analysis data on the 9 media like ADR Analysis Report of Products of
Shanghai’s Essential Drug Manufacturers. The data can serve as a risk indicator of drugs in the market.
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We cooperated with 43 governmental inspection organs, over 20 non-governmental inspection and self-
inspection centers to form a technical support system for food safety inspection. We also actively promoted,
screened, integrated and applied over 80 express field inspection techniques, increasing by 20 techniques
compared with that of 2010; we developed and equipped the field comparison and inquiry device of drug
code. The city’s food and drug administrations of all levels have been equipped with the express inspection
equipment. The field express inspection has been an essential skill for the frontier law-enforcement officers
in the daily supervision work. We actively enhanced the construction of food and drug safety supervision
and information service platform. The effective management system of financial capital was launched and
improved.

IX.Strengthening administration, team construction was strengthened.

We continued improving the comprehensive quality of supervision team, urging all administrations to
perform their duties. “Honest Politic Risk Prevention” system was developed to make practical prevention
measurements for 5 links including administrative license receiving and accepting links which are major
risk points. 9 systems including “supervision post responsibility system” were further established and
improved. We implemented the work system of secret investigation by leaders. Leaders would organize
periodical secret investigation every month and report the problems found in the secret investigation
and their solutions, at the same time, carry out random return investigation. The bureau leaders led 45
person-times. Leaders of division level of the whole system have carried out 2196 person-times in total,
which supervised the implementation of supervision responsibility of all levels. We carefully analyzed
our work and organized training to our supervision team. In 2011 we have held various 40 training classes
and training meetings related to food, drug, regulations, information technology, electronic supervision,
information disclosure, and conditionality etc. Participants of these training classes and meeting which
cover all units of the whole system amounted to over 5100 person-times. In the training, assessment
mechanism was adopted to make sure the practical operating ability of supervision team was really
improved. We carried out efficiency supervision and promoted the improvement of service quality and
standard law-enforcement level. The evaluation on work style of government bodies showed that: the
public’s satisfaction rate of our administration’s administration license was 99.12% (23/2599), that of our
administration’s window work was 99.61% (28/7240) and that of administrative enforcement of law was
90.64% (628/6710).

X.Establishing institution and promoting the overall implementation of comprehensive
coordination mechanism for food safety

We fully implemented the Food Safety Law’s requirements concerning comprehensive coordination
mechanism in accordance with State Council’s work arrangement and Shanghai’s specific circumstance.
The Shanghai municipal government prepared and issued Shanghai’s Food Safety Work Points of 2011,
Opinions of the People’s Government of Shanghai on Further Strengthening Food Safety Work of the
City, and Decisions of the People’s Government of Shanghai on Establishing Shanghai Food Safety
Commission (Hu Fu Fa [2011] No. 21). It was clearly required to improve the municipal- and district
-level supervision systems. The Shanghai municipal government established food safety commission and
its office, and clarified work responsibility of all departments and the methods of coordinating and judging
unclear division of supervision responsibility. The Shanghai Municipal Establishment Office verified and
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enriched the establishment of municipal- and district -level food safety offices. Our administration further
adjusted and improved the institutional work mechanism, arranged work staff, configured work space and
work resources, fulfilled work fund, completed relevant configuration work of food safety commission
office in accordance with the establishment and work arrangement of the Shanghai municipal government.
After its foundation, the Shanghai Municipal Food Safety Commission Office put focus on coordination
service, drew staff from relevant member units, implemented centralized office work system and combined
law enforcement system, solved supervision interface problems and smoothed the system and mechanism.
The office promptly prepared and issued the Procedure Rules of Shanghai Food Safety Commission and
the Instructions of Establishing Food Safety Commission of District- and County-level, and clarified 8
specific work systems. Currently, the city has basically formed a food safety supervision system of “Two-
level government, three-level administration, and four-level network”. All departments of the municipal
administration spared no effort in assisting the Food Safety Commission Office in carrying out the work
related to comprehensive coordination of food safety, monitoring and evaluation of food safety, preparation
of comprehensive report, information technology support, press and publicity, information disclosure and
confidentiality, report and complaint. The daily operation of Food Safety Commission Office was steady
and in good order.

In addition, new achievements and progress have been made in such areas as spiritual civilization
construction, party building work, construction of work style of government, supervision and team
construction etc., which played an import role in promoting the implementation of the core work.
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