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ORTHOPAEDIC IMPLANTS 

INSTRUCTION FOR USE (IFU) : 

A) GENERAL: The Orthopedic Implants are made and supplied in stainless steel and 

titanium. 

B) GENERIC INTENDED USE/INDICATIONS: The Orthopedic Implants are designed and 

made for trauma and reconstructive surgery to provide temporary internal fixation to the 

fracture until bony fusion occurs. 

C) CONTRAINDICATIONS: This include but are not limited to:  

-presence of fever-progressive local or systemic infection-pregnancy-severe osteopenia or 

any other contraindication in patient exhibiting disorders which would cause the patient 

to ignore the risk and limitations of internal fixation, patients with metal sensitivity or 

allergies to the implants materials, patients unwilling or unable to follow post operative 

care instructions. 

 

D) POSSIBLE ADVERSE EFFECT: 

-METAL FATIGUE:- The Orthopedic and Maxillofacial Implants can loosen, break or bend in 

case of overloading due to delayed union or non-union. The internal fixation metal device 

is of load sharing nature which tends to provide alignment to fracture until healing occurs. 

If healing does not occur or delayed, the implant could break due to metal fatigue.    

-PATIENT’S PHYSICS & ACTIVITY: - The patient’s body weight, exhaustive physical activity 

level and adherence to weight bearing instructions may affect the life of the devices. 

- FOREIGN BODY SENSITIVITY: - Pre-operative test is recommended if the patient is 

suspected of metal sensitivity. 

 

E) WARNING AND PRECAUTIONS: The Orthopedic and Maxillofacial Implants are 

intended to provide aids to normal healing but are not supposed to replace normal body 

structure or bear the body weight in absence of complete bone healing. The following care 

must be taken while using the metallic bone fixation Implants: 

CAREFUL SELECTION OF IMPLANTS - care must be taken while choosing the implant 

keeping in mind patient’s weight, height, occupation and nature of physical activity. An 

appropriate size, shape and design of implants are an important part of the success of the 

devices. Ensure that the same brand of instrument is used for implants. 

HANDLING: Care must be taken while storing, autoclaving and using the implant in 

surgery. Improper method of handling can cause serious damage to the implant and may 

decrease the life of the implant. The implants are supplied non-sterile and must be 

sterilized as per directions before use. Avoid sharp and reverse bends, scratching or 

notching on the surface of the implants to eliminate the possible adverse effect of internal 

stresses and cracking.  

CLEANING: The OT staff is advised to handle all the implants properly after every surgery 

and the unused implants shall be cleaned, washed and dried properly before storing for 

next case. The storage containers-trays shall be of non-corrosive nature and do not 

possess any sharp corners or edges.  
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SINGLE USE: All the implants are made for single use only and shall not be re-used. An 

explanted implant must never be re-used. 

 

F) POST OPERATIVE CARE: The patient should be advised properly about post 

operative care and precautions. The patient should be instructed not to overlook the 

problems related to the early weight bearing and load bearing stress on the implant which 

can cause in to insecure bone healing. The patient should carry adequate external support 

and physical activities should be restricted until enough bone union is achieved. 

G) REMOVAL: The Orthopedic implants are intended for the temporary aids during 

the bone healing period and the surgeon shall make appropriate decision to remove the 

implant once the expected service life of the implant is over except in post aged patients. 

H) STERILISATION:- The Orthopedic Implants are packed and supplied non-sterile and 

must be sterilized prior to surgical use. The recommended parameters for sterilization are 

as under:- 

Steam Sterilization (Autoclave): 

Temperature: 121° C 

Time: 15 minutes 

Note: Not to be sterilized in original Packaging 

 

I) Disposal & Risk of Re-use: - The explanted or damaged implant shall not be 

disposed & reused in general method as it may contain infection or microbial 

hazards contaminated with potentially infectious substances of human origin. Therefore 

consult the manufacturer for the best methods of waste disposal or simply return the 

device after proper decontamination procedure to the manufacturer. 

 

N.B.: since Samay Surgical is not familiar with individual hospital’s handling- cleaning 

methods and bio burden, Samay Surgical cannot assume responsibility for sterility even 

though the guideline is followed. The users are advised to calibrate and validate the entire 

process of sterilization. 

         J)   CUSTOMER SERVICE: The users may contact the company’s customer care dept. 

on email: samay_surgical@yahoo.com for any further assistance and can post their 

suggestions/feedback on the products. 

         K)  PACKAGING: All the Orthopedic implants are supplied in pouch with a label 

bearing all the details of product, batch/lot, date of Mfg., Manufacturer’s information etc. 

The user is advised not to take the delivery of the materials if the package is found 

tempered or open. The materials should be stored in cool, dry and away from hazardous 

solutions.  

 

A) SYMBOLS: 

 Details of various Symbols used in Labeling 

 Do not reuse 

mailto:samay_surgical@yahoo.com
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 Batch code 

 consult accompanying documents 

 Manufacturer 

 Catalogue number 

 
Do not use if packing is found damaged or opened 

MAT Materials used in device 

 
Non-Sterile 

 
Date of Manufacturing 

 EU Rep details 

 

N.B.: This IFU is valid for all Implants used in Orthopedics surgery. 
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