Check list for cold chain/storage for biological drugs

(Fill this checklist separately for each firm. Forward to Drug Regulatory Authority of Pakistan in duplicate duly signed each page by the panel members)

Name of the importer/distributor-----------------------------------------------------------------
Name of the drugs------------------------------------------------------------------------------------
Address-------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------
1.1     Checklist for personal safety



                Yes/No.

1.1.1. Check the lock (Is  door lock working proper)
                 Yes/No.

1.1.2   Check the door (Go inside the room and ask a colleague to close the door from  outside. Test the action of the internal safety release handle. Does it work properly?)



  Yes/No.

Any comments-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------
1.2      Check cold room enclosure                                                               Yes/No.

1.2.1 Check the bottoms of the panels to see if there are any signs of rust?      Yes/No.

1.2.2 Check the panel joints internally  and externally to find evidence of movement along the joint lines                                                                             Yes/No

1.2.3 Check the panel joints internally and externally to find sign of condensation or ice build-up.                                                                                             Yes/No

1.2.4 Are all surfaces free of flaking paint, corrosion, rust and other materials (eg., tape, woods etc?)


                                                          Yes/No

1.2.5 Is there a cleaning schedule in place ?
                                   Yes/No

1.2.6 Check the area around the evaporator. Is it clear within 50 cm?      Yes/No

1.2.7 Is the airflow from the evaporator normal?                                       Yes/No

1.2.6    Is the evaporator fan running quietly?



Yes/No

1.2.8 Is there water on the floor?





Yes/No

1.2.9 Check the strip curtain. Are they present?



Yes/No

1.2.8     Check the pressure relief vent? Is it iced up or otherwise block?( A blocked vent causes negative pressure to build up in the room after the door is closed)     Yes/No

1.2.9   Check that the biologic drugs are stacked correctly on the shelves and clear of the walls to allow good airflow                                                                              Yes/No

1.2.10 Check that all biologic drugs are kept in its inner cardboard box. There should be no loose vials in the store                                                                       Yes/No

1.2.11 Check that no biologic drugs are  kept within the danger zone close to the evaporator                                                                                               Yes/No

1.2.12 Check that all biologic drugs are  not kept on the floor                          Yes/No

1.2.13 Check that room is not overloaded and that it is not being used to store un-authorized substances



                                         Yes/No.

Any Comments-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------
1.3    Check store organization



                            Yes/No

1.3.1 Check that biologic drugs are stored systematically and that contents of each batch are kept together.                                                                          Yes/No

1.3.2 Check that biologic drugs are being issued in EEFO order and according to the VVM(Vaccine Vial Monitor) status                                                        Yes/No

Any Comments-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------
1.4 Check storage temperatures


                                        Yes/No

1.4.1 Check temperature. Is it within the range?                                             Yes/No

1.4.2 Check temperature record?(The temperature should have remained within the correct limits at all times)                                                                          Yes/No

1.4.3 Are the temperature logs readily available- for a minimum of two years. Yes/No.

1.4.4 Has all recording and monitoring equipment been calibrated in the last year                                                                     Yes/No.

1.4.5 Is there a procedure for pest control monitoring and treatment?             Yes/No

1.4.6 Are openings to doorways, vents, and drains covered to prevent the ingress of pests, etc.                                                                                                  Yes/No.

Any Comments-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------
1.5    Check outside the room

1.5.1 Is it clear from  any rubbish                                                                      Yes/No

1.5.2 Is  there  any signs of vermin such as cockroaches, mice, rats, and bats   Yes/No.

1.5.3 Is floor clean, from water                                                                           Yes/No.

1.5.4 Is the space outside the room cool (Trees or screens help to shade the building that houses cold store, alternatively, air conditioning may have to be used to the space cool).                                                                                                  Yes/No.

Any Comments-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------
1.6     Check the alarm system. Is it OK (press the test button).                           Yes/No

Any Comments-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------
1.7     Is there any routine and emergency maintenance plan?

        Yes/No.

Any comments-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------
1.8      Is standby generator available


                                   Yes/No

1.8.1 Check the oil and fuel level



                           OK/Not O.K

1.8.2  Check the battery electrolyte level if the battery of the open type               Yes/No

1.8.3  Run the generator until it has warmed up and make sure that it is operating correctly?                                                                                                       Yes/No.

Any comments-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------
1.9    Check if there is any maintenance agreement with an outside agency      Yes/No

1.9.1 Is routine maintenance being performed correctly at the intervals stated in the agreement?                                                                                                         Yes/No.

1.9.2 When emergencies occur, does the maintenance technician arrive with the maximum stipulated in the agreement?                                                             Yes/No.

1.9.3 Does the maintenance technician bring the parts required to rectify faults?   Yes/No.

1.9.4 Are the faults repaired satisfactorily?                                                    Yes/No.

2.1 Check weather the cold chain is established from manufacturer to the importer Yes/No

2.1.1 Is there a mechanism for the cold chain from manufacturer to the importer? Yes/No

2.1.2 Is there any cold storage system at the Air Port/sea-port/ Dry Port                 Yes/No.

2.1.3 Does the firm have special vehicle for distribution of temperature sensitive drugs. Yes/No.

2.1.4 Does importer ensured the cold chain establishment from their distributor to the retailers/ consumers.                                                                                                 Yes/No.

2.1.5 Does the importer have documentation and list of authorized distributors who ensure the cold storage and cold chain onward to retailer and consumer?             Yes/No.

2.1.6 Does the importer developed guidelines to ensure the cold storage and cold chain facility till the end consumer.                                                                                 Yes/No.

2.1.7 Does the importer have hired the Qualified Pharmacist to manage the Cold storage? Yes/No.

2.1.8. If the answer of 2.1.7 is yes what is the name and Registration No. of the pharmacist. Also attach the copy of Drug sale License.

Name------------------------  Registration No.-----------------------------

2.1.9 Does the importer have established the Re-Call system of Drugs?               Yes/No.

Any Comments.

------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------
Final Comments----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------
Final remarks:- Please encircle the relevant point.

Recommended/ Not Recommended.

Name of the inspector----------------------------------------------------

Designation ---------------------------------------------------------------

Signature-----------------------------------------------------------------

Date-----------------------------

Name of the inspector----------------------------------------------------

Designation ---------------------------------------------------------------

Signature-----------------------------------------------------------------

Date-----------------------------
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